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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Cohort Selection

option is equivalent to PHASE 2/3.

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3

*** Confidential***

1. | Select appropriate response - Protocol | 24 JUL 2020
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
Site No: 1231

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/28/2020

Page 2 of 184

*** Confidential***
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Header Text: C4591001

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

Subject No: 12314833
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [12314833]
2. |Birth Date: (b) (6) /1971
3. | Sex: MALE
4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X dl that apply): WHITE
6. | Racial Designation:
Page 3 of 184
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Date of Visit
1. |Date of Visit Aug/28/2020
2. | Erroneous Visit
Page 4 of 184

*** Confidential***
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Site

Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 30-Jul-2020 21:29

No: 1231

Subject No: 12314833
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 20:34

Form Comments

Inclusion Criteria Not Met

*** Confidential***

1 Description of Inclusion Criterion Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 184
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
Generated By: (b) (4)

Form: DISPOSITION - SCREENING

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

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/28/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 6 of 184
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Form Comments

Medical History Details

1.

Line/MH Number: Not Applicable

[]
Disease/Syndrome/Surgery Not Applicable
/Non-Drug Allergies/Drug Allergies:

[]
Start Date: Not Applicable

I
Ongoing: Not Applicable

Page 7 of 184
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/28/2020
2. | Weight: [70.0]
3. [Unit: kg
4. | Height: [166.0]
5. | Unit: cm
6. | Body Mass Index: [25.4]
Vital Signs Details
72| Record Identifier: 1
Temperature: [36.7]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 8 of 184
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date: Aug/28/2020
2. | Randomization Number: [72235]
3. | Randomization Group: [1
Page 9 of 184
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/28/2020
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 ’ [BXB6T]
5b ‘ Sample ID ’ [BJMB6V]
5.C ‘SampIeID ‘[BP\NVZX]
5d ‘SampleID ’[BPWVZY]
5e ‘SampIeID ’[BP\NVZZ]
Page 10 of 184
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/28/2020
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 D [BPTDPS]
Page 11 of 184
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

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/28/2020 14:15
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |Actua Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 12 of 184
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Reactogenicity Diary

1.

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

*** Confidential***

Page 13 of 184
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Date of Visit
1. |Dateof Visit Sep/18/2020
2. | Erroneous Visit
Page 14 of 184

*** Confidential***
FDA-CBER-2021-5683-0885903




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1231

Subject No: 12314833
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 20:34

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. |Date Sep/18/2020
Vital Signs Details
22| | Record Identifier: 1
Temperature: [36.8]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 15 of 184
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/18/2020
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 D [BPWOWG]
Page 16 of 184
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Header Text: C4591001

Visit: V2 VAX2 L

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/18/2020 15:00
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |Actua Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 17 of 184
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Date of Visit
1. |Dateof Visit Dec/2/2020
2. | Erroneous Visit
Page 18 of 184

*** Confidential***
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/2/2020
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 ISampIeID I[BP\NSVN]
5b ‘SampleID ’[BRVP4Z]
5¢ ‘SampIeID ‘[BRVPSS]
Page 19 of 184
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Header Text: C4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

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

Subject No: 12314833
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 20:34

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit:

Page 20 of 184

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL - New Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Form Version: 28-Mar-2021 02:35
Site No: 1231

Subject No: 12314833
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 20:34

Signsand Symptoms

1. | Date of Assessment: 1
2. | Date of First Symptom Started: 1
3. | Symptoms Ongoing?

Symptoms
4. Symptoms:

Was symptom present?

Symptoms - Other

5.

Symptoms - Other Text:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314833
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 20:34

Electronic Sample Tracking

1.

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aiquot.

5.

SampleID

Page 22 of 184
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Header Text: C4591001
Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314833
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 20:34

Electronic Sample Tracking

1.

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aiquot.

5.

SampleID

*** Confidential***
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Header Text: C4591001

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

Form Version: 28-Mar-2021 02:23
Site No: 1231

Subject No: 12314833
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 20:34

Health Care Utilization

1 Physician or Healthcare

Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. | Other Type of Practitioner Specify:

Health Care Utilization

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

Page 24 of 184
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Header Text: C4591001

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

Subject No: 12314833
Generated By: (b) (4)

Visit: POT_COVID_ILL - New Unscheduled Visit Form: ILLNESS DETAILS

Form Status: Not Started

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

IlIness Details

1. | Category of Clinical Event:

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

3. | Toxicity Grade:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_CONVA - New Unscheduled

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

SiteNo: 1231

Subject No: 12314833
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 20:34

Date of Visit
1. | Dateof Visit 1
2. | Erroneous Visit

COVID-19 IlIness Visit

3.

COVID-19 llIness Visit:

Page 26 of 184
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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: 12314833
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 20:34

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 1D []

Page 27 of 184
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314833
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 20:34

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

Page 28 of 184
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314833
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 20:34

Unplanned Assessments

1. | Assessments

*** Confidential***
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Header Text: C4591001

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation Dec/2/2020
/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
Site No: 1231

Subject No: 12314833
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 20:34

Disposition - Follow-Up

1. | Date of Completion/Discontinuation | //
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [1

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New

Unscheduled Visit

Form Version: 10-Oct-2020 15:57

SiteNo: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1231) Hospital Militar Central
Argerich

Subject Initials: ---

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

Cirujano Mayor Dr. Cosme

34

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

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

Subject No: 12314833
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID []

*** Confidential***
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Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314833
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 20:34

Date of Visit
1. | Dateof Visit I
2. | Erroneous Visit
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314833
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 20:34

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature L ocation:

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled

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

Subject No: 12314833
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 20:34

Vaccination

1. | Wasthere atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

Wl | N |l s] WD

Unit:

=
©

Timeframe Subject Was Observed

[EY
=

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

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

Site No: 1231

Subject No: 12314833
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 20:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314833
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 20:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: C4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314833
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 20:34

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. |Dateof Visit Feb/8/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Informed Consent - Asymptomatic Surveillance

1. | Consent Was.

OBTAINED

Date Written Consent Obtained
Feb/8/2021
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Header Text: C4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/8/2021
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 ISampIeID I[BPWCZS]
5b ‘SampleID ’[BRVGSS]
5¢ || sample D [BRVGSH]
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Header Text: C4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/8/2021
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BPXWMW]
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled
Visit on Feb/22/2021

Form Version: 14-Jan-2021 02:22
SiteNo: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit

1. |Dateof Visit Feb/22/2021

2. | Erroneous Visit

COVID-19 Surveillance Visit

3. | COVID-19 Surveillance Visit: SSWAB_WEEK?2

*** Confidential***
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Visit on Feb/22/2021

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/22/2021
4, | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sampleID [BRMCGB]
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled
Visit on Mar/04/2021

Form Version: 14-Jan-2021 02:22
SiteNo: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit

1. |Dateof Visit Mar/4/2021

2. | Erroneous Visit

COVID-19 Surveillance Visit

3. | COVID-19 Surveillance Visit: SSWAB_WEEK4

*** Confidential***

Page 45 of 184

FDA-CBER-2021-5683-0885934




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Visit on Mar/04/2021

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/4/2021
4, | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sampleID [BR269B]
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Header Text: C4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. |Dateof Visit Mar/4/2021
2. | Erroneous Visit
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Header Text: C4591001

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

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

Subject No: 12314833
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible per other protocol allowance(s) and confirmed to have received only placebo
at Vaccination 1/2
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Header Text: C4591001
Visit: V101_VAX3

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. |Dateof Visit Mar/8/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12314833
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Mar/8/2021
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Site

Header Text: C4591001
Visit: V101 VAX3
Form Version: 10-Dec-2020 02:30

No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION
Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Form Comments

Inclusion Criteria Not Met

*** Confidential***

1 Description of Inclusion Criterion Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12314833
Generated By: (b) (4)

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

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Completion/Discontinuation | Mar/8/2021
/Death :
2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: C4591001

Visit: V101 _VAX3

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/8/2021
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 ISampIeID |[BR23M8]
5b ‘SampleID ’[BLBHXC]
5¢ ‘SampIeID ‘[BLBHX\N]
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Header Text: C4591001

Visit: V101 _VAX3

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/8/2021
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BR235Z]
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12314833
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 20:34

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/8/2021 15:23
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. [Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: C4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314833
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 20:34

Date of Visit
1. | Dateof Visit I
2. | Erroneous Visit
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Header Text: C4591001

Visit: V102_VAX4

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

Subject No: 12314833
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 20:34

Electronic Sample Tracking

1.

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aiquot.

5.

Sample ID []

*** Confidential***
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Header Text: C4591001

Visit: V102_VAX4

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

Subject No: 12314833
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 20:34

Vaccination

1.

