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Header Text: C4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

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

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

Subject No: 12312749 Subject Initials: ---

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

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivaent to PHASE 2/3.

1. | Select appropriate response - 30 JUN 2020
Protocol version

2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: C4591001

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

Subject No: 12312749
Generated By: (b) 4

Form: MAIN INFORMED CONSENT

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

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

Visit: COHORT_SELECTION Form: DEMOGRAPHY

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

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

Subject No: 12312749 Subject Initials: ---

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

eCRF Audit Trail History

Demography

1. | Subject ID [12312749]

2. | Birth Date: (b) (6) /1964

3. | Sex: MALE

4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): WHITE

6. | Racial Designation:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312749
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
SiteNo: 1231

Subject No: 12312749
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

1a || inclusion Number: 1
Criterion Description: Male or female participants between the ages of 18 and 55 years, inclusive, 65
and 85 years, inclusive, or 18 and 85 years, inclusive, at randomization
(dependent upon study stage)
Criterion met? YES
Criterion ID: (For Pfizer use INO1AQO
only)
1b 11 inclusion Number: 2
Criterion Description: Parti cipants who are willing and able to comply with al scheduled visits,
vaccination plan, laboratory tests, lifestyle considerations, and other study
procedures
Criterion met? YES
Criterion ID: (For Pfizer use INO2AQ0
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)
1d || |nclusion Number: 4

Criterion Description:

Capable of giving persona 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 INO4AQ0
only)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312749
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

Exclusion Criteria

2 || Exclusion Number: 1
Criterion Description: Other medical or psychiatric condition incl. recent (within past year) or active
suicidal ideation/behavior/lab abnormality that may increase the risk of study
participation
Criterion met? NO
Criterion ID: (For Pfizer use EXO01A00
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
allergic reaction (eg, anaphylaxis) to any component of the study
intervention(s)
Criterion met? NO
Criterion ID: (For Pfizer use EXO03A00
only)
2d Exclusion Number: 4
Criterion Description: Receipt of medicationsintended to prevent COVID-19
Criterion met? NO
Criterion ID: (For Pfizer use EX04A00
only)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

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

Exclusion Number:

Argerich
Subject No: 12312749 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2e

8

Criterion Description:

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

Criterion met? NO
Criterion I1D: (For Pfizer use EX08AQ00
only)

2f 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 I1D: (For Pfizer use EX11A00
only)
2h Exclusion Number: 12
Criterion Description: Previous vaccination with any coronavirus vaccine
Criterion met? NO
Criterion ID: (For Pfizer use EX12A00
only)
2i 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)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312749
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] 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 EX15A01
only)
21 Exclusion Number: 17
Criterion Description: Previous participation in other studiesinvolving study intervention containing
lipid nanoparticles
Criterion met? NO
Criterion I1D: (For Pfizer use EX16A01
only)
2m || Exclusion Number: 22

Criterion Description:

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

Criterion met? NO
Criterion I1D: (For Pfizer use EX21A01
only)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: DISPOSITION - SCREENING

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

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

Subject No: 12312749 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/21/2020
Compl etion/Discontinuation
/Desath
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY

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

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

Subject No: 12312749 Subject Initials: ---

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

eCRF Audit Trail History

Medical History Details

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

1a||Line/MH Number: [1]
Disease/Syndrome/Surgery [Dydlipidemial
/Non-Drug Allergies/Drug
Allergies:

Start Date: Apr/5/2017
Ongoing: YES

1b 1] Line/MH Number: [2]
Disease/Syndrome/Surgery [Hyperuricemia)
/Non-Drug Allergies/Drug
Allergies:

Start Date: Dec/4/2018
Ongoing: YES
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Header Text: C4591001

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

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

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

Subject No: 12312749 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs

1. | Date: Aug/21/2020
2. | Weight: [89.0]

3. | Unit: kg

4. | Height: [174.0]

5. | Unit: cm

6. | Body Mass Index: [29.4]

Vital Signs Details

7.a

Record Identifier: 1

Temperature: [36.5]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) 4

Form: RANDOMIZATION

Form Status. Data Complete, Locked, Frozen, Verified

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/21/2020
2. | Randomization Number: [235873]
3. | Randomization Group: [1
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312749
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 [
sample was not collected
according to protocol, please
provide reason;
Aliquot
Please enter barcode for each aliquot.
Sa|| sample ID [BHXWSS]
5b|| sample 1D [BHXWS6]
5 || sample 1D [BHXW87]
5d || sampleID [BJ533F]
5€ || sample 1D [BJ533C]
5T || sample D [BJ533H]
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) 4

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a
Sample ID [BHY5HW]
Page 14 of 217

*** Confidential***
FDA-CBER-2021-5683-0869818




090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: VACCINATION

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

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

Subject No: 12312749 Subject Initials: ---

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

eCRF Audit Trail History

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/21/2020 10:07

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actua Dose: [

9. | Unit:

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

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

Page 15 of 217

*** Confidential***
FDA-CBER-2021-5683-0869819



090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312749
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
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Header Text: C4591001

Visit: V2 VAX2 L Form: DATE OF VISIT

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

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

Subject No: 12312749 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 Sep/13/2020

2. | Erroneous Visit
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Header Text: C4591001

Visit: V2 VAX2 L

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

Subject No: 12312749
Generated By: (b) 4

Form: VITAL SIGNS - TEMP

Form Status. Data Complete, Locked, Frozen, Verified

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/13/2020
Vital Signs Details
2.a|| Record Identifier: 1
Temperature: [36.6]
Unit: C
Temperature L ocation: ORAL CAVITY
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Header Text: C4591001

Visit: V2 VAX2 L

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

Subject No: 12312749
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/13/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BP2BSC]
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12312749
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 [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/13/2020 12:00
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES

least the protocol specified

observation period after

investigational product

administration?
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Header Text: C4591001

Visit: V3_MONTH1 POSTVAX2_ L Form: DATE OF VISIT

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: 12312749 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 Oct/14/2020

2. | Erroneous Visit
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Header Text: C4591001

Visit: V3_MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12312749
Generated By: (b) 4

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

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/14/2020
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason;
Aliquot
Please enter barcode for each aliquot.
Sa|| sample ID [BRXRVF]
5b|| sample 1D [BPINFT]
5 || sample 1D [BRXRWC]
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Header Text: C4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

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

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

Subject No: 12312749 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 Mar/15/2021

2. | Erroneous Visit

Page 23 of 217

*** Confidential***
FDA-CBER-2021-5683-0869827



090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: V4 MONTH6 L

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

Subject No: 12312749
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:

Mar/15/2021
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason;
Aliquot
Please enter barcode for each aliquot.
Sa|| sample ID [BRMOTN]
5b|| sample 1D [BRZ2FY]
5 || sample 1D [BRZ2FO0]
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Header Text: C4591001

Visit: V5_ MONTH12 L

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

Subject No: 12312749
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

1

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V5 MONTH12 L

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

Subject No: 12312749
Generated By: (b) 4

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

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

Subject Initials: ---

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

Electronic Sample Tracking

1. | 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.

>. Sample ID
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Header Text: C4591001

Visit: V6_MONTH24 L

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

Subject No: 12312749
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

1

2.

Erroneous Visit

*** Confidential***
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Visit: V6_MONTH24 L

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

Subject No: 12312749
Generated By: (b) 4

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

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

Subject Initials: ---

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

Electronic Sample Tracking

1. | 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.

>. Sample ID
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Mar/20/2021
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 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 Mar/20/2021
2. | Erroneous Visit
COVID-19 IlIness Visit
3. | COVID-19 llIness Visit: COVID_A
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Mar/20/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12312749

Generated By:

(b) (4)

Form Status: Data Complete

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

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

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Mar/20/2021
2. | Date of First Symptom Started: Mar/18/2021
3. | Symptoms Ongoing? YES
Symptoms
4.a|| symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4. || symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
41 || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? YES
4.9 || symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
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Form Version: 20-Feb-2021 02:17
Site No: 1231

Subject No: 12312749

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

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 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
5.8 || symptoms - Other Text: [rhinorrhea]
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Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12312749

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 Date qf C | Specimen Ty Sp_eumen Cplle Assay Code and Description Device Type Form Instan
ollection pe ction L ocation ce

1. | Mar/20/20 | SWABBED | NASOPHARYN | SEVERE ACUTE RESPSYN | SARS-COV-2DIA | Repesdting
21 MATERIAL | X DROME CORONAVIRUS 2 GNOSTIC TEST Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Mar/20/2021

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

Subject No: 12312749
Generated By: (b) (4)

Form Status: Data Complete

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

*** Confidential***

1. | Actual Date of Collection: Mar/20/2021
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Result: POSITIVE
8. | Comments/Findings/Details: [
9. | Trade Name Other, Specify: [
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

on Mar/20/2021
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12312749
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

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

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

[sample collected by team physician]

Aliquot

Please enter barcode for each aliquot.