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

Wl | N |l s] WD

Unit:

=
©

Timeframe Subject Was Observed

[EY
=

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

Page 58 of 184

*** Confidential***
FDA-CBER-2021-5683-0885947




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Site No: 1231

Header Text: C4591001
Visit: V103 MONTH1
Form Version: 22-Apr-2020 21:02

Subject No: 12314833
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 20:34

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V103_MONTH1

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

Subject No: 12314833
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

Page 60 of 184

*** Confidential***
FDA-CBER-2021-5683-0885949




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Site No: 1231

Header Text: C4591001
Visit: V104 MONTH6
Form Version: 22-Apr-2020 21:02

Subject No: 12314833
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 20:34

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V104 MONTH6

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

Subject No: 12314833
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Site No: 1231

Header Text: C4591001
Visit: V105_ MONTH18
Form Version: 22-Apr-2020 21:02

Subject No: 12314833
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 20:34

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V105 MONTH18

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

Subject No: 12314833
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: C4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
SiteNo: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status. Not Started

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Disposition - Treatment

1. | Date of Completion/Discontinuation |/
/Desath :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [1

*** Confidential***
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Header Text: C4591001
Visit: Logs
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 20:34

AE | dentifi

Isthe Adverse Event Still Ong

# Category Adverse Event Start Date f Form Instance
er oing
1. |ADVERSEEVE |1 Acute Appendicitis Oct/16/2020 09: | NO Repeating
NT 00 End Date Time: Pages
Oct/24/2020 UNK:UNK
2. |ADVERSEEVE |2 Intra-abdominal Absces | Oct/29/2020 12: | NO Repeating
NT s 00 End Date Time: Pages
Dec/4/2020 12:15
3. |ADVERSEEVE |3 infection in surgical wo | Oct/30/2020 18: | NO Repesating
NT und 42 End Date Time: Pages
Dec/4/2020 12:15
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*** Confidential***

Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314833 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adver se Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Acute Appendicitis]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/16/2020 09:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/24/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Is this serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
] ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
existing hospitalization; Persistent or e . . e
Did th long h ?
significant disability/incapacity: Yléi St is serious event require or prolong hospitalization
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . iti . anifi disability/i oo
jeopardize subject and may reguire id this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes). o ) )
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. |Isthisadverse 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 treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Escherichia coli]
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314833
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? YES
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020414635]
Pfizer Use Only
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*** Confidential***

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: 12314833 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adver se Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Intra-abdominal Abscess]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/29/2020 12:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Dec/4/2020 12:15
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Isthis 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
g);:'f?ga:??'sti: ﬁ?;ﬁ:c:;zgem or 3:;1 Sthi s serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . iti . anifi
jeopardize subject and may require d-;é_ll_s s/t_arlous evetlt result in persistent or significant
medical/surgical intervention to NIO Hlity/incapacity’
prevent above outcomes).
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.
9. | Isthis event related to study treatment: | NOT RELATED Comments
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[surgical history of appendicitis on 190CT2020]
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314833
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 20:34

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? YES
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020414635]
Pfizer Use Only
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*** Confidential***

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: 12314833 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adver se Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [infection in surgical wound]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/30/2020 18:42
5. | Isthe adverse event still ongoing? NO
End Date Time:
Dec/4/2020 12:15
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. |Isthisadverse 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 treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? YES
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314833
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 20:34

13.

What was the outcome of this adverse
event?.

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

[]
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Visit: Logs

Site No: 1231

Header Text: C4591001

Form Version: 17-Jul-2020 21:54

Subject No: 12314833

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 20:34
Categor | Medication Err | Start Dat | Isthe medication error Still Ong | Study Medication Errors Act
# . . Form Instance
y or e oing ion
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: 12314833
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 20:34

Back to Form

Medication Error

1. | Category:
2. | Medication Error (Type of Medication ([ ]
Error):
3. | Start Date: 1
4. | Isthe medication error till ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication given?
7. | Was aNon-Drug Treatment given?
8. | Did the Medication Error cause the
subject to be discontinued from the
study?
9. | Wasthis medication error associated
with any adverse events?
10. | Serious Adverse Event Number: For | []

Pfizer Use Only
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Header Text: C4591001
Visit: Logs

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

Subject No: 12314833
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

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

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

*** Confidential***

Sponsor -Defined Ide | Category for Medic | Concomitant Medications Pre-s | Name of Medica | Start Da
# . . e . Form Instance
ntifier ation pecified tion te
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: 12314833
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Concomitant Medications

1

What 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:

I
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Header Text: C4591001
Visit: Logs

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED

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

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

*** Confidential***

# Sponsor-Defined Id | Category for Medi | Concomitant Medications Pre [ Name of Medic | Dose Descrip | Form Instanc
entifier cation -specified ation tion e
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: 12314833
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 20:34

Back to Form

Concomitant Medications

1. | What isthe medication identifier? []

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [1
Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

5. | Dose: []

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: 1

10. | Ongoing?
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Header Text: C4591001

Visit: Logs

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

Subject No: 12314833
Generated By: (b) (4)

Form: RADIATION TREATMENT

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

# | Category | Treatment |dentifier

Con Non-Drug Treatments Pre-specified | Treatment | Start Date | Form Instance

1.

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314833
Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? [1

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

4. | Treatment: []

5. | Start Date: 1

6. | Ongoing?
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Visit: Logs

Site No: 1231

Header Text: C4591001

Form Version: 22-Apr-2020 21:03

Subject No: 12314833
Generated By: (b) (4)

Form: TRANSFUSIONS

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

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

#

Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314833
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 20:34

Back to Form

1.

Transfusion Type:

2.

Date of Transfusion:

I
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Header Text: C4591001

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

Subject No: 12314833
Generated By: (b) (4)

Form: TREATMENT UNBLINDED

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

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Mar/4/2021

2.

Primary Reason for Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION

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

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314833
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 20:34

Withdrawal Of Consent

1.

Withdrawal of Consent Date :

I
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Header Text: C4591001

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

Subject No: 12314833
Generated By: (b) (4)

Form: DEATH DETAILS CODED

Form Status: Not Started

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. || cause of Death Status:

Cause of Death:

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314833
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 20:34

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Dec/2/2020
Page 86 of 184
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

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

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Here to Enable

*** Confidential***
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314833 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Audit Trail
Thisform requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
M eaning
(b) (6) Approved Mar-16-2021 16:16:56 (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 signature
isto be the legally binding equivalent of my handwritten signature.

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

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

*** Confidential***

Item |Date User Comment
Form | Aug-28-2020 15:03:58 (UTC-03:00) City of (b) (4), (b) (6) |NotApplicable
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - Comments

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Item |Date User Comment
Form | Aug-28-2020 15:04:22 (UTC-03:00) City of (b) (4), (b) (6) |NotApplicable
Buenos Aires
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
SiteNo: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION -
Comments

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Item | Date

User Comment

Aires

Form | Mar-08-2021 17:25:43 (UTC-03:00) City of Buenos |(b) (4), (b) (6) |Not Applicable

*** Confidential***
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Header Text: C4591001

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

Subject No: 12314833
Generated By: (b) (4)

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Form: ADVERSE EVENT REPORT - Comments
Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Back to Form

Item |Date User Comment
9 Nov-26-2020 18:23:55 (UTC-03:00) City of Buenos |(b) (4), (b) Clarification: exploratory laparotomy on 11-01-2020
Aires (6) with drainage of mesenteric abscess. Rescue in
culture: Multisensitive E. Coli.
Control abdomen CT 11-07-2020, with a collection
found in a surgical wound. Rescuein culture: E.
Coli.
Page 92 of 184

*** Confidential***
FDA-CBER-2021-5683-0885981




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

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

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
M eaning
(b) (6) Approved Mar-16-2021 16:16:56 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Mar-08-2021 17:25:22 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-06-2021 08:51:53 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Feb-24-2021 11:59:28 (UTC-03:00) City of Buenos Edit - All
Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-16-2021 18:33:20 (UTC-03:00) City of BOOK Signed
Buenos Aires
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Header Text: C4591001

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

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Affidavit:

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

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

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

Martina Davalli N/A Feb-08-2021 15:18:37 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Jan-21-2021 08:30:02 (UTC-03:00) City of Buenos | BOOK Signed

Aires

Affidavit:
By my dated signature below, 1, (b) (6) verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

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

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

Santiago N/A Dec-02-2020 12:22:18 (UTC-03:00) City of Edit - All
Corradetti Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-27-2020 07:29:24 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) verify that al case report form pages accurately display the results of the

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

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

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

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314833 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
(b) (6) N/A Nov-26-2020 18:23:55 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-25-2020 18:15:28 (UTC-03:00) City of BOOK Signed

Buenos Aires

Affidavit:
By my dated signature below, 1, (b) (6) verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

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

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

(b) (6) N/A Nov-20-2020 05:05:57 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-12-2020 18:26:13 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Nov-10-2020 12:50:47 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Santiago Approved Nov-08-2020 11:45:10 (UTC-03:00) City of BOOK Signed
Corradetti Buenos Aires
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Signed, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Affidavit:

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

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

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

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: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Select appropriate response - Praotocol version

‘ Date L ocation User Value Reason
Aug-28-2020 15:03:19 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 24 JUL 2020
Buenos Aires

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

‘ Date L ocation User Value Reason
Aug-28-2020 15:03:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of STAGE 3 COHORTS
Buenos Aires

Page 97 of 184

*** Confidential***
FDA-CBER-2021-5683-0885986



Header Text: C4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

‘ 1. Consent Was:

| Date L ocation | User | Value Reason
Aug-28-2020 15:03:26 ACVOPFEINFPE000 |(b) (4), (b) (6) |[DataEntry: Initial Entry
(UTC-03:00) City of OBTAINED
Buenos Aires Date Written Consent Obtained
Aug/28/2020
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Header Text: C4591001

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

Subject No: 12314833
Generated By: (b) (4)

Form: DEMOGRAPHY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Subject ID

| Date L ocation

| User | Value Reason

Aug-28-2020 14:50:09
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFP6000 | auto calc Data Entry:

Item copied from

(autocalc) | 12314833 previous form

| 2. Birth Date:

‘ Date L ocation

’ User | Value Reason

Aug-28-2020 14:50:05
(UTC-03:00) City of Buenos

ACVOPFEINFP6000 | auto calc Data Entry:

Enrollment Entry
(autocalc) |(b) (6) /1971

Aires

| 3. Sex:

| Date L ocation User Value Reason
Aug-28-2020 15:03:41 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of MALE
Buenos Aires

‘ 4. Ethnicity:

| Date L ocation User Value Reason
Aug-28-2020 15:03:41 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of HISPANIC OR LATINO(A) OR OF
Buenos Aires SPANISH ORIGIN

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

‘ Date L ocation User Value Reason
Aug-28-2020 15:03:41 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

WHITE

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1_VAX1 L Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

‘ 1. Date of Visit

| Date L ocation User Value Reason
Aug-28-2020 15:03:50 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/28/2020
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
Generated By: (b) (4)

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

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Date of Completion/Discontinuation/Death

| Date L ocation | User | Value Reason
Aug-28-2020 15:04:11 ACVOPFEINFPE000 |(b) (4), (b) (6) |[DataEntry: Initial Entry
(UTC-03:00) City of Aug/28/2020
Buenos Aires

| 2. Phase of Disposition:

‘ Date L ocation ’ User | Value Reason
Aug-28-2020 15:04:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SCREENING
Aires

| 3. Status:

| Date L ocation User Value Reason
Aug-28-2020 15:04:11 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of COMPLETED

Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Date:

| Date L ocation | User | Value Reason
Aug-28-2020 15:04:43 ACVOPFEINFPE000 |(b) (4), (b) (6) |[DataEntry: Initial Entry
(UTC-03:00) City of Aug/28/2020
Buenos Aires

| 2. Weight:

‘ Date L ocation User Value Reason
Aug-28-2020 15:04:43 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 70.0
Buenos Aires

| 3. Unit:

| Date L ocation User Value Reason
Aug-28-2020 15:04:43 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of kg
Buenos Aires

‘ 4. Height:

| Date L ocation User Value Reason
Aug-28-2020 15:04:43 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 166.0
Buenos Aires
| 5. Unit:

‘ Date L ocation User Value Reason
Aug-28-2020 15:04:43 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of cm
Buenos Aires
| 6. Body Mass I ndex:
| Date L ocation | User |VaJue Reason
Aug-28-2020 15:04:43 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry

(UTC-03:00) City of Buenos

Aires

(autocalc) |25.4

a
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Date L ocation User Value Reason

Aug-28-2020 15:04:43 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Record Identifier:: 1

Buenos Aires Temperature: 36.7

TemperatureUnit: C
TemperaturelLocat ORAL CAVI

ion:: TY

‘ 7.a Record | dentifier:

| Date L ocation | User | Value Reason
Aug-28-2020 15:04:43 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 1
Buenos Aires

| 7.a Temperature:

‘ Date L ocation User Value Reason
Aug-28-2020 15:04:43 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 36.7
Buenos Aires

| 7.aUnit:

‘ Date L ocation User Value Reason
Aug-28-2020 15:04:43 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of C
Buenos Aires

‘ 7.a Temperature Location:

| Date L ocation User Value Reason
Aug-28-2020 15:04:43 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of ORAL CAVITY

Buenos Aires

Page 103 of 184

*** Confidential***
FDA-CBER-2021-5683-0885992



090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

Back to Form

‘ 1. Randomization Date :

| Date L ocation | User | Value Reason
Aug-28-2020 15:04:52 ACVOPFEINFPE000 |(b) (4), (b) (6) |[DataEntry: Initial Entry
(UTC-03:00) City of Aug/28/2020
Buenos Aires
| 2. Randomization Number:
‘ Date L ocation User Value Reason
Aug-28-2020 15:04:52 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 72235

Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

Back to Form

| 1. Data Origin

‘Dale L ocation ’User |VaJue Reason
Aug-28-2020 15:04:58 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) [SITE

Aires

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Aug-28-2020 15:04:58 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) | SERUM

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Aug-29-2020 16:26:39 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-28-2020 15:04:58 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Aug-28-2020 15:04:58 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Aug/28/2020
[5a
| Date L ocation User Value Reason
Aug-29-2020 16:26:39 ACVOPFEINFPE000 | Alan Colombo |Data Entry: Initia Entry
(UTC-03:00) City of () (4@ Sample | D: BMB6T
Buenos Aires
| 5.aSample D
‘ Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314833
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 20:34

Aug-29-2020 16:26:39 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BUB6T
Buenos Aires

|5b

‘ Date L ocation User Value Reason
Aug-29-2020 16:26:45 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample | D: BMB6V
Buenos Aires

‘ 5.b Sample 1D

| Date L ocation User Value Reason
Aug-29-2020 16:26:45 ACVOPFEINFPE000 | Alan Colombo |Data Entry: Initia Entry
(UTC-03:00) City of (b) (4) BuMB6V
Buenos Aires

[5c

‘ Date L ocation User Value Reason
Aug-30-2020 11:47:17 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra | Sample |D: BPWVZX
Buenos Aires (b) (4)

| 5.c Sample ID

‘ Date L ocation User Value Reason
Aug-30-2020 11:47:17 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra | BPWVZX
Buenos Aires (b) (4)

|5

| Date L ocation User Value Reason
Aug-30-2020 11:47:26 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra | Sample |D: BPWVZY
Buenos Aires (b) (4)

| 5.d Sample ID

‘ Date L ocation User Value Reason
Aug-30-2020 11:47:26 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra | BPWVZY
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

| 5e
‘ Date L ocation User Value Reason
Aug-30-2020 11:47:37 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra | Sample |D: BPWVZZ

Buenos Aires (b) (4)

| 5.e Sample ID

| Date L ocation User Value Reason
Aug-30-2020 11:47:37 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra |BPWVZZ

Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

Back to Form

| 1. Data Origin

‘Dale L ocation ’User |VaJue Reason
Aug-28-2020 15:05:04 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) [SITE

Aires

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Aug-28-2020 15:05:04 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) |NASAL_SWAB

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Aug-30-2020 09:17:48 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-28-2020 15:05:04 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Aug-28-2020 15:05:04 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Aug/28/2020
[5a
| Date L ocation | User | Value Reason
Aug-30-2020 09:17:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BPTDPS
Buenos Aires
| 5.aSample D
‘ Date L ocation | User ’ Value Reason
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Aug-30-2020 09:17:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPTDPS
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

Back to Form

‘ 1. Wasthere a temporary delay of vaccination?

| Date L ocation | User | Value Reason
Aug-28-2020 15:05:18 ACVOPFEINFPE000 |(b) (4), (b) (6) |[DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires

| 2. Treatment Name

‘ Date L ocation ’ User | Value Reason
Aug-28-2020 15:05:18 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | BLINDED THERAPY
Aires

| 3. Formulation:

|Da1e L ocation ’User |VaJue Reason
Aug-28-2020 15:05:18 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | INJECTION
Aires

‘ 4. Dose Date Time:

| Date L ocation User Value Reason
Aug-28-2020 15:05:18 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/28/2020 14:15
Buenos Aires

| 5. Anatomical Location:

‘Date L ocation ’User |VaJue Reason
Aug-28-2020 15:05:18 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |DELTOID MUSCLE
Aires

| 6. Body Side:

| Date L ocation | User | Value Reason
Aug-28-2020 15:05:18 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of LEFT
Buenos Aires

‘ 7. Route:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314833
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 20:34