> Sample ID
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Mar/20/2021
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 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 NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/20/2021
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 ID [BRLYVT]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Mar/20/2021

Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12312749

Generated By:

(b) (4)

Form Status: Data Complete

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

Subject Initials: ---

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

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visitsor
Contacts:

NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visitsor
Contacts:

NO

lc

Physician or Healthcare
Professional:

PRIMARY CARE PHY SICIAN

Occurrence of Visits or
Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visitsor
Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner

Specify:

[]
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on Mar/20/2021
Form Version: 20-Feb-2021 02:19
Site No: 1231

Subject No: 12312749
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION

Form Status: Data Complete

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

Subject Initials: ---

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

Health Care Utilization

*** Confidential***

3. | Has the subject been hospitalized | NO
due to potential COVID-19
illness?
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Visit: POT_COVID_ILL 1

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

Subject No: 12312749

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 Identifi | Con Non-Drug Treatments Pre-speci | Treatmen | Treatmen | Start Dat
# . Form Instance
er fied t t e
1 Repeating Pages
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on Mar/20/2021
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12312749
Generated By: (b) (4)

Form Status: Not Started

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

Argerich
Subject Initials: ---

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

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

Back to Form

Respiratory Treatment

1. | What isthe treatment Identifier?

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

Treatment:

Treatment:

[]

Start Date:

1

o0 M~ w

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

on Mar/20/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12312749
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 adiagnosis obtained for
Potential COVID-19 Iliness?

YES

Respiratory IlIness Diagnosis:
[covid-19 disease]

Date of Diagnosis:
Mar/20/2021

3. | Toxicity Grade:
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Visit: POT_COVID_ILL 1

SiteNo: 1231

Subject No: 12312749
Generated By: (b) 4

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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

Argerich

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

Category of Clinical Eve

# nt:

Subcategory of Clinical Eve
nt

Diagnosis Obtaine
d

Toxicity Grad
e

Form Instance

Repeating Pages

*** Confidential***

Page 41 of 217

FDA-CBER-2021-5683-0869845




090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Mar/20/2021

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

Subject No: 12312749
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1231) Hospital Militar Centra 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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Visit: POT_COVID_ILL 1

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

Subject No: 12312749

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
4 Category for La | Vendor N | Collection |Specimen T L ab Result Form Instanc
b Test ame Date: ype e

Sponsor-Defined 1d | Tes | Resul Repesting
entifier t| t Pages

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

on Mar/20/2021
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12312749
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

Lab Chemistry Details

1. | Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

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

SiteNo: 1231

Subject No: 12312749

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Category for L | Vendor Name (D | Collection | Specimen Form Instanc
1 ab Test ERIVED) Date: Type Lab Result e

Sponsor -Defined | Tes | Resu Repeating
Identifier t| It Pages
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Header Text: C4591001

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

on Mar/20/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12312749
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

Laboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
5. .
Sponsor 1D: [1
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Visit: POT_COVID_ILL 1 Form: VITAL SIGNS- COVID
Form Version: 21-Aug-2020 02:50

*** Confidential***

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---
Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
1 Record Identifier: Systalic: Diastolic: Repeating Pages
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Header Text: C4591001

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

on Mar/20/2021
Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12312749
Generated By: (b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

Systalic:

(]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:
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Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

*** Confidential***

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---
Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
L Record I dentifier: Oxygen Saturation Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Mar/20/2021

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12312749

Generated By:

(b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Vital Signs

1

Date:

1

Vital Signs Details

2.

Record Identifier:

SPO2 Pulse Oximetry %
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Visit: POT_COVID_ILL 1

SiteNo: 1231

Subject No: 12312749
Generated By: (b) 4

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

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

Subject Initials: ---

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

# | Date Time of Assessment

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

1

Repeating Pages

*** Confidential***
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXY GENATION PARAMETERS

on Mar/20/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12312749
Generated By: (b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FO2 (Fraction of Inhaled
Oxygen):
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SiteNo: 1231

Subject No: 12312749

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

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
4 Sponsor-Defined | | Category for Me | Concomitant Medications | Nameof Medi | Start D | Form Instanc
dentifier dication Pre-specified cation ate e
1 Repesating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Mar/20/2021

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

Subject No: 12312749
Generated By: (b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Concomitant Medications

1

Wheat is the medication identifier?

2.

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:

1

Ongoing?
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Generated By: (b) 4

Form: IMAGING

Form Version: 06-Jul-2020 21:53

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

Argerich
Subject Initials: ---

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

# | Date of Assessment

L ocation of Assessment | Imaging Method

Overall Assessment Form Instance

1

Repeating Pages

*** Confidential***
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

on Mar/20/2021
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12312749
Generated By: (b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Imaging

Date of Assessment:

1

Location of Assessment:

Type of Imaging Exam:

Alw|dIPR

Assessment:
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Header Text: C4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

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

Subject No: 12312749
Generated By: (b) 4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

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

Subject No: 12312749
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

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

Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID
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Header Text: C4591001

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

Subject No: 12312749
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 1

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

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

Subject No: 12312749
Generated By: (b) 4

Form: UNPLANNED VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Unplanned Assessments

1. | Assessments
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Header Text: C4591001

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

Subject No: 12312749
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials. ---

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

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Oct/14/2020
Compl etion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: C4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
SiteNo: 1231

Subject No: 12312749
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. | Dateof
Completion/Discontinuation
/Death :

1

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Header Text: C4591001

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

Subject No: 12312749
Generated By: (b) 4)

Visit: POT_COVID_REPEAT_SWAB - New Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repest Swab:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

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

Subject No: 12312749
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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12312749
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 1

2. | Erroneous Visit
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Header Text: C4591001

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

Site No: 1231

Subject No: 12312749
Generated By: (b) 4

Form: VITAL SIGNS - TEMP

Form Status: Not Started

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

Subject Initials: ---

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

Vital Signs

1. | Date: I

Vital Signs Details

2. Record Identifier:

Temperature: []

Unit:

Temperature L ocation:
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Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1231

Subject No: 12312749
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:

1

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

Ol | N[l ]|w D

Unit:

=
©

Timeframe Subject Was Observed

=
=

. | Was the subject observed for at

least the protocol specified
observation period after
investigational product
administration?

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12312749
Generated By: (b) 4

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: C4591001

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

Site No: 1231

Subject No: 12312749
Generated By: (b) 4

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12312749
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

1

2. | Erroneous Visit
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12312749
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Status: Not Started

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

Subject Initials: ---

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

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:

*** Confidential***
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12312749
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

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

Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12312749
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

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

Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

*** Confidential***
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Header Text: C4591001

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

Unscheduled

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: 12312749 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 Jan/13/2021

2. | Erroneous Visit

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)
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Header Text: C4591001

Visit: Potential ReVax Initia Contact -
Unscheduled

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

Subject No: 12312749
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: 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

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination
12

*** Confidential***
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Header Text: C4591001
Vigit: Logs

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12312749

Form: ADVERSE EVENT REPORT

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 Category AE !dentlf Adverse Event Start Date IstheAdversg Event Still | Form Instanc
ier Ongoing e
1. |ADVERSEEV |1 First-degree burn | Oct/10/20201 | NO Repeating
ENT 4:00 End Date Time: Pages
Oct/23/2020 09:00
2. |ADVERSEEV |2 Second-degree bu | Oct/10/2020 1 | NO Repeating
ENT mn 4:00 End Date Time: Pages
Oct/23/2020 09:00
3. |ADVERSEEV |3 Right humerusfra | Jan/20/2021 11 | NO Repeating
ENT cture :00 End Date Time: Pages
Feb/26/2021 09:00
4. | ADVERSEEV |4 bicycle fall Jan/20/2021 11 | NO Repeating
ENT :00 End Date Time: Pages
Jan/20/2021 11:01
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12312749 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. [ Adverse Event: [First-degree burn]

(If possible specify diagnosis, not
individual symptoms)

4, | Start Date Time: Oct/10/2020 14:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Oct/23/2020 09:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

8. | Isthis adverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
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:

[Burn A AB from boiling water, domestic accident]
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Locked, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from
the study?
15. | Serious Adverse Event Number: [1
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12312749 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Second-degree burn]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Oct/10/2020 14:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Oct/23/2020 09:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

8. | Isthis adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312749
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

9. | Isthisevent related to study
treatment:

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

10. | Latest Action Taken with Study

NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication YES
given?
12. | WasaNon-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from
the study?
15. | Serious Adverse Event Number: [
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12312749 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Right humerus fracture]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Jan/20/2021 11:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Feb/26/2021 09:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? YES
Is this serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.

] ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO

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

Did this serious event require or prolong hospitalization?
NO

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

Isthis serious event life threatening?
NO

Other medically important serious event
YES

8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312749

Form: ADVERSE EVENT REPORT
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
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[bikefall]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | WasaNon-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from
the study?
15. | Serious Adverse Event Number: [2021289638]
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12312749 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [bicyclefal]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Jan/20/2021 11:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Jan/20/2021 11:01
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

8. | Isthis adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312749
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

9. | Isthisevent related to study
treatment:

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

10. | Latest Action Taken with Study

NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication YES
given?
12. | WasaNon-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from
the study?
15. | Serious Adverse Event Number: [
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs

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

Subject No: 12312749

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
Catego | Medication E | Start D | Isthemedication error Still | Study Medication Errors
# : . Form Instance
ry rror ate Ongoing Action
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312749
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
Medication Error):

[]

Start Date:

1

|s the medication error still
ongoing?

Latest Action Taken with Study
Treatment:

Was a Concomitant Medication
given?

Was a Non-Drug Treatment given?

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

Was this medication error
associated with any adverse
events?

10.

Serious Adverse Event Number:
For Pfizer Use Only

[]

Page 86 of 217

*** Confidential***
FDA-CBER-2021-5683-0869890




090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

*** Confidential***

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Sponsor-Defined | | Category for Me | Concomitant Medications | Nameof Medi | Start D | Form Instanc
dentifier dication Pre-specified cation ate e
1 Repesating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled

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

Subject No: 12312749
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Concomitant Medications

1

Wheat is the medication identifier?

2.

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:

1
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Header Text: C4591001

Visit: Logs

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

Subject No: 12312749

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-Defined | Category for Me | Concomitant Medications | Name of Med | Dose Descr | Form Instanc
Identifier dication Pre-specified ication iption e
1 Repesting
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312749
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 M edications

1. | What isthe medication identifier?

[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©W||®| N| o |0

Start Date:

I

10. | Ongoing?
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Visit: Logs

SiteNo: 1231

Header Text: C4591001

Form Version: 22-Apr-2020 21:02

Subject No: 12312749

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
4 Categor | Treatment I dentifi | Con Non-Drug Tr_eatments Pre-specif | Treatmen | Start Dat Form I nstance
y er ied t e
1 Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

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

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

Subject No: 12312749 Subject Initials: ---

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

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? | []

3. | Concomitant Non-drug Treatment

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

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)
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Header Text: C4591001

Visit: Logs

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

Subject No: 12312749

Form: TRANSFUSIONS

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
# Transfusion Type Date of Transfusion Form Instance
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: 12312749
Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

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

Subject Initials. ---

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

Back to Form

1.

Transfusion Type:

2.

Date of Transfusion:

1

Page 94 of 217

*** Confidential***
FDA-CBER-2021-5683-0869898




090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

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

Subject No: 12312749
Generated By: (b) 4)

Visit: UNPLANNED_BOOSTER_CONTACT 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

1

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: UNPLANNED_BOOSTER_CONTACT Form: BOOSTER DOSE TRIGGER FORM

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

Subject No: 12312749
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

Booster Dose Trigger Form

1. | Select appropriate response - Will
the participant return for
consent/eligibility assessment for
the booster dose visit?
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Header Text: C4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

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

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

Subject No: 12312749 Subject Initials: ---

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

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded : Jan/13/2021

2. | Primary Reason for Unblinding: ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: C4591001

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

Subject No: 12312749
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 :

1
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Header Text: C4591001

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

Subject No: 12312749

Form: DEATH DETAILS CODED

Form Status: Not Started

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

Subject Initials: ---

of Death:

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Death Details
1. | Date of Collection/ Notification I

Cause of Death

2.

Cause of Death Status:

Cause of Death:

*** Confidential***
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Header Text: C4591001

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

Subject No: 12312749
Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status. Data Complete, Verified

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

Argerich
Subject Initials. ---

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

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/14/2020
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Header Text: C4591001

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

Subject No: 12312749
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM
Form Status. Data Complete, Verified

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

Subject Initials. ---

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 2104 Form Status: Data Complete, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312749 Subject Initials: ---

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

Audit Trail

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

e CRF_Sign

e CRF_Sign_1

Name Signature Date Type Action
M eaning
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Header Text: C4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

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

Subject No: 12312749 Subject Initials: ---

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

Back to Form

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

e CRF_Sign
e CRF Sign 1
Name Signature Date Type Action
Meaning
(b) (6) N/A Mar-21-2021 20:01:49 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-19-2021 15:46:27 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:

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

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

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

(b) (6) N/A Mar-16-2021 10:13:10 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Jan-22-2021 15:09:41 (UTC-03:00) City of BOOK Signed

Buenos Aires
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Header Text: C4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
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, thisis to 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 Jan-13-2021 13:04:34 (UTC-03:00) City of Edit - All

Buenos Aires signatures
invalidated

Affidavit:

N/A

(b) (6) Approved Nov-05-2020 13:29:56 (UTC-03:00) City of | BOOK Signed
Buenos Aires

Affidavit:

By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of

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

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

JuligtaGelardi | N/A Nov-04-2020 15:41:21 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-23-2020 18:51:57 (UTC-03:00) City of BOOK Signed
Buenos Aires
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Header Text: C4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

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

Subject No: 12312749 Subject Initials: ---

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

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, thisis to 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.

JulietaGelardi | N/A Oct-23-2020 14:04:04 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-21-2020 18:58:22 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of

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

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

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

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

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

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

Subject No: 12312749 Subject Initials: ---

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

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-21-2020 11:32:51 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 30 JUN 2020

Buenos Aires

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

Date L ocation User Value Reason
Aug-21-2020 11:32:51 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) STAGE 3 COHORTS

Buenos Aires
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Header Text: C4591001

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

Subject No: 12312749
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

1. Consent Was:
Date L ocation User Value Reason
Aug-21-2020 11:33:40 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) OBTAINED
Buenos Aires Date Written Consent Obtained

Aug/21/2020

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

SiteNo: 1231

Subject No: 12312749

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

Back to Form

1. Subject ID

Date L ocation User Value Reason
Aug-21-2020 10:08:33 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-03:00) City of (autocalc) | 12312749 previous form
Buenos Aires

2. Birth Date:

Date L ocation User Value Reason
Aug-21-2020 10:08:30 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-03:00) City of (autocalc) |(b) (6) /1964

Buenos Aires

3. Sex:

Date L ocation User Value Reason
Aug-21-2020 11:32:37 | ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) MALE

Buenos Aires

4. Ethnicity:

Date L ocation User Value Reason
Aug-21-2020 11:32:37 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) HISPANIC OR LATINO(A) OR

Buenos Aires OF SPANISH ORIGIN

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

Date L ocation User Value Reason
Aug-21-2020 11:32:37 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) WHITE

Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-21-2020 11:33:58 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

®) Aug/21/2020

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

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

Subject No: 12312749
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

la
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Inclus 1
Buenos Aires ion N
umbe
r:
Crite Maeor female participa
rion ntsbetween the ages of
Descr 18 and 55 years, inclusiv
iption e, 65 and 85 years, inclu
: sive, or 18 and 85 years,
inclusive, at randomi zati
on (dependent upon stud
y stage)
Crite YES
rion
met?:
Crite INO1AOO
rion |
D: (F
or Pfi
zer us
eonly
):
l.aInclusion Number:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 1
Buenos Aires
1.a Criterion Description:
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

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-21-2020 11:34:11 | ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Male or female participants betw
Buenos Aires een the ages of 18 and 55 years,
inclusive, 65 and 85 years, inclu
sive, or 18 and 85 years, inclusiv
e, at randomization (dependent u
pon study stage)
1.a Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
l.a Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) INO1A00
Buenos Aires
1b
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC—O300) Clty of (6) Inclus 2
Buenos Aires ion N
umber
Criter Participants who are wil
ion De ling and able to comply
scripti with all scheduled visits
on: , vaccination plan, labor
atory tests, lifestyle con
Siderations, and other st
udy procedures
Criter YES
ionm
et?:

*** Confidential***

Page 111 of 217

FDA-CBER-2021-5683-0869915




090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

Subject No: 12312749

Argerich
Subject Initials: ---

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

Criter INO2AQO

ion D

. (For

Pfizer

useon

ly):
1.b Inclusion Number:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 2
Buenos Aires
1.b Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Participants who are willing and
Buenos Aires able to comply with all schedule

d visits, vaccination plan, laborat

ory tests, lifestyle considerations

, and other study procedures
1.b Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
1.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) INO2A00
Buenos Aires
1lc
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---
Generated By: (b) 4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Incdus 3
Buenos Aires ion N
umbe

r:

Criter Healthy participants wh

ion De o0 are determined by me

scripti dical history, physical e

on:  xamination, and clinical
judgment of the investig
ator to be eligiblefor in
clusion in the study

Criter YES

ionm

et?:

Criter INO3AOO

ion ID

. (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12312749 Subject Initials: ---

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

1.c Inclusion Number:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 3

Buenos Aires

1.c Criterion Description:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Healthy participants who are det

Buenos Aires ermined by medica history, phy

sical examination, and clinical ju
dgment of the investigator to be
eligible for inclusion in the study

1.c Criterion met?

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES

Buenos Aires

1.c Criterion ID: (For Pfizer use only)

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) INO3A00
Buenos Aires
1d
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
Buenos Aires on Nu

mber :
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criter Capable of giving perso

ion De nal signed informed con

scripti sent, which includes co

on: mpliance with the requi
rements and restrictions
listed inthe ICD and in
this protocol

Criter YES

ion me

t?:

Criter INO4AQO

ion ID

. (For

Pfizer

useon

ly):

*** Confidential***
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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

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1.d Inclusion Number:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 |'(b)(4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 4
Buenos Aires
1.d Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Capable of giving persona signe
Buenos Aires d informed consent, which inclu

des compliance with the require

ments and restrictions listed in th

e |CD and in this protocol
1.d Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
1.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) INO4A00
Buenos Aires
2.a
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
Buenos Aires sion N

umbe

r:

Page 116 of 217

*** Confidential***
FDA-CBER-2021-5683-0869920




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

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Criter Other medical or psychi
ion De atric condition incl. rece
scripti nt (within past year) or a
on:  ctivesuicida ideation/b
ehavior/lab abnormality
that may increase theris
k of study participation
Criter NO
ionm
et?:
Criter EXO1A00
ion ID
. (For
Pfizer
useon
ly):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 1
Buenos Aires
2.a Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Other medical or psychiatric con
Buenos Aires dition incl. recent (within past ye
ar) or active suicidal ideation/be
havior/lab abnormality that may
increase the risk of study partici
pation
2.a Criterion met?
Date L ocation User Value Reason
Aug-21-202011:34:11 | ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Buenos Aires

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

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EXO01A00
Buenos Aires
2b
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
Buenos Aires on Num

ber:

Criterio Known infection with

n Descr human immunodeficie

iption: ncy virus (HIV), hepat
itisC virus (HCV), or
hepatitis B virus (HB
V)

Criterio NO

n met?:

Criterio EX02A00

niID: (F

or Pfize

r useon

ly):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2.b Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 2
Buenos Aires
2.b Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Known infection with human im
Buenos Aires munodeficiency virus (HIV), he

patitis C virus (HCV), or hepatiti

sB virus (HBV)
2.b Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.b Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EX02A00
Buenos Aires
2c
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-O?JOO) Ci ty of (6) Exclus 3
Buenos Aires ion Nu

mber:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criter History of severe adver

ion De se reaction associated w

scripti ith avaccine and/or sev

on:  erealergicreaction (eg,
anaphylaxis) to any co
mponent of the study in
tervention(s)

Criter NO

ion me

t?:

Criter EX03AQ0

ion ID

. (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12312749 Subject Initials: ---

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

2.c Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 3

Buenos Aires

2.c Criterion Description:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) History of severe adverse reactio

Buenos Aires n associated with a vaccine and/

or severe alergic reaction (eg, a
naphylaxis) to any component of
the study intervention(s)

2.c Criterion met?