‘Date L ocation ’User |VaJue Reason
Aug-28-2020 15:05:18 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) [INTRAMUSCULAR
Aires

| 10. Timeframe Subject Was Observed

‘Date L ocation ’User |VaJue Reason
Aug-28-2020 15:05:18 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

(autocalc)

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

| Date L ocation

User Value Reason

Aug-28-2020 15:05:18
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry:
YES

Initial Entry
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: REACTOGENICITY DIARY - eCRF Audit Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Select appropriate response - Reactogenicity diary collection

| Date L ocation | User | Value Reason
Aug-28-2020 15:05:27 ACVOPFEINFPE000 |(b) (4), (b) (6) |[DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

NO - REACTOGENICITY E-DIAR
Y NOT COLLECTED FORTHIS S
UBJECT
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090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12314833
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 20:34

Back to Form

‘ 1. Date of Visit

| Date L ocation | User | Value Reason
Sep-18-2020 16:14:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Sep/18/2020
Aires (b)
(6)
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090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Date:

| Date L ocation | User | Value Reason
Sep-18-2020 16:15:11 ACVOPFEINFPG000 |(b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos (4), Sep/18/2020
Aires (b)

(6)

‘ 2a

| Date L ocation | User | Value Reason
Sep-18-2020 16:15:11 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos (4), Record Identifier:: 1
Aires (b) Temperature: 36.8

(6) TemperatureUnit: C
TemperatureLocatio ORAL CAVIT
n:: Y

| 2.a Record I dentifier:

‘ Date L ocation | User ’ Value Reason
Sep-18-2020 16:15:11 ACVOPFEINFP6000 |(b) Data Entry:. Initial Entry
(UTC-03:00) City of Buenos (4), 1
Aires (b)

(6)

| 2.a Temperature:

‘ Date L ocation | User ’ Value Reason
Sep-18-2020 16:15:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), 36.8
Aires (b)

(6)

‘ 2.aUnit:

| Date L ocation | User | Value Reason
Sep-18-2020 16:15:11 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos (4), Cc
Aires (b)

(6)
2.a Temperature Location:
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Header Text: C4591001
Visit: V2_VAX2 L

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version:; 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Date L ocation | User ’ Value Reason
Sep-18-2020 16:15:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), ORAL CAVITY
Aires (b)
(6)
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090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314833
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 20:34

Back to Form

| 1. Data Origin
‘ Date L ocation | User ‘ Value Reason
Sep-18-2020 16:15:20 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
‘ 2. Sample Type
| Date L ocation | User ‘ Value Reason
Sep-18-2020 16:15:20 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | NASAL_SWAB
Aires
‘ 3. Sample Collected?
| Date L ocation | User | Value Reason
Sep-18-2020 17:24:56 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Sep-18-2020 16:15:20 ACVOPFEINFP6000 | auto query | Query 1: Candidate 'Sample Collected? is
(UTC-03:00) City of Buenos (autoquery) Yes, however no
Aires barcodes are entered.
Please review and
correct as appropriate.
Sep-18-2020 16:15:20 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), YES
Aires (b) Date of Collection:
(6)
Sep/18/2020
| 5a
‘ Date L ocation User Value Reason
Sep-18-2020 17:24:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample | D: BPWIWG
Buenos Aires (b) (6)
‘ 5.aSample|D
| Date L ocation User Value Reason
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Header Text: C4591001
Visit: V2_VAX2 L

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Sep-18-2020 17:24:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BPWIWG
Buenos Aires (b) (6)
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090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2 VAX2 L

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

Subject No: 12314833
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 20:34

Back to Form

‘ 1. Wasthere a temporary delay of vaccination?

| Date L ocation | User | Value Reason
Sep-18-2020 16:15:42 ACVOPFEINFPG000 |(b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos (4), NO
Aires (b)

(6)

‘ 2. Treatment Name

| Date L ocation | User | Value Reason
Sep-18-2020 16:15:42 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | BLINDED THERAPY
Aires

| 3. Formulation:

| Date L ocation | User | Value Reason
Sep-18-2020 16:15:42 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | INJECTION
Aires

| 4. Dose Date Time:

‘ Date L ocation | User | Value Reason
Sep-18-2020 16:15:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Sep/18/2020 15:00
Aires (b)

(6)

| 5. Anatomical Location:

‘ Date L ocation | User ‘ Value Reason
Sep-18-2020 16:15:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |DELTOID MUSCLE
Aires

| 6. Body Side:

|Da1e L ocation |User |Va|ue Reason
Sep-18-2020 16:15:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos @), LEFT

Aires

(b) (6)
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12314833
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 20:34

|(b) @, ®) ©) ] |

‘ 7. Route:
| Date | L ocation | User ‘ Value | Reason
Sep-18-2020 16:15:42 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |[INTRAMUSCULAR
Aires
| 10. Timeframe Subject Was Observed
‘Dale L ocation |User ‘Value Reason
Sep-18-2020 16:15:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

(autocalc)

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

| Date L ocation | User | Value Reason
Sep-18-2020 16:15:42 ACVOPFEINFPG000 |(b) Data Entry: Initia Entry
(UTC-03:00) City of Buenos (4), YES
Aires (b)
(6)
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090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314833
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 20:34

Back to Form

‘ 1. Date of Visit

| Date L ocation User |Value | Reason

Dec-04-2020 | ACVOPFEINFPG000 (b) (4), (b) Query | Closed as per site response,
06:23:39 (6) 1: Clo | updated PD tracker for clinical
(UTC-03:00) sed review

City of

Buenos

Aires

Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | The volunteer had an SAE
10:58:43 1: Ans | after V2 so hisV3 was
(UTC-03:00) wered | delayed. Thank you.

City of

Buenos

Aires

Dec-03-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | PDQ: Date of visit at
04:03:15 (b) (4) 1:0p |V3_MONTH1 POSTVAX2 L
(UTC-03:00) ened |isout of window for 40 days
City of fromV2 VAX2 L DOV or
Buenos V2 Vaccination date. Please
Aires verify and update. Else,

confirm in query response
appropriately. (b) (4)

Dec-02-2020 | ACVOPFEINFP6000 (b) (4), Data | Initia Entry

12:44:51 (b) (6) Entry

(UTC-03:00) N

City of Dec/2

Buenos /2020

Aires
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090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Visit: V3 MONTH1_POSTVAX2 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 Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Data Origin
‘ Date L ocation | User ‘ Value Reason
Dec-02-2020 12:45:08 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
‘ 2. Sample Type
| Date L ocation | User ‘ Value Reason
Dec-02-2020 12:45:08 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | SERUM
Aires
‘ 3. Sample Collected?
| Date L ocation User Value Reason
Dec-02-2020 16:23:16 ACVOPFEINFP6000 |autoquery | Query 1. Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-02-2020 12:45:08 ACVOPFEINFP6000 |auto query | Query 1: Candidate '‘Sample Collected? is
(UTC-03:00) City of (autoquery) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Dec-02-2020 12:45:08 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Dec/2/2020
| 5a
‘ Date L ocation User Value Reason
Dec-02-2020 16:23:16 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample |D: BPWSVN
Buenos Aires (b) (4)
‘ 5.aSample|D
| Date L ocation User Value Reason
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090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314833
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 20:34

Dec-02-2020 16:23:16 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BPWSVN
Buenos Aires (b) (4)

|5b

‘ Date L ocation User Value Reason
Dec-02-2020 16:26:38 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample ID: BRVP4Z
Buenos Aires

‘ 5.b Sample 1D

| Date L ocation | User | Value Reason
Dec-02-2020 16:26:38 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BRVP4Z
Buenos Aires

[5c

‘ Date L ocation User Value Reason
Dec-02-2020 16:33:34 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample |D: BRVP58
Buenos Aires

| 5.c Sample ID

‘ Date L ocation User Value Reason
Dec-02-2020 16:33:34 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BRVP58
Buenos Aires
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Header Text: C4591001

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

Subject No: 12314833
Generated By: (b) (4)

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

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Date of Completion/Discontinuation/Death :

| Date L ocation User Value Reason
Dec-02-2020 12:45:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Dec/2/2020
Aires

| 2. Phase of Disposition:

‘ Date L ocation | User ‘ Value Reason
Dec-02-2020 12:45:34 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | VACCINATION
Aires

‘ 3. Status:

| Date L ocation | User | Value Reason
Dec-02-2020 12:45:34 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) COMPLETED
Aires
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Date of Visit

| Date L ocation User Value Reason
Feb-08-2021 15:18:37 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Feb/8/2021
Buenos Aires (b) (4)
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Header Text: C4591001

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE -

eCRF Audit Trail History

Form Version: 14-Jan-2021 02:29 Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Consent Was:

‘ Date L ocation User Value Reason
Feb-08-2021 15:18:49 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli OBTAINED
Buenos Aires (b) (4) Date Written Consent Obtained

Feb/8/2021
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Header Text: C4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled

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

Subject No: 12314833
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Data Origin
‘ Date L ocation | User ‘ Value Reason
Feb-08-2021 15:19:09 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
‘ 2. Sample Type
| Date L ocation | User ‘ Value Reason
Feb-08-2021 15:19:09 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | SERUM
Aires
‘ 3. Sample Collected?
| Date L ocation User Value Reason
Feb-09-2021 11:48:26 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-09-2021 08:06:55 ACVOPFEINFPG000 |(b) (4), Query 1: Opened ‘Sample Collected? is
(UTC-03:00) City of (b) (6) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Feb-08-2021 15:19:09 ACVOPFEINFP6000 | auto query Query 1. Candidate 'Sample Collected? is

(UTC-03:00) City of (autoquery) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Feb-08-2021 15:19:09 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4) Date of Collection:
Feb/8/2021
[5a
| Date L ocation | User | Value Reason
Feb-09-2021 11:48:26 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample |D: BPWCZS
Buenos Aires
Page 126 of 184

*** Confidential***
FDA-CBER-2021-5683-0886015




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314833 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

| 5.a Sample ID

‘ Date L ocation User Value Reason
Feb-09-2021 11:48:26 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BPWCZS
Buenos Aires

| 5b

|Date L ocation |User |VaJue Reason
Feb-09-2021 14:08:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BRVGSS
Buenos Aires

‘ 5.b Sample 1D

| Date L ocation User Value Reason
Feb-09-2021 14.08:26 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRVGSS
Buenos Aires

| 5.c

‘ Date L ocation User Value Reason
Feb-09-2021 15:08:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BRVGSH
Buenos Aires (b) (6)

‘ 5.c Sample ID

| Date L ocation User Value Reason
Feb-09-2021 15:08:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BRVGSH
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled

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

Subject No: 12314833
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Data Origin
‘ Date L ocation | User ‘ Value Reason
Feb-08-2021 16:39:21 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
‘ 2. Sample Type
| Date L ocation | User ‘ Value Reason
Feb-08-2021 16:39:21 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | NASAL_SWAB
Aires
‘ 3. Sample Collected?
| Date L ocation User Value Reason
Feb-09-2021 12:55:32 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-09-2021 08:06:55 ACVOPFEINFPG000 |(b) (4), Query 1: Opened ‘Sample Collected? is
(UTC-03:00) City of (b) (6) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Feb-08-2021 16:39:21 ACVOPFEINFP6000 | auto query Query 1. Candidate 'Sample Collected? is

(UTC-03:00) City of (autoquery) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Feb-08-2021 16:39:21 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4) Date of Collection:
Feb/8/2021
[5a
| Date L ocation | User | Value Reason
Feb-09-2021 12:55:32 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Sample |D: BPXWMW
Buenos Aires
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Header Text: C4591001

Generated By: (b) (4)

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

| 5.a Sample ID
‘ Date L ocation User Value Reason
Feb-09-2021 12:55:32 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BPXWMW
Buenos Aires
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled
Visit on Feb/22/2021

Form Version: 14-Jan-2021 02:22
SiteNo: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE - 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 20:34

Back to Form

| 1. Date of Visit

‘ Date L ocation User Value Reason
Feb-24-2021 11:59:27 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Feb/22/2021
Buenos Aires (b) (6)

‘ 3. COVID-19 Surveillance Visit:

| Date L ocation | User | Value Reason
Feb-24-2021 11:59:27 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), SSWAB_WEEK2
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - eCRF Audit

Visit on Feb/22/2021 Trail History

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

| 1. Data Origin

‘ Date L ocation | User ‘ Value Reason
Feb-24-2021 11:59:41 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE

Aires

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Feb-24-2021 11:59:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NASAL_SWAB

Buenos Aires (b) (6)

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Feb-24-2021 11:59:57 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Feb-24-2021 11:59:41 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-03:00) City of (autoquery) Yes, however no

Buenos Aires

barcodes are entered.
Please review and
correct as appropriate.

Feb-24-2021 11:59:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), YES
Buenos Aires (b) (6) Date of Collection:
Feb/22/2021

| 5a

‘ Date L ocation User Value Reason
Feb-24-2021 11:59:57 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BRMCGB
Buenos Aires (b) (6)

‘ 5.aSample|D

| Date L ocation User Value Reason
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - eCRF Audit

Visit on Feb/22/2021 Trail History

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Feb-24-2021 11:59:57 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BRMCGB
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled
Visit on Mar/04/2021

Form Version: 14-Jan-2021 02:22
SiteNo: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE - 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 20:34

Back to Form

| 1. Date of Visit

‘ Date L ocation User Value Reason
Mar-05-2021 17:21:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/4/2021
Buenos Aires (b) (6)

‘ 3. COVID-19 Surveillance Visit:

| Date L ocation | User | Value Reason
Mar-05-2021 17:21:35 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), SSWAB_WEEK4
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled

Visit on Mar/04/2021

Form Version: 10-Oct-2020 15:57

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Data Origin

‘ Date L ocation | User ’ Value Reason
Mar-05-2021 17:21:48 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE

Aires

‘ 2. Sample Type

| Date L ocation | User | Value Reason
Mar-05-2021 17:21:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NASAL_SWAB

Buenos Aires (b) (6)

‘ 3. Sample Collected?

| Date L ocation User Value Reason
Mar-05-2021 17:22:00 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-05-2021 17:21:48 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-03:00) City of (autoquery) Yes, however no
Buenos Aires barcodes are entered.

Please review and
correct as appropriate.

Mar-05-2021 17:21:48 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), YES

Buenos Aires (b) (6) Date of Collection:

Mar/4/2021

| 5a

‘ Date L ocation User Value Reason
Mar-05-2021 17:22:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BR269B

Buenos Aires (b) (6)

‘ 5.aSample|D

| Date L ocation User Value Reason
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Header Text: C4591001

Generated By: (b) (4)

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB - eCRF Audit

Visit on Mar/04/2021 Trail History

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12314833 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Mar-05-2021 17:22:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), BR269B
Buenos Aires (b) (6)

Page 135 of 184

*** Confidential***

FDA-CBER-2021-5683-0886024




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: Potential ReVax Initia Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Date of Visit

| Date L ocation User Value Reason
Mar-05-2021 11:19:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (@), Mar/4/2021
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

Form Version: 10-Dec-2020 02:25

History

Form Status: Data Complete, Locked, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

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

‘ Date L ocation User Value Reason
Mar-05-2021 11:20:21 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires
Mar-05-2021 11:20:01 ACVOPFEINFP6000 | auto query Query 1: Candidate The response
(UTC-03:00) City of (autoquery) indicates participant
Buenos Aires was unblinded,
however the
TREATMENT
UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.
Mar-05-2021 11:20:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Participant iswilling to return for
Buenos Aires (b) (6) Vaccination 3
Participant is:
eligible per other protocol allow
ance(s) and confirmed to haver
eceived only placebo at Vaccina
tion 1/2
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Header Text: C4591001

Visit: V101_VAX3

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

Subject No: 12314833
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 20:34

Back to Form

‘ 1. Date of Visit

| Date L ocation User Value Reason
Mar-08-2021 17:25:22 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/8/2021
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: V101 _VAX3

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

Subject No: 12314833
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Consent Was:

‘ Date L ocation User Value Reason
Mar-08-2021 17:25:31 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (), OBTAINED
Buenos Aires (b) (6) Date Written Consent Obtained

Mar/8/2021
Page 139 of 184

*** Confidential***

FDA-CBER-2021-5683-0886028




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V101 _VAX3

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

Subject No: 12314833
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Date of Completion/Discontinuation/Death :

‘ Date L ocation User Value Reason
Mar-08-2021 17:25:59 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/8/2021
Buenos Aires (b) (6)

‘ 2. Phase of Disposition:

| Date L ocation | User | Value Reason
Mar-08-2021 17:25:59 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | REPEAT SCREENING 1
Aires

‘ 3. Status:

| Date L ocation User Value Reason
Mar-08-2021 17:25:59 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), COMPLETED
Buenos Aires (b) (6)
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Visit: V101 _VAX3

Site No: 1231

Generated By: (b) (4)

Header Text: C4591001

Subject No: 12314833

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Data Origin
‘ Date L ocation | User ’ Value Reason
Mar-08-2021 17:26:11 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
‘ 2. Sample Type
| Date L ocation | User | Value Reason
Mar-08-2021 17:26:11 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | SERUM
Aires
‘ 3. Sample Collected?
| Date L ocation User Value Reason
Mar-09-2021 09:30:48 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-09-2021 07:41:57 ACVOPFEINFPG000 |(b) (4), Query 1: Opened ‘Sample Collected? is
(UTC-03:00) City of (b) (6) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Mar-08-2021 17:26:11 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-03:00) City of (autoquery) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Mar-08-2021 17:26:11 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6) Date of Collection:
Mar/8/2021
[5a
| Date L ocation User Value Reason
Mar-09-2021 09:30:48 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample | D: BR23M8
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314833
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 20:34

| 5.a Sample ID

‘ Date L ocation User Value Reason
Mar-09-2021 09:30:48 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), BR23M8