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO

Buenos Aires

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

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EXO03A00

Buenos Aires

2d

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC'OSOO) C|ty of (6) Exclusion N 4

Buenos Aires umber:

Page 121 of 217

*** Confidential***
FDA-CBER-2021-5683-0869925



Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Form Version: 21-Aug-2020 02:50

History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---

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

Criterion D Receipt of medica

escription:  tionsintended to

prevent COVID-1
9

Criterionm NO

et?:

Criterion | EX04A00

D: (For Pfiz

er use only)
2.d Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 4
Buenos Aires
2.d Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Receipt of medications intended
Buenos Aires to prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EX04A00
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2e
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 |'(b)(4), (b) |DataEntry: Initial Entry
(UTC-OSOO) C|ty of (6) Exclus 8
Buenos Aires ion Nu

mber:

Criteri Immunocompromised i

on Des ndividuals with known

criptio or suspected immunode

n: ficiency, as determined
by history and/or labora
tory/physical examinati
on

Criteri NO

on met

2

Criteri EXO8A00

onID:

(For P

fizer u

seonly

):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

Subject No: 12312749

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2.e Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 8
Buenos Aires
2.e Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Immunocompromised individual
Buenos Aires swith known or suspected immu

nodeficiency, as determined by h

istory and/or laboratory/physical

examination
2.e Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.eCriterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EX08AQ0
Buenos Aires
2.f
Date L ocation User Value Reason
Aug-21-202011:34:11 | ACVOPFEINFPE000 | (b) (4), (b) |DataEntry: Initial Entry
Buenos Aires ion Nu

mber:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criteri Bleeding diathesis or co

on Des ndition associated with

criptio prolonged bleeding that

n: would, in the opinion of
the investigator, contrai
ndicate intramuscular in
jection

Criteri NO

on met

i

Criteri EX10A00

on |D:

(For P

fizer u

seonly

):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

2.f Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 10

Buenos Aires

2.f Criterion Description:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Bleeding diathesis or condition a

Buenos Aires ssociated with prolonged bleedin

g that would, in the opinion of th
e investigator, contraindicate intr
amuscular injection

2.f Criterion met?

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO

Buenos Aires

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

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EX10A00

Buenos Aires

29

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Exclusion Nu 11

Buenos Aires mber:
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Header Text: C4591001

Site No: 1231

Subject No: 12312749

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

History

Argerich
Subject Initials: ---

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

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

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

Criterion Des Women who are

cription: pregnant or brea

stfeeding

Criterion met NO

?.

Criterion ID: EX11A00

(For Pfizer us

eonly):
2.9 Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 1
Buenos Aires
2.9 Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Women who are pregnant or bre
Buenos Aires astfeeding
2.9 Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.9 Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-202011:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EX11A00
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
Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312749 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-21-2020 11:34:11 | ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Excluson N 12
Buenos Aires umber:

Criterion De Previous vaccinat

scription:  ion with any coro

navirus vaccine

Criterionm NO

et?:

Criterion ID EX12A00

. (For Pfizer

useonly):
2.h Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 12
Buenos Aires
2.h Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Previous vaccination with any ¢
Buenos Aires oronavirus vaccine
2.h Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.h Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFPG000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EX12A00
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1231

Subject No: 12312749

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

Subject Initials: ---

Criterio Subjectswho receive

n Descri immunosuppressive t

ption:  herapy, such as cytoto
Xic agents or systemic
corticosteroids

Criterio NO

n met?:

Criterio EX13A01

niID: (F

or Pfize

r useonl

y):

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2.
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
Buenos Aires n Numb

er:
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12312749 Subject Initials: ---

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

2.i Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 13

Buenos Aires

2.i Criterion Description:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Subjects who receive immunosu
Buenos Aires ppressive therapy, such as cytoto

Xic agents or systemic corticoste

roids

2.i Criterion met?

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO

Buenos Aires

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

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EX13A01
Buenos Aires
2
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of ®) Exclus 15
Buenos Aires ion Nu
mber:
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12312749 Subject Initials: ---

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

Criteri Receipt of blood/plasm

on Des a products or immunog|

criptio obulin, from 60 days be

n: fore study intervention
administration or plann
ed receipt throughout th
e study

Criteri NO

on met

i

Criteri EX14A01

on |D:

(For P

fizer u

seonly

):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312749 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2.j Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 15
Buenos Aires
2. Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPGE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Receipt of blood/plasma product
Buenos Aires s or immunoglobulin, from 60 d

ays before study intervention ad

ministration or planned receipt t

hroughout the study
2.j Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.j Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EX14A01
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12312749 Subject Initials: ---

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

Back to Form

2.k

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Exclus 16

Buenos Aires on Nu

mber :

Criteri Participation in other s

on Des tudiesinvolving study

criptio intervention within 28

n: days prior to study ent
ry and/or during study
participation

Criteri NO

on met

?:

Criteri EX15A01

on ID:

(For Pf

izer use

only):
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

History

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312749
Generated By:

(b) (4)

Argerich
Subject Initials: ---

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

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

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

2.k Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 16
Buenos Aires
2.k Criterion Description:
Date L ocation User Value Reason
Aug-21-202011:34:11 | ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Participation in other studiesinv
Buenos Aires olving study intervention within

28 days prior to study entry and/

or during study participation
2.k Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6E000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.k Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EX15A01
Buenos Aires
21
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
Buenos Aires n Numb

er:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criterio Previous participatio

n Descri ninother studiesinv

ption:  olving study interven
tion containing lipid
nanoparticles

Criterio NO

n met?:

Criterio EX16A01

niID: (F

or Pfizer

useonly

):
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12312749 Subject Initials: ---

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

2.1 Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFPE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 17

Buenos Aires

2.1 Criterion Description:

Date L ocation User Value Reason
Aug-21-202011:34:11 | ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Previous participation in other st
Buenos Aires udies involving study interventi

on containing lipid nanoparticle

S

2. Criterion met?

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6E000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO

Buenos Aires

2.1 Criterion ID: (For Pfizer use only)

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Date L ocation User Value Reason
Aug-21-2020 11:34:11 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) EX16A01
Buenos Aires
2.m
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Exclu 22
Buenos Aires sion

Numb

er:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criter Investigator site staff or

ion D Pfizer employees directl

escrip y involved in the condu

tion: ct of the study, site staff
otherwise supervised by
the investigator, and the
ir respective family me
mbers

Criter NO

ionm

et?:

Criter EX21A01

ion |

D: (F

or Pfi

zer us

eonly

):
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312749
Generated By:

(b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Argerich
Subject Initials: ---

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

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

2.m Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 22
Buenos Aires
2.m Criterion Description:
Date L ocation User Value Reason
Aug-21-202011:34:11 | ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Investigator site staff or Pfizer e
Buenos Aires mployees directly involved in th

e conduct of the study, site staff

otherwise supervised by the inv

estigator, and their respective fa

mily members
2.m Criterion met?
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6E000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.m Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 11:34:11 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) EX21A01
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312749
Generated By:

(b) (4)

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Argerich
Subject Initials: ---

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

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

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-21-2020 11:34:29 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Aug/21/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-21-2020 11:34:29 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING

Buenos Aires

3. Status:

Date L ocation User Value Reason
Aug-21-2020 11:34:29 | ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) COMPLETED

Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749

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
Aug-21-2020 11:35:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Number: 1
Buenos Aires Medical History Te Dyslipidem
rm: ia
Start Date: Apr/5/2017
Ongoing: YES
laLine/MH Number:
Date L ocation User Value Reason
Aug-21-2020 11:35:05 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1
Buenos Aires
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-21-2020 11:35:05 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Dyslipidemia
Buenos Aires
1l.a Start Date:
Date L ocation User Value Reason
Aug-21-2020 11:35:05 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Apr/5/2017
Buenos Aires
1.aOngoing:
Date L ocation User Value Reason
Aug-21-2020 11:35:05 | ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1231

Subject No: 12312749

Form Version: 22-Apr-2020 21:03

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. ---

Buenos Aires

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1b
Date Location User Value Reason
Aug-21-2020 11:36:02 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Number: 2
Buenos Aires Medical History T Hyperurice

erm: mia

Start Date: Dec/4/2018

Ongoing: YES
1.b Line/MH Number:
Date L ocation User Value Reason
Aug-21-2020 11:36:02 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |2
Buenos Aires
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-21-2020 11:36:02 | ACVOPFEINFPG000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Hyperuricemia
Buenos Aires
1.b Start Date:
Date L ocation User Value Reason
Aug-21-2020 11:36:02 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Dec/4/2018
Buenos Aires
1.b Ongoing:
Date L ocation User Value Reason
Aug-21-2020 11:36:02 | ACVOPFEINFPE000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749

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

Back to Form

1. Date:

Date L ocation User Value Reason
Aug-21-2020 11:36:31 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Aug/21/2020

Buenos Aires

2. Weight:

Date L ocation User Value Reason
Aug-21-2020 11:36:31 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 89.0

Buenos Aires

3. Unit:

Date L ocation User Value Reason
Aug-21-2020 11:36:31 | ACVOPFEINFP6000 |/ (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) kg

Buenos Aires

4. Height:

Date L ocation User Value Reason
Aug-21-2020 11:36:31 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 174.0

Buenos Aires

5. Unit:

Date L ocation User Value Reason
Aug-21-2020 11:36:31 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) cm

Buenos Aires

6. Body Mass | ndex:

Date L ocation | User | Value Reason
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - BASELINE - 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: 12312749 Subject Initials: ---

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

*** Confidential***

FDA-CBER-2021-5683-0869947

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-21-2020 11:36:31 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |29.4
Buenos Aires
7.a
Date L ocation User Value Reason
Aug-21-2020 11:36:31 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ®) Record I dentifier 1
Buenos Aires .

Temperature: 36.5

TemperatureUni C

t:

Temperature Loc ORAL CAV

ation:: ITY
7.a Record I dentifier:
Date L ocation User Value Reason
Aug-21-2020 11:36:31 ACVOPFEINFP6000 |'(b)(4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 1
Buenos Aires
7.a Temperature:
Date L ocation User Value Reason
Aug-21-2020 11:36:31 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) 36.5
Buenos Aires
7.aUnit:
Date L ocation User Value Reason
Aug-21-2020 11:36:31 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) C
Buenos Aires
7.a Temperature Location:
Date L ocation User Value Reason
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

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
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-21-2020 11:36:31 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) ORAL CAVITY
Buenos Aires
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749
Generated By: (b) 4

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

Argerich

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

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Aug-21-2020 11:36:50 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Aug/21/2020
Buenos Aires
2. Randomization Number:
Date L ocation User Value Reason
Aug-21-2020 11:36:50 ACVOPFEINFP6000 | (b) (4), (o) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 235873
Buenos Aires
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312749
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-21-2020 11:37:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-21-2020 11:37:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-24-2020 15:58:15 | ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-21-2020 12:42:49 | ACVOPFEINFP6E000 |Bagji Query 1: Opened ‘Sampl e Collected?

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

Buenos Aires (b) (4) barcodes are
entered. Please
review and correct
as appropriate.

Aug-21-2020 11:37:02 | ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample Collected?

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

Buenos Aires

barcodes are
entered. Please
review and correct

as appropriate.
Aug-21-2020 11:37:02 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES

Buenos Aires

Date of Collection:
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 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-24-2020 15:58:15 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BHXW85
Buenos Aires
5.aSampleID
Date L ocation User Value Reason
Aug-24-2020 15:58:15 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BHXW85
Buenos Aires
5b
Date L ocation User Value Reason
Aug-24-2020 15:58:24 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BHXW86
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Aug-24-2020 15:58:24 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BHXW86
Buenos Aires
5.c
Date L ocation User Value Reason
Aug-24-2020 15:58:33 ACVOPFEINFP6000 |/(b) (4). Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample I D: BHXW87
Buenos Aires
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312749

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

- eCRF Audit Trail History

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

Argerich
Subject Initials: ---

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

5.c Sample|D

Date L ocation User Value Reason

Aug-24-2020 15:58:33 | ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) BHXW87

Buenos Aires

5.d

Date L ocation User Value Reason

Sep-04-2020 12:16:12 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Sample | D: BJ533F

Buenos Aires

5.d Sample D

Date L ocation User Value Reason

Sep-04-2020 12:16:12 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) BJ533F

Buenos Aires

5e

Date L ocation User Value Reason

Sep-04-2020 12:16:43 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Sample ID: BJ533G

Buenos Aires

5.eSample D

Date L ocation User Value Reason

Sep-04-2020 12:16:43 | ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) BJ533G

Buenos Aires

5.f

Date L ocation User Value Reason

Sep-04-2020 12:16:53 | ACVOPFEINFP6000 |/ (b) (6) Data Entry: Initial Entry
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

(UTC-03:00) City of (b) (4), Sample ID: BJ533H

Buenos Aires (b) (6)

5.f Sample D

Date L ocation User Value Reason
Sep-04-2020 12:16:53 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BJ533H

Buenos Aires

*** Confidential***
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312749
Generated By:

(b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

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

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-21-2020 11:37:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-21-2020 11:37:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-23-2020 10:18:35 | ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-21-2020 12:42:49 | ACVOPFEINFP6E000 |Bagji Query 1: Opened ‘Sampl e Collected?

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

Buenos Aires (b) (4) barcodes are
entered. Please
review and correct
as appropriate.

Aug-21-2020 11:37:10 | ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample Collected?

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

Buenos Aires

barcodes are
entered. Please
review and correct

as appropriate.
Aug-21-2020 11:37:10 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES

Buenos Aires

Date of Collection:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312749

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

| | Aug/21/2020
5a
Date L ocation User Value Reason
Aug-23-2020 10:18:35 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BHY5HW
Buenos Aires
5.aSampleID
Date L ocation User Value Reason
Aug-23-2020 10:18:35 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BHY5HW
Buenos Aires
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

SiteNo: 1231

Subject No: 12312749
Generated By:

(b) (4)

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

Argerich
Subject Initials: ---

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

Back to Form

1. Wasthere atemporary delay of vaccination?

Date L ocation User Value Reason
Aug-21-2020 11:37:32 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason
Aug-21-2020 11:37:32 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Aug-21-2020 11:37:32 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4, Dose Date Time:

Date L ocation User Value Reason
Aug-21-2020 11:37:32 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Aug/21/2020 10:07

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Aug-21-2020 11:37:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 12312749 Subject Initials: ---

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

Aug-21-2020 11:37:32 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry

(UTC-03:00) City of (6) LEFT

Buenos Aires

7. Route:

Date L ocation User Value Reason

Aug-21-2020 11:37:32 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-21-2020 11:37:32 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED O

Buenos Aires BSERVATION PERIOD

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

Date L ocation User Value Reason
Aug-21-2020 11:37:32 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES

Buenos Aires
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12312749

Generated By: (b) 4

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

Argerich

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

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Aug-21-2020 11:37:41 | ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(6)

NO - REACTOGENICITY E-DI
ARY NOT COLLECTED 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: 12312749
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-13-2020 13:07:47 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(b)(©) | Sep/13/2020

*** Confidential***
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Header Text: C4591001
Visit: V2 VAX2 L
Form Version: 21-Aug-2020 02:51

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Generated By: (b) 4 Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date:
Date L ocation User Value Reason
Sep-13-2020 13:08:08 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/13/2020
Buenos Aires
2.a
Date L ocation User Value Reason
Sep-13-2020 13:08:08 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) Record |dentifier: 1
Buenos Aires :
Temperature: 36.6
Temperature Unit C
TemperatureLoc ORAL CAV
ation:: ITY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-13-2020 13:08:08 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
2.a Temperature:
Date L ocation User Value Reason
Sep-13-2020 13:08:08 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 36.6
Buenos Aires
2.aUnit:
Date L ocation User Value Reason
Sep-13-2020 13:08:08 | ACVOPFEINFPG000 || (b) (6) Data Entry: Initial Entry
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12312749

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

Argerich

Subject Initials. ---

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

(UTC-03:00) City of (b) (4), C

Buenos Aires (b) (6)

2.a Temperature Location:

Date L ocation User Value Reason
Sep-13-2020 13:08:08 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ORAL CAVITY

Buenos Aires

*** Confidential***
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312749

Generated By:

(b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

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

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-13-2020 13:08:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Sep-13-2020 13:08:20 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-13-2020 15:35:34 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-13-2020 13:08:20 ACVOPFEINFP6000 |auto query | Query 1. Candidate ‘Sampl e Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Sep-13-2020 13:08:20 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Sep/13/2020
5.a
Date Location User Value Reason
Sep-13-2020 15:35:34 | ACVOPFEINFPE000 || (b) (6) Data Entry: Initial Entry
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Header Text: C4591001
Visit: V2 VAX2 L

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

Subject No: 12312749

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

(UTC-03:00) City of (b) (4), Sample|D: BP2BSC

Buenos Aires (b) (6)

5.a Sample D

Date L ocation User Value Reason
Sep-13-2020 15:35:34 ACVOPFEINFP6000 |/(b) (4). Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BP2BSC

Buenos Aires
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090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001
Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04

SiteNo: 1231

Subject No: 12312749
Generated By:

(b) (4)

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

Argerich
Subject Initials: ---

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

Back to Form

1. Wasthere atemporary delay of vaccination?

Date L ocation User Value Reason
Sep-13-2020 13:08:43 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason
Sep-13-2020 13:08:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Sep-13-2020 13:08:43 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4, Dose Date Time:

Date L ocation User Value Reason
Sep-13-2020 13:08:43 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/13/2020 12:00

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Sep-13-2020 13:08:43 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation | User | Value Reason
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Header Text: C4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 12312749 Subject Initials: ---

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

Sep-13-2020 13:08:43 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

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

Buenos Aires

7. Route:

Date L ocation User Value Reason

Sep-13-2020 13:08:43 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-13-2020 13:08:43 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED O