Buenos Aires (b) (6)

| 5b

| Date L ocation User Value Reason
Mar-09-2021 09:31:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BLBHXC

Buenos Aires (b) (6)

‘ 5.b Sample 1D

| Date L ocation User Value Reason
Mar-09-2021 09:31:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BLBHXC

Buenos Aires (b) (6)

| 5.c

‘ Date L ocation User Value Reason
Mar-09-2021 15:27:02 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample ID: BLBHXW

Buenos Aires

‘ 5.c Sample ID

| Date L ocation | User | Value Reason
Mar-09-2021 15:27:02 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) BLBHXW

Buenos Aires
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Header Text: C4591001
Visit: V101 _VAX3

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

Subject No: 12314833
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 20:34

Back to Form

| 1. Data Origin
‘ Date L ocation | User ’ Value Reason
Mar-08-2021 17:26:24 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |SITE
Aires
‘ 2. Sample Type
| Date L ocation | User | Value Reason
Mar-08-2021 17:26:24 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | NASAL_SWAB
Aires
‘ 3. Sample Collected?
| Date L ocation User Value Reason
Mar-09-2021 12:14:48 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-09-2021 07:41:57 ACVOPFEINFPG000 |(b) (4), Query 1: Opened ‘Sample Collected? is
(UTC-03:00) City of (b) (6) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Mar-08-2021 17:26:24 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-03:00) City of (autoquery) Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as appropriate.
Mar-08-2021 17:26:24 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6) Date of Collection:
Mar/8/2021
[5a
| Date L ocation | User | Value Reason
Mar-09-2021 12:14:48 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Sample | D: BR235Z
Buenos Aires
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Header Text: C4591001
Visit: V101 VAX3

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

| 5.a Sample ID
‘ Date L ocation User Value Reason
Mar-09-2021 12:14:48 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BR235Z
Buenos Aires
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Header Text: C4591001

Visit: V101 VAX3

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

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

Subject No: 12314833
Generated By: (b) (4)

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Wasthere a temporary delay of vaccination?

| Date L ocation | User | Value Reason
Mar-08-2021 17:26:43 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)

| 2. Treatment Name

‘ Date L ocation | User ’ Value Reason
Mar-08-2021 17:26:43 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | BNT162b2
Aires

| 3. Formulation:

|Da1e L ocation |User |VaJue Reason
Mar-08-2021 17:26:43 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | INJECTION
Aires

‘ 4. Dose Date Time:

| Date L ocation User Value Reason
Mar-08-2021 17:26:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/8/2021 15:23
Buenos Aires (b) (6)

| 5. Anatomical Location:

‘ Date L ocation | User ’ Value Reason
Mar-08-2021 17:26:43 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |DELTOID MUSCLE
Aires

| 6. Body Side:

|Da1e L ocation |User |VaJue Reason
Mar-08-2021 17:26:43 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), LEFT
Buenos Aires (b) (6)

‘ 7. Route:
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Header Text: C4591001

Visit: V101 VAX3 Form: VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12314833 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

‘ Date L ocation | User ’ Value Reason
Mar-08-2021 17:26:43 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |[INTRAMUSCULAR
Aires

| 8. Actual Dose:

‘Dale L ocation |User |VaJue Reason
Mar-08-2021 17:26:43 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |30.0
Aires

|9. unit:

| Date L ocation | User | Value Reason
Mar-08-2021 17:26:43 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |ug
Aires

| 10. Timeframe Subject Was Observed

‘ Date L ocation | User ’ Value Reason
Mar-08-2021 17:26:43 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |30 MINUTES
Aires

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

|Date L ocation |User |VaJue Reason
Mar-08-2021 17:26:43 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314833 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
Date L ocation User Value Reason
Oct-24-2020 16:33:22 ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of Buenos (4),
Aires (b) (6)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314833
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 20:34

Back to Form

Date

L ocation

User Value

Reason

Feb-10-2021 10:53:04
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFPG000

(b) (4), Form Undeleted

(b) (6)

Dueto the
sponsor's DM
requirement, the
intra-abdominal
abscess event is
once again
considered asthe
second event
related to adverse
event number 1,
acute appendicitis
(case number
2020414635)

Dec-07-2020 21:02:30
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFPG000

(b) (4), Form Deleted

(b) (6)

As per Safety
request case
2020446528
(Intra-Abdominal
Abscess) should
be deleted and
considered as
Follow up of case
2020414635
(Appendicitis
Initial SAE
submitted).

Nov-11-2020 10:39:29
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFP6000

(b) (4), Form Created

(b) (6)
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0886038

Date L ocation User Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 | Martina Form Created
(UTC-03:00) City of Buenos Davalli
Aires (b) (4)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Category:

‘ Date L ocation | User ‘ Value Reason
Oct-24-2020 16:33:22 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |ADVERSE EVENT
Aires

| 2. AE ID:

‘Dale L ocation |User ‘Value Reason
Oct-24-2020 16:33:22 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) (1
Aires
3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User | Value | Reason

Mar-02-2021 | ACVOPFEINFPG000 (b) (4), (b) Query 5: | Response satisfies query

16:21:41 (6) Closed

(UTC-03:00)

City of

Buenos Aires

Feb-27-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 5: | AE 'surgical wound

21:57:45 Answer | infection' was uploaded.

(UTC-03:00) ed Thank you.

City of

Buenos Aires

Feb-25-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 5: | Clinical Thank you. As

17:32:38 (6) Reissue |the AE 'surgica wound

(UTC-03:00) d:Opene | infection' started before

City of d V3, al adverse events

Buenos Aires before V3 including this
event should be reported
onthe AE CRF

Feb-10-2021 | ACVOPFEINFPG000 (b) (4), (b) Query 4. | Response satisfies query

13:20:50 (6) Closed

(UTC-03:00)

City of

Buenos Aires

Feb-10-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 7: | Discrepancy has been

11:50:00 (b) (4) Closed | closed.

(UTC-03:00)

City of
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires ’ |

Feb-10-2021 | ACVOPFEINFP6000 auto query (autoquery) | Query 7: | New Information

10:51:37 Answer

(UTC-03:00) ed

City of

Buenos Aires

Feb-10-2021 | ACVOPFEINFP6000 auto query (autoquery) | Query 5: | New Information

10:51:37 Answer

(UTC-03:00) ed

City of

Buenos Aires

Feb-10-2021 | ACVOPFEINFP6000 auto query (autoquery) | Query 4: | New Information

10:51:37 Answer

(UTC-03:00) ed

City of

Buenos Aires

Feb-10-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) DataE | New Information

10:51:37 ntry:

(UTC-03:00) Acute A

City of ppendici

Buenos Aires tis

Jan-16-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 7: | Multiple conceptsin the

04:34:31 (b) (4) Opened |term ACUTE

(UTC-03:00) APPENDICITIS/INTRA-

City of ABDOMINAL

Buenos Aires ABSCESS. Split the term

into ACUTE

APPENDICITIS and
INTRA-ABDOMINAL
ABSCESS and submit
separately. Thank you.

Jan-16-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 6: | Discrepancy has been

04:30:10 (b) (4 Closed | closed.

(UTC-03:00)

City of

Buenos Aires

Jan-14-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 6: | Multiple conceptsin the

22:30:40 (b) (4 Opened |term ACUTE

(UTC-03:00) APPENDICITIS/INTRA-

City of ABDOMINAL

Buenos Aires ABSCESS. Split the term
into ACUTE

APPENDICITIS and
INTRA-ABDOMINAL
ABSCESS and submit
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

| separately. Thank you.