Buenos Aires BSERVATION PERIOD

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

Date L ocation User Value Reason
Sep-13-2020 13:08:43 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires
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Header Text: C4591001

Visit: V3_MONTH1 _POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12312749
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
Oct-14-2020 19:45:50 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/14/2020

Buenos Aires
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03

- eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 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-14-2020 12:46:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Oct-14-2020 12:46:47 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Oct-14-2020 12:47:17 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-14-2020 12:46:47 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Oct-14-2020 12:46:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Oct/14/2020
5.a
Date L ocation User Value Reason
Oct-14-2020 12:47:17 | ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
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Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

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

Subject No: 12312749

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) 4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) (4), Sample ID: BRXRVF
Buenos Aires (b) (6)
5.a Sample D
Date L ocation User Value Reason
Oct-14-2020 12:47:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRXRVF
Buenos Aires
5b
Date L ocation User Value Reason
Oct-14-2020 13:19:41 ACVOPFEINFP6000 | Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato Sample |D: BPINFT
Buenos Aires Cabral

(b) (4)
5.b Sample 1D
Date L ocation User Value Reason
Oct-14-2020 13:19:41 ACVOPFEINFP6000 | Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato BPINFT
Buenos Aires Cabral

(b) (4)
5.c
Date L ocation User Value Reason
Oct-14-2020 15:13:14 | ACVOPFEINFP6000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BRXRWC
Buenos Aires
5.c Sample|D
Date L ocation User Value Reason
Oct-14-2020 15:13:14 | ACVOPFEINFP6000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRXRWC
Buenos Aires
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Header Text: C4591001

Visit: V4 MONTH6 L

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

Subject No: 12312749
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-16-2021 10:13:10 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/15/2021

Buenos Aires Eg;
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Header Text: C4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312749

Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-16-2021 10:13:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-16-2021 10:13:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Mar-16-2021 11:26:08 | ACVOPFEINFPE000 |auto query | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-16-2021 10:13:29 | ACVOPFEINFP6000 | auto query | Query 1: Candidate ‘Sampl e Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Mar-16-2021 10:13:29 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), YES
Buenos Aires Eg; Date of Collection:
Mar/15/2021
5.a
Date L ocation User Value Reason
Mar-16-2021 11:26:08 | ACVOPFEINFP6000 | Alan Colombo | DataEntry: Initial Entry
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Header Text: C4591001
Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

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

Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) (4) Sample |D: BRM9TN
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Mar-16-2021 11:26:08 | ACVOPFEINFP6000 | Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BRM9TN
Buenos Aires
5.b
Date Location User Value Reason
Mar-16-2021 11:38:42 | ACVOPFEINFP6000 || (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ©®) Sample | D: BRZ2FY
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Mar-16-2021 11:38:42 | ACVOPFEINFPG000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BRZ2FY
Buenos Aires
5.c
Date L ocation User Value Reason
Mar-16-2021 12:37:13 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BRZ2FO0
Buenos Aires
5.cSample D
Date L ocation User Value Reason
Mar-16-2021 12:37:13 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRZ2F0
Buenos Aires
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Header Text: C4591001

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

on Mar/20/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312749

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

Mar-21-2021 20:04:56 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

Buenos Aires

Mar-21-2021 20:01:47 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

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

Buenos Aires Date of
Assessment in the
Signsand
Symptoms form is
missing. Please
review and update
as appropriate.

Mar-21-2021 20:01:47 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

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

Buenos Aires Date of Collection
in both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and update
as appropriate.

Mar-21-2021 20:01:47 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Mar/20/2021

Buenos Aires

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Mar-21-2021 20:01:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | COVID_A
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Header Text: C4591001

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

on Mar/20/2021 History

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

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

Subject No: 12312749 Subject Initials: ---

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

Buenos Aires | |
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Header Text: C4591001

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

on Mar/20/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12312749
Generated By:

(b) (4)

eCRF Audit Trail History
Form Status: Data Complete

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

Argerich
Subject Initials: ---

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/20/2021

Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/18/2021

Buenos Aires

3. Symptoms Ongoing?

Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires

4.a

Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: FEVER

Buenos Aires Symptom Present: NO

4.a Symptoms:

Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) FEVER

Buenos Aires

4.a Was symptom present?
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Header Text: C4591001

on Mar/20/2021

Site No: 1231

Subject No: 12312749

Form Version: 20-Feb-2021 02:17

eCRF Audit Trail History
Form Status: Data Complete

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

Site Name: (1231) Hospital Militar Centra 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
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.b
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom NEW OR INCR
Buenos Aires S EASED COUGH

Symptom YES

Present:
4.b Symptoms:
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED CO
Buenos Aires UGH
4.b Was symptom present?
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
4.c
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sympto NEW OR INCREA
Buenos Aires ms: SED SHORTNESS

OF BREATH

Sympto NO

m Pres

ent:
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

on Mar/20/2021 eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

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

Subject No: 12312749 Subject Initials: ---

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

4.c Symptoms:

Date L ocation User Value Reason

Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NEW OR INCREASED SHO

Buenos Aires RTNESS OF BREATH

4.c Was symptom present?

Date L ocation User Value Reason

Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

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

Buenos Aires

4d

Date L ocation User Value Reason

Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Symptoms: CHILLS

Buenos Aires

Symptom Present: NO

4.d Symptoms:

Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) CHILLS

Buenos Aires

4.d Was symptom present?

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

4.e

Date L ocation User Value Reason
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on Mar/20/2021

Site No: 1231

Subject No: 12312749

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Version: 20-Feb-2021 02:17

eCRF Audit Trail History

Form Status: Data Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Mar-21-2021 20:02:58 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sympto  NEW OR INCRE
Buenos Aires ms: ASED MUSCLE
PAIN
Sympto NO
m Prese
nt:
4.e Symptoms:
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED MU
Buenos Aires SCLE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4f
Date L ocation User Value Reason
Mar-25-2021 15:55:15 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of ®) Sympto  NEW LOSS OF
Buenos Aires ms: TASTE OR SME
LL
Sympto YES
m Presen
t:
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sympto  NEW LOSS OF
Buenos Aires ms: TASTE OR SME
LL
Sympto NO
m Presen
t:
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Header Text: C4591001

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

on Mar/20/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12312749

eCRF Audit Trail History
Form Status: Data Complete

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

Argerich
Subject Initials: ---

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

4.f Symptoms:

Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW LOSS OF TASTE OR

Buenos Aires SMELL

4.f Was symptom present?

Date L ocation User Value Reason
Mar-25-2021 15:55:15 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) YES

Buenos Aires

Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

49

Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

() (6) Sympto NEW OR INCRE
ms:; ASED SORE TH
ROAT
Sympto NO

m Prese
nt:
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Header Text: C4591001

on Mar/20/2021

Site No: 1231

Subject No: 12312749

Form Version: 20-Feb-2021 02:17

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

eCRF Audit Trail History

Form Status: Data Complete

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.g Symptoms:
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SOR
Buenos Aires E THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.h
Date Location User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (0) (6) Symptoms:  DIARRHE
Buenos Aires A

Symptom Prese NO

nt:
4.h Symptoms:
Date Location User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) DIARRHEA
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

on Mar/20/2021 eCRF Audit Trail History
Form Version: 20-Feb-2021 02:17 Form Status: Data Complete
Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: VOMITIN
Buenos Aires G
Symptom Prese NO
nt:
4.i Symptoms:
Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) VOMITING
Buenos Aires

4.i Was symptom present?

Date L ocation User Value Reason
Mar-21-2021 20:02:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) NO

Buenos Aires

5.a

Date L ocation User Value Reason
Mar-21-2021 20:03:20 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms - Othe rhinorrhe

Buenos Aires r a

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Mar-21-2021 20:03:20 | ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) rhinorrhea

Buenos Aires
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Header Text: C4591001

on Mar/20/2021

Site No: 1231

Subject No: 12312749

Form Version: 06-Jul-2020 21:54

Generated By: (b) (4)

Form Status:

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

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

Argerich

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

Back to Form

Date

L ocation

User

Value

Reason

Mar-21-2021 20:04:23
(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 Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Mar/20/2021

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12312749
Generated By:

(b) (4)

Argerich
Subject Initials: ---

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

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

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason
Mar-21-2021 20:04:23 | ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/20/2021

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Mar-21-2021 20:04:23 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SWABBED MATERIAL

Buenos Aires

3. Specimen Collection Location:

Date L ocation User Value Reason
Mar-21-2021 20:04:23 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NASOPHARY NX

Buenos Aires

4. Assay Code and Description:

Date L ocation User Value Reason
Mar-21-2021 20:04:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDR

Buenos Aires OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason
Mar-21-2021 20:04:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TE

Buenos Aires ST

6. Trade Name:

Date Location User Value Reason

Page 178 of 217

*** Confidential***
FDA-CBER-2021-5683-0869982




090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
on Mar/20/2021
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete
Site No: 1231 Site Name: (1231) Hospital Militar Centra Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Mar-21-2021 20:04:23 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ATILA BIOSYSTEMS IAM
Buenos Aires P COVID-19 DETECTION
KIT
7. Test Result:
Date L ocation User Value Reason
Mar-21-2021 20:04:23 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) POSITIVE
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
- eCRF Audit Trail History

on Mar/20/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312749

Generated By: (b) (4)

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

Argerich

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Mar-21-2021 20:04:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Mar-21-2021 20:04:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Mar-21-2021 20:04:41 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

4. If no sample was collected or sample was not

collected according

to protocol, please provide reason:

Date Location User Value Reason
Mar-21-2021 20:04:41 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) sample collected by team phy

Buenos Aires sician
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Header Text: C4591001

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

on Mar/20/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312749
Generated By:

(b) (4)

Form Status: Data Complete, Frozen, Verified

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

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-21-2021 20:04:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Mar-21-2021 20:04:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Mar-22-2021 10:43:04 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Mar-21-2021 20:04:56 | ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample

(UTC-03:00) City of (autoquery) Collected? is Yes,

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

Mar-21-2021 20:04:56 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Mar/20/2021
5.a
Date L ocation User Value Reason
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

on Mar/20/2021 eCRF Audit Trail History

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

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

Subject No: 12312749 Subject Initials: ---

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

Mar-22-2021 10:43:04 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of ®) Sample|D: BR1YVT

Buenos Aires

5.a SampleID

Date L ocation User Value Reason

Mar-22-2021 10:43:04 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) BR1YVT

Buenos Aires
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on Mar/20/2021

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:19

Form Status: Data Complete

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

Subject No: 12312749 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
la
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practition SPECI
Buenos Aires er: ALIST

Occurrence of Viss NO

tsor Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SPECIALIST
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1b
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (©) (6) Type of Practiti EMERGE
Buenos Aires oner: NCY ROO

M

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: C4591001

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

on Mar/20/2021

Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12312749
Generated By:

(b) (4)

Form Status: Data Complete

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

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

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EMERGENCY ROOM
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1l.c
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (0) (6) Typeof Pract PRIMARY C
Buenos Aires itioner: ARE PHYSI
CIAN

Occurrenceo NO

f Visitsor Co

ntacts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) PRIMARY CARE PHYSICI
Buenos Aires AN
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001

on Mar/20/2021

Site No: 1231

Subject No: 12312749

Form Version: 20-Feb-2021 02:19

Form Status: Data Complete

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

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

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1d
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitio URGEN
Buenos Aires ner: T CARE

Occurrenceof Vi NO

sitsor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
le
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Pract TELEPHON
Buenos Aires itioner: E CONSULT

ATION

Occurrenceo NO

f Visitsor Co

ntacts:
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Header Text: C4591001

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

on Mar/20/2021

Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12312749
Generated By:

(b) (4)

Form Status: Data Complete

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

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

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) TELEPHONE CONSULTATI
Buenos Aires ON
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1f
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (0) (6) Type of Practitioner: OTH
Buenos Aires ER

Occurrence of Visits NO

or Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OTHER
Buenos Aires
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-21-2021 20:05:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires

3. Has the subject been hospitalized due to potential COVID-19 ilIness?
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Header Text: C4591001

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

on Mar/20/2021

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

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

Subject No: 12312749 Subject Initials: ---

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

Date L ocation User Value Reason

Mar-21-2021 20:05:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History
on Mar/20/2021

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

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

Subject No: 12312749 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Mar-21-2021 20:06:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNE

Buenos Aires SS

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

Date L ocation User Value Reason
Mar-21-2021 20:06:07 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires Respiratory llIness Diagnos

IS.
covid-19 disease

Date of Diagnosis:

Mar/20/2021
3. Toxicity Grade:
Date L ocation User Value Reason
Mar-21-2021 20:06:07 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
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Header Text: C4591001
Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12312749
Generated By:

(b) (4)

Argerich
Subject Initials. ---

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

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

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-14-2020 19:46:03 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/14/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Oct-14-2020 19:46:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | VACCINATION

Buenos Aires

3. Status:

Date L ocation User Value Reason
Oct-14-2020 19:46:03 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COMPLETED

Buenos Aires
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Header Text: C4591001

Visit: Potential ReVax Initia Contact -
Unscheduled

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

Subject No: 12312749
Generated By: (b) 4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-13-2021 13:04:34 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Jan/13/2021

Buenos Aires
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Header Text: C4591001

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

Unscheduled Trail History

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

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

Subject No: 12312749 Subject Initials: ---

Generated By: (b) (4) 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

Jan-13-2021 13:04:54 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Jan-13-2021 13:04:42 | ACVOPFEINFP6000 | auto query Query 1: Candidate The response

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

Buenos Aires participant was
unblinded,
however the
TREATMENT

UNBLINDED date
ismissing in the
DISP visit. Please

complete this date.
Jan-13-2021 13:04:42 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Participant is willing to retur
Buenos Aires n for Vaccination 3
Participant is:

eligible and NOT confir

med to have received onl
y placebo at Vaccination
1/2
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12312749

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

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

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

Back to Form

Date

L ocation

User Value

Reason

Oct-16-2020 09:27:10
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4), Form Cresated

(b) (6)
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1231

Subject No: 12312749

Form Version: 22-Apr-2020 21:02

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

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

Argerich

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

Back to Form

Date

L ocation

User

Value

Reason

Oct-23-2020 14:04.04
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | Julieta

Gelardi
(b) (4)

Form Created
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12312749

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

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

Argerich

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

Back to Form

Date

L ocation

User

Value

Reason

Mar-16-2021 12:07:49
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b)

4,
(b) (6

Form Created
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312749
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

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

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

Back to Form

Date L ocation

User Value

Reason

(UTC-03:00) City of
Buenos Aires

Mar-18-2021 10:50:16 | ACVOPFEINFP6000 | (b) (4), Form Created

(b) (6)

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312749
Generated By: (b) (4)

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

Back to Form

1. Category:

Date L ocation User Value Reason
Oct-16-2020 09:27:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason
Oct-16-2020 09:27:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value |Reason
Oct-23-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy
19:13:50 (b) (4) 2: Clo | hashbeen
(UTC-03:00) sed closed.

City of

Buenos

Aires

Oct-23-2020 | ACVOPFEINFP6000
14:04:41

auto query (autoquery) | Query | New
2: An | Information

(UTC-03:00) swere

City of d

Buenos

Aires

Oct-23-2020 | ACVOPFEINFP6000 Julieta Gelardi Data |New
14:04:41 (b) (4) Entry | Information
(UTC-03:00) N

City of First-

Buenos degre

Aires eburn

Oct-22-2020 | ACVOPFEINFP6000 (b) (6) Query | Thank you for

15:13:23

2: Rei | confirming;
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Subject No: 12312749
Generated By:

Header Text: C4591001

Visit: Logs - Unscheduled

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

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. ---
(b) (4)

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

(UTC-03:00)
City of
Buenos
Aires

(b) (4)

ssued:
Open
ed

however, please
split the term
into FIRST-
DEGREE
BURN and
SECOND-
DEGREE
BURN and
report as
separate entries.
If the two
events occurred
at the same
time, please
reflect that in
your date/time
responses.

Oct-20-2020
11:09:17
(UTC-03:00)
City of
Buenos
Aires

ACVOPFEINFPG000

Maria Beretta
(b) (4)

Query
2: An
swere

Itisthe same
adverse event.
The subject had
2 different
types of
burning due to
boiling water.

Oct-19-2020
12:22:43
(UTC-03:00)
City of
Buenos
Aires

ACVOPFEINFP6000.InFormAdapter.Discrepancy

PFETMS Oracle
(b) (4)

Query
2:Op
ened

Multiple
conceptsin the
term FIRST-
DEGREE AND
SECOND-
DEGREE
BURN. Split
the term into
FIRST-
DEGREE
BURN and
SECOND-
DEGREE
BURN and
report as
separate entries.
Thank you.
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312749

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
Oct-19-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy
11:10:31 (b) (4) 1: Clo | hasbeen
(UTC-03:00) sed closed.
City of
Buenos
Aires
Oct-19-2020 | ACVOPFEINFPS000 auto query (autoquery) | Query | Changed
10:01:31 1: An | Information
(UTC-03:00) swere
City of d
Buenos
Aires
Oct-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |Changed
10:01:31 Entry | Information
(UTC-03:00) N
City of First-
Buenos degre
Aires eand
secon
d-deg
ree bu
rmn
Oct-16-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Clarify BURN
11:35:53 (b) (4) 1:0p |AABas
(UTC-03:00) ened |follows...Please
City of spell out
Buenos abbreviation A
Aires AB and edit
term. Areyou
reporting
BURN ON
ABDOMEN?
APPLICATION
SITE BURN?
Other? If so,
update the term
as such.
Otherwise
clarify and
update the term
as appropriate.
Thank you.
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312749 Subject Initials: ---

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |Initia Entry
09:27:10 Entr
(UTC-03:00) N
City of Burn
Buenos A AB
Aires
4, Start Date Time:
Date L ocation User Value Reason
Oct-16-2020 09:27:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/10/2020 14:00
Buenos Aires
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Nov-04-2020 21:11:35 | ACVOPFEINFP6000 |/ (b) (4), (b) Query 1: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
Nov-04-2020 15:41:21 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-04-2020 15:41:21 | ACVOPFEINFP6000 | Julieta Data Entry: New Information
(UTC-03:00) City of Gelardi NO
Buenos Aires (b) (&) End Date Time:
Oct/23/2020 09:00
Nov-03-2020 17:09:43 | ACVOPFEINFP6000 |/ (b) (4), (b) Query 1: Opened CLINQUERY:
(UTC-03:00) City of (6) please clarify if
Buenos Aires burn events have
resolved. If so,
please provide the
stop dates
Oct-16-2020 09:27:10 | ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
6. Toxicity Grade:
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen

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

Subject No: 12312749 Subject Initials: ---

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

Date L ocation User Value Reason

Oct-16-2020 09:27:10 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) 2

Buenos Aires

7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Date L ocation User Value Reason
Oct-16-2020 09:27:10 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