Jan-08-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 5: | Clinical Thank you. As

22:52:19 (6) Reissue |the AE 'surgical wound

(UTC-03:00) d:Opene |infection' started before

City of d V3, al adverse events

Buenos Aires before V3 including this
event should be reported
on the AE CRF

Jan-08-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 4: | CLINICAL (from

22:50:50 (6) Reissue | Sponsor Safety) - the

(UTC-03:00) d:Opene | SAE report has 2 separate

City of d SAEsand the AE CRF

Buenos Aires can also have 2 SAEs. As
the start/end dates differ
for the 2 events (as
reported in the SAE),
they must be separated on
2 AElines(whichis
acceptable)

Jan-05-2021 | ACVOPFEINFPG000 (b) (4), (b) Query 3: | closing query asclinical

10:05:25 (6) Closed | hasissued aquery onthe

(UTC-03:00) same issue

City of

Buenos Aires

Dec-28-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 4. | By request of Sponsor

11:57:47 Answer | Safety, theintra-

(UTC-03:00) ed abdominal abscess

City of adverse event should be

Buenos Aires considered as part of the
appendicitis adverse
event. The two events
correspond to the same
event and will not be
separated (itisa
complication of the
surgery)

Dec-28-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 5: | This adverse event

11:52:03 Answer | started before your

(UTC-03:00) ed follow-up visit 3

City of

Buenos Aires

Dec-27-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 4: | Clinical Thank you;

13:00:44 (6) Reissue | however the 2 events are

(UTC-03:00) d:Opene | till reported on the same

City of d line. Please separate the 2

Buenos Aires SAEsonto different AE

Page 152 of 184

*** Confidential***
FDA-CBER-2021-5683-0886041




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314833
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

CRF lines; they have
different dates and so
cannot be combined

Dec-25-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 4: | Event name updated to
21:09:59 Answer | Acute Appendicitis/
(UTC-03:00) ed Intra-abdominal Abscess
City of
Buenos Aires
Dec-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 5: | Clinical Asadverse
22:34:49 (6) Opened | events arereportable
(UTC-03:00) until Visit 3is completed
City of (02Dec20), please review
Buenos Aires event of surgical wound
infection for safety
relevance and reporting
on AE CRF
Dec-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 4: | CLINICAL Asdiscussed
22:23:.05 (6) Opened | with Safety monitor, both
(UTC-03:00) events are SAEs and are
City of reported in the SAE.
Buenos Aires Please note that terms
must be split asthey have
different start dates
(160ct Appendicitis;
290ct for the post-op
abscess)
Dec-18-2020 | ACVOPFEINFPG000 (b) (4), (b) Query 3: | As per Safety request
18:07:17 (6) Answer | case 2020446528 (Intra-
(UTC-03:00) ed Abdomina Abscess)
City of should be deleted and
Buenos Aires considered as Follow up
of case 2020414635
(Appendicitis Initial SAE
submitted).
Dec-18-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 3: | Multiple conceptsin the
17:41:23 (b) (4 Opened |term ACUTE
(UTC-03:00) APPENDICITIS/INTRA-
City of ABDOMINAL
Buenos Aires ABSCESS. Split the term
into ACUTE

APPENDICITIS and
INTRA-ABDOMINAL
ABSCESS and submit
separately. Thank you.

Dec-18-2020 | ACVOPFEINFPG000
10:46:03

(b) (4), (b) (6) DataE | New Information
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

(UTC-03:00) Acute A
City of ppendici
Buenos Aires tig/Intra-
abdomin
al Absce
ss
Dec-18-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | CRA toreview
00:42:04 (6) Closed
(UTC-03:00)
City of
Buenos Aires
Dec-18-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | CRA to review
00:41:49 (6) Closed
(UTC-03:00)
City of
Buenos Aires
Dec-15-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | In communication with
17:53:32 (6) Answer | Pfizer Safety, an
(UTC-03:00) ed agreement was reached
City of that it be reported asa
Buenos Aires singleevent. Asa
medical criterion, abscess
isacomplication of
appendicitis. Thank you.
Dec-15-2020 | ACVOPFEINFPG000 (b) (4), (b) Query 1: | In communication with
17:53:18 (6) Answer | Pfizer Safety, an
(UTC-03:00) ed agreement was reached
City of that it be reported asa
Buenos Aires singleevent. Asa
medical criterion, abscess
isacomplication of
appendicitis. Thank you.
Dec-15-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | CLINICAL Thank you.
11:28:19 (6) Reissue | Please describe the
(UTC-03:00) d:Opene | medical criteriareferred
City of d to; abdominal abscessis
Buenos Aires complication (which
required
re-hospitalization) that is
not evident in the
uncomplicated
‘appendicitis’ event term.
Dec-15-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | CLINICAL - Surgical
11:25:23 (6) Reissue | wound infection and
(UTC-03:00) d:Opene | intra-abdominal abscess
City of d are different adverse
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Buenos Aires

events (and will code to
different SOC
categories). Please
review for safety and
update AE log CRF

accordingly.
Dec-12-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | According to medical
11:20:20 (6) Answer | criteria, it isconsidered
(UTC-03:00) ed as asingle adverse event
City of sinceit wasthe
Buenos Aires consequence of a same
process.
Dec-12-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | According to medical
11:20:09 (6) Answer | criteria, it isconsidered
(UTC-03:00) ed as asingle adverse event
City of sinceit wasthe
Buenos Aires consequence of a same
process.
Dec-11-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | CLINICAL When SAE
16:33:13 (6) Opened | report ismerged, al (>1)
(UTC-03:00) SAEs are reported
City of together. SAE Abdominal
Buenos Aires Abscessisan

independent event, that
complicated the event
appendicitis. Please

re-enter the SAE
Abdominal Abscessin
AE and SAE.
Dec-11-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | CLINICAL On review of
15:25:49 (6) Opened | the SAE report, an event
(UTC-03:00) of Surgical Wound
City of Infection with E. coli was
Buenos Aires mentioned, yet it does not

appear in the CRF. Please
review for safety and
update AE log CRF

accordingly.
Oct-24-2020 | ACVOPFEINFP6000 (b) (4), (b) DataE | Initia Entry
16:33:22 (6) ntry:
(UTC-03:00) appendi
City of citis
Buenos Aires

4, Start Date Time:
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‘Date L ocation |User ’Value Reason
Oct-24-2020 16:33:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), Oct/16/2020 09:00
Aires (b) (6)

| 5. Isthe adverse event still ongoing?

‘ Date L ocation User Value Reason
Feb-24-2021 12:03:26 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:

Oct/24/2020 UNK:UNK
Dec-28-2020 11:52:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Dec/4/2020 UNK:UNK
Dec-28-2020 11:47:57 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires
Dec-28-2020 11:47:07 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Dec/2/2020 12:15
Nov-10-2020 12:50:47 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Oct/24/2020 14:00
Nov-07-2020 10:21:41 ACVOPFEINFP6000 |(b) Query 1: Closed Please submit the
(UTC-03:00) City of 4, details of the
Buenos Aires (b) (6) antibiotic regimenin a
follow-up SAE asthis
isnot currently
reported
Nov-06-2020 08:53:21 ACVOPFEINFPE000 |(b) (4), Query 1: Answered He presented a
(UTC-03:00) City of (b) (6) complication of the
Buenos Aires picture, heis till
receiving antibiotics.
Nov-05-2020 16:04:02 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Clinical - Following
(UTC-03:00) City of (b) (6) subject's discharge
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Buenos Aires (b) (4), (b) (6) and completion of

antibiotic treatment
please review and
update for end of this
event, if applicable

Oct-24-2020 16:33:22 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires

| 6. Toxicity Grade:

‘Dale L ocation |User |VaJue Reason
Oct-24-2020 16:33:22 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos (4), 3
Aires (b) (6)

7. |sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation | User | Value Reason

Nov-11-2020 16:39:46 ACVOPFEINFPG000 |(b) Query 6: Closed Response satisfies

(UTC-03:00) City of (4), query

Buenos Aires (b) (6)

Nov-11-2020 13:40:48 ACVOPFEINFP6000 |(b) (4), Query 6: Answered The advers event

(UTC-03:00) City of (b) (6) "Intra-abdominal

Buenos Aires abscess’ was loaded
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7. |sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; I mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason

Nov-08-2020 17:56:36 ACVOPFEINFP6000 |(b) Query 6: Opened Clinical - Thank you

(UTC-03:00) City of (4), for the recent SAE

Buenos Aires (b) (6) update explaining
ongoing illness. AsCT
demonstrated abscess,

treated by laparoscopic
drainage, please
consider 2nd Event for
this complication,
reported both on AE
and by SAE followup.

Nov-07-2020 10:19:11 ACVOPFEINFP6000 |(b) Query 5: Closed Response satisfies
(UTC-03:00) City of 4), query
Buenos Aires (0) (6)
Nov-06-2020 09:57.07 ACVOPFEINFP6000 | auto query Query 5: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-06-2020 09:57:07 ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires Isthis serious event associated wi

th congenital anomaly or birth def

ect?

NO

Did this serious event result in de
ath?

NO

Did this serious event require or p
rolong hospitalization?