8. Isthis adverse event the result of a study Medication Error?

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

Date L ocation User Value Reason
Oct-16-2020 09:27:10 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Oct-16-2020 09:27:10 ACVOPFEINFP6000 || (b) (4). Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(b) (6)

NOT RELATED
If Not Related to study treatme
nt(s), this event is due to:
OTHER
If Other, specify:

Burn A AB from boiling w
ater, domestic accident
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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

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

Subject No: 12312749 Subject Initials: ---

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

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason

Oct-16-2020 09:27:10 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(b) (6) NOT APPLICABLE

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Oct-16-2020 09:27:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Oct-16-2020 09:27:10 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason

Nov-04-2020 15:48:06 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Nov-04-2020 15:48:06 | ACVOPFEINFPE000 | (b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED

Buenos Aires

Nov-04-2020 15:41:21 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE First-degree

(UTC-03:00) City of (autoquery) burn : Response to

Buenos Aires "What was the
outcome of this
adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
is present.
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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

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

Subject No: 12312749 Subject Initials: ---

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

Oct-16-2020 09:27:10 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) RECOVERING/RESOLVIN

Buenos Aires G

14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Oct-16-2020 09:27:10 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

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

Subject No: 12312749 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
Oct-23-2020 14:04:04 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason
Oct-23-2020 14:04.04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 2

Buenos Aires

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Oct-23-2020 14:04:04 ACVOPFEINFP6000 | Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi Second-degree burn

Buenos Aires (b) (4)

4, Start Date Time:

Date L ocation User Value Reason
Oct-23-2020 14:04:04 ACVOPFEINFP6000 |Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi Oct/10/2020 14:00

Buenos Aires (b) (4)

5. Isthe adverse event till ongoing?

Date L ocation User Value Reason
Nov-04-2020 15:47:27 | ACVOPFEINFPG000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:

Oct/23/2020 09:00
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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

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

Subject No: 12312749 Subject Initials: ---

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

Oct-23-2020 14:04.04 ACVOPFEINFP6000 | Julieta Data Entry: Initial Entry

(UTC-03:00) City of Gelardi YES

Buenos Aires (b) @)

6. Toxicity Grade:

Date L ocation User Value Reason
Oct-23-2020 14:04:04 ACVOPFEINFP6000 | Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi 2

Buenos Aires (b) (4)

7. I sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Oct-23-2020 14:04.04 ACVOPFEINFP6000 |Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi NO

Buenos Aires (b) (4)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Oct-23-2020 14:04:04 ACVOPFEINFP6000 | Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi NO

Buenos Aires (b) (4)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Oct-23-2020 14:04:04 ACVOPFEINFP6000 |Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi NOT RELATED

Buenos Aires (b) (4) If Not Related to study treatme

nt(s), this event is due to:

OTHER
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12312749

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
If Other, specify:
Domestic accident
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-23-2020 14:04.04 ACVOPFEINFP6000 |Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi NOT APPLICABLE
Buenos Aires (b) (4)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-23-2020 14:04:04 ACVOPFEINFPE000 | Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi YES
Buenos Aires (b) (4)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-23-2020 14:04:04 ACVOPFEINFPE000 | Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi YES
Buenos Aires (b) (4)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-04-2020 15:47:43 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-04-2020 15:47:43 | ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED
Buenos Aires
Nov-04-2020 15:47:27 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE Second-degree
(UTC-03:00) City of (autoquery) burn: Response to
Buenos Aires "What was the
outcome of this
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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

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

Subject No: 12312749 Subject Initials: ---

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

adverse event?' is
'Recovering/Resolving'
but AE End Date/Time

is present.
Oct-23-2020 14:04:04 | ACVOPFEINFP6000 | Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi RECOVERING/RESOLVIN
Buenos Aires (b)(4) |G
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Oct-23-2020 14:04:04 ACVOPFEINFP6000 | Julieta Data Entry: Initial Entry
(UTC-03:00) City of Gelardi NO
Buenos Aires (b) 4)

090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)
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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

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

Subject No: 12312749 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
Mar-16-2021 12:07:49 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason
Mar-16-2021 12:07:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 3

Buenos Aires

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Mar-16-2021 12:07:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (13()4)('6 Right humerus fracture

Buenos Aires

4, Start Date Time:

Date L ocation User Value Reason
Mar-16-2021 12:07:49 ACVOPFEINFP6000 () Data Entry: Initial Entry
(UTC-03:00) City of (b()“%ﬁ Jan/20/2021 11:00

Buenos Aires

5. Isthe adverse event till ongoing?

Date L ocation User Value Reason
Mar-16-2021 12:07:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (b()“%é NO
Buenos Aires End Date Time:

Feb/26/2021 09:00
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen

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

Subject No: 12312749 Subject Initials: ---

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

6. Toxicity Grade:

Date L ocation User Value Reason

Mar-16-2021 12:07:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of ). 2

Buenos Aires

(b) (6

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason

Mar-17-2021 06:29:17 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query

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

Buenos Aires

Mar-16-2021 12:07:49 ACVOPFEINFP6000 |auto query | Query 1: Candidate For AE Right

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

Buenos Aires Responseto "Isthe
adverse event
serious?' is'Yes
but " Serious
Adverse Event

Number" is blank.

Mar-16-2021 12:07:49
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Data Entry:
YES

Isthis serious event associated
with congenital anomaly or birt
h defect?

NO

Did this serious event result in
death?

NO

Did this serious event require o

Initial Entry
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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

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

Subject No: 12312749 Subject Initials: ---

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

r prolong hospitalization?
NO

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

NO

Isthis serious event life threate
ning?

NO

Other medically important seri
ous event

YES

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

Mar-16-2021 12:07:49 ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-03:00) City of (13()4)(’6 NO

Buenos Aires

9. Isthisevent related to study treatment:

Date L ocation User Value Reason

Mar-18-2021 18:01:23 | ACVOPFEINFPG000 || (b) (4), (b) Query 1: Closed Response satisfies

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

Buenos Aires

Mar-18-2021 10:50:53 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered AE updated. thank

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

Buenos Aires

Mar-17-2021 16:21:11 | ACVOPFEINFP6000 |'(b) (4), (b) Query 1: Opened CLINQUERY: for

(UTC-03:00) City of (6) the AE "Right

Buenos Aires humerus fracture”
based on the
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Site No: 1231

Subject No: 12312749
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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
causality provided
"bike fall", please
report the fall asan
AE. per CRF
instructions, When
afall resultsin an
injury, both the
injury and the fall
should be recorded
asAEs.
Mar-16-2021 12:07:49 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NOT RELATED
Buenos Aires If Not Related to study trea
tment(s), thisevent isduet
o
OTHER
If Other, specify:
bikefall
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-16-2021 12:07:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (1)()4%6 NOT APPLICABLE
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-16-2021 12:07:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (b()4)('6 YES
Buenos Aires
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-16-2021 12:07:49 ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
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Buenos Aires | (b) (4) |

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Mar-16-2021 12:07:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (1)()4)(6) RECOVERED/RESOLVED

Buenos Aires

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

Date L ocation User Value Reason
Mar-16-2021 12:07:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (13()4)(6) NO

Buenos Aires

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Mar-17-2021 06:29:17 ACVOPFEINFP6000 |/(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) 2021289638

Buenos Aires
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

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

Subject No: 12312749 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

Mar-18-2021 10:50:16 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason

Mar-18-2021 10:50:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |4

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) bicycle fall
Buenos Aires
4, Start Date Time:
Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Jan/20/2021 11:00
Buenos Aires
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:

Jan/20/2021 11:01
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Site No: 1231

Subject No: 12312749

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

6. Toxicity Grade:

Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2

Buenos Aires

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Buenos Aires

Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RELATED

If Not Related to study treat
ment(s), this event is due to:

OTHER
If Other, specify:

Terrain irregularity
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SiteNo: 1231

Subject No: 12312749

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) NOT APPLICABLE

Buenos Aires

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires

13. What was the outcome of this adverse event?:

Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) RECOVERED/RESOLVED

Buenos Aires

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

Date L ocation User Value Reason
Mar-18-2021 10:50:16 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires
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Header Text: C4591001

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

Subject No: 12312749
Generated By: (b) (4)

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. ---

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

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-13-2021 13:04:54 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Jan/13/2021
Buenos Aires
2. Primary Reason for Unblinding:
Date L ocation User Value Reason
Jan-13-2021 13:04:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ASSESSELIGIBILITY FOR
Buenos Aires ADDITIONAL VACCINATI

ON

Page 215 of 217

*** Confidential***

FDA-CBER-2021-5683-0870019




090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

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

Subject No: 12312749
Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status. Data Complete, Verified

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

Subject Initials. ---

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

Back to Form

1. Subject Status

Date L ocation User Value Reason
Oct-14-2020 19:46:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | FOLLOW-UP

Buenos Aires

Aug-21-2020 11:36:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ENROLLED/RANDOMIZED

Buenos Aires

Aug-21-2020 11:34:29 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) | SCREENED

2. Subject Status Date

Date L ocation User Value Reason
Oct-14-2020 19:46:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Oct/14/2020

Buenos Aires

Aug-21-2020 11:36:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/21/2020

Buenos Aires

Aug-21-2020 11:34:29 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) | Aug/21/2020

Page 216 of 217

*** Confidential***
FDA-CBER-2021-5683-0870020




090177e196ae2ee5\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

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

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

Subject No: 12312749 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-21-2020 18:58:02 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Click Here to Enable

Buenos Aires
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