YES

Did this serious event result in per
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sistent or significant disability/inc
apacity?
NO
Isthis serious event life threatenin
g?
NO
Other medically important serious
event
NO
Nov-05-2020 15:57:43 ACVOPFEINFPE000 |(b) Query 5: Reissued:Opened Clinica - please
(UTC-03:00) City of (4), submit SAE update
Buenos Aires (b) (6) with the additional
‘Medically Important’
SAE reason
Nov-04-2020 14:07:43 ACVOPFEINFP6000 |(b) Query 3: Closed Response satisfies
(UTC-03:00) City of (4), query
Buenos Aires (b) (6)
Nov-03-2020 10:02:00 ACVOPFEINFPG6000 | auto query Query 5: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-03-2020 10:02:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) YES
Buenos Aires Isthis serious event associated wi
th congenital anomaly or birth def
ect?
NO
Did this serious event result in de
ath?
NO
Did this serious event require or p
rolong hospitalization?
YES
Did this serious event result in per
sistent or significant disability/inc
apacity?
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NO

Isthis serious event life threatenin
g?

NO

Other medically important serious
event

YES

Nov-03-2020 10:00:36
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPE000 |(b) (4),
(b) (6)

Query 3: Answered

Covid testing was not
performed because the
AE isnot related to
COVID illness and the
patient did not present
any Covid symptoms.
Follow-up SAE form
was sent.

Nov-03-2020 02:15:31
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b)

(4),
(b) (6)

Query 3: Reissued:Opened

Clinical — Thank you.
If NO hospital COVID
test was performed is
known, please submit
thisinformation on a
follow-up SAE form,
as pertinent
information for this
trial.

Nov-03-2020 02:08:13
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b)

(4),
(b) (6)

Query 5: Reissued:Opened

Clinical - please
submit SAE update
with the additional
'Medically Important'
SAE reason

Nov-02-2020 19:32:05

ACVOPFEINFP6000 | auto query

Query 5: Answered

Transcription Error

(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-02-2020 19:32:05 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) YES
Buenos Aires Isthis serious event associated wi
th congenital anomaly or birth def
ect?
NO
Did this serious event result in de
ath?
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NO

Did this serious event require or p
rolong hospitalization?

YES
Did this serious event result in per
sistent or significant disability/inc
apacity?

NO

Isthis serious event life threatenin
g?

NO

Other medically important serious
event

NO

*** Confidential***

Nov-02-2020 19:24:21 ACVOPFEINFP6000 | Mabel Berrueta | Query 3: Answered No COVID test was
(UTC-03:00) City of (b) (4) done during the
Buenos Aires hospitalization.
Nov-01-2020 21:14:08 ACVOPFEINFP6000 |(b) Query 5: Opened Clinical - please
(UTC-03:00) City of (4), submit SAE update
Buenos Aires (b) (6) with the additional
'Medically Important'
SAE reason
Oct-30-2020 22:34:53 ACVOPFEINFPG000 |(b) Query 4: Closed Response satisfies
(UTC-03:00) City of (4), query
Buenos Aires (b) (6)
Oct-30-2020 22:30:24 ACVOPFEINFP6000 |(b) Query 3: Reissued:Opened CLINICAL COVID
(UTC-03:00) City of (4), testing has not been
Buenos Aires (b) (6) reported in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020414635] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the results.
Page 161 of 184

FDA-CBER-2021-5683-0886050




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314833
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Oct-30-2020 11:17:13 ACVOPFEINFPE000 | auto query Query 4: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-30-2020 11:17:13 ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-30-2020 11:17:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) YES
Buenos Aires Isthis serious event associated wi
th congenital anomaly or birth def
ect?
NO
Did this serious event result in de
ath?
NO
Did this serious event require or p
rolong hospitalization?
YES
Did this serious event result in per
sistent or significant disability/inc
apacity?
NO
Isthis serious event life threatenin
g?
NO
Other medically important serious
event
YES
Oct-28-2020 00:41:02 ACVOPFEINFPG000 |(b) Query 4: Opened CLINICAL - Reason
(UTC-03:00) City of (4), for Seriousis given as
Buenos Aires (b) (6) Med Important;
however, on SAE
report the reason is
Hospitalized. Please
review, and match.
More than 1 reason is
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acceptable.
Oct-27-2020 15:25:27 ACVOPFEINFP6000 |(b) Query 3: Opened CLINICAL COVID
(UTC-03:00) City of (4), testing has not been
Buenos Aires (b) (6) reported in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020414635] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the results.
Oct-27-2020 15:17:45 ACVOPFEINFP6000 |(b) Query 2: Closed SAE reported to safety
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
Oct-25-2020 10:46:31 ACVOPFEINFPG000 |(b) (4), Query 2: Opened SAE RECON:
(UTC-03:00) City of (b) (6) appendicitis(Onset
Buenos Aires date:160ct2020) is not
reported to Safety
database but marked
serious on AE CRF.
Confirm seriousness
and report to Pfizer
immediately. If this
event is not serious,
downgrade the event
on AE CRF
Oct-25-2020 10:46:11 ACVOPFEINFP6000 |(b) (4), Query 1: Deleted Query can be
(UTC-03:00) City of (b) (6) addressed internally
Buenos Aires
Oct-24-2020 16:33:22 ACVOPFEINFPE000 | auto query Query 1: Candidate For AE appendicitis:
(UTC-03:00) City of (autoquery) Response to "Isthe
Buenos Aires adverse event
serious?’ is'Yes but
"Serious Adverse
Event Number" is
blank.
Oct-24-2020 16:33:22 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires Isthis serious event associated wi
th congenital anomaly or birth def
ect?
NO
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Did this serious event result in de
ath?

NO

Did this serious event require or p
rolong hospitalization?

NO
Did this serious event result in per
sistent or significant disability/inc
apacity?

NO

Isthis serious event life threatenin
g?

NO

Other medically important serious
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
Oct-24-2020 16:33:22 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
| 9. Isthis event related to study treatment:
| Date L ocation User Value Reason
Feb-16-2021 18:50:34 ACVOPFEINFP6000 | Samuel Query 2: Closed Response satisfies
(UTC-03:00) City of Dychter query
Buenos Aires () (@
Feb-12-2021 13:34:00 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-12-2021 13:34.00 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatment(s)
, thisevent is due to:
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OTHER
If Other, specify:
Escherichia coli
Feb-11-2021 15:18:56 ACVOPFEINFP6000 | Samuel Query 2: Opened GPD Clin: Apologies,
(UTC-03:00) City of Dychter but what is meant by
Buenos Aires (b) (4) "rescued in crops?”
By consider replacing
with another phrase.
Jan-13-2021 10:34:22 ACVOPFEINFP6000 |(b) Query 1. Closed Response satisfies
(UTC-03:00) City of (4), query
Buenos Aires (b) (6)
Dec-29-2020 13:54:19 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-29-2020 13:54:19 ACVOPFEINFPG000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatment(s)
, thisevent is due to:
OTHER
If Other, specify:
E.Coli rescued in crops
Dec-22-2020 22:24:34 ACVOPFEINFPE000 |(b) Query 1: Opened Clinical Other

(UTC-03:00) City of (4), relationship of these

Buenos Aires (b) (6) eventsis Unknown;
however, SAE report
states that abscess
cultures grew E. cali.
For abscess SAE,
please consider the
Other relationship,
and update as
appropriate

Oct-24-2020 16:33:22 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) NOT RELATED

Buenos Aires If Not Related to study treatment(s)

, thisevent is due to:
OTHER
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If Other, specify:
Unknown
| 10. Latest Action Taken with Study Treatment:
|Date L ocation |User |Value Reason
Oct-24-2020 16:33:22 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NOT APPLICABLE
Buenos Aires (b) (6)
| 11. Was a Concomitant Medication given?
|Date L ocation |User |Value Reason
Oct-24-2020 16:33:22 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
| 12. Was a Non-Drug Treatment given?
|Date L ocation |User |Value Reason
Oct-24-2020 16:33:22 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
| 13. What was the outcome of this adverse event?:
|Date L ocation |User |Value Reason
Dec-28-2020 11:53:01 ACVOPFEINFP6000 | auto query Query 5: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-28-2020 11:53:01 ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED
Buenos Aires
Dec-28-2020 11:52:49 ACVOPFEINFPE000 | auto query Query 5: Opened For AE Acute
(UTC-03:00) City of (autoquery) Appendicitig/Intra-
Buenos Aires abdominal Abscess:
Response to "What was
the outcome of this
adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
is present.
Dec-28-2020 11:47:57 ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query
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Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

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

Buenos Aires

Dec-28-2020 11:47:27 ACVOPFEINFP6000 | auto query Query 4: Opened For AE Acute

(UTC-03:00) City of (autoquery) Appendicitig/Intra-

Buenos Aires abdominal Abscess:
Response to "What was
the outcome of this
adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
is present.

Dec-28-2020 11:47:27 ACVOPFEINFPG000 |(b) (4), Data Entry: New Information

*** Confidential***

(UTC-03:00) City of (b) (6) RECOVERING/RESOLVING

Buenos Aires

Nov-13-2020 05:44:19 ACVOPFEINFPE000 |(b) (4), Query 2: Closed SDB outcome updated

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

Buenos Aires

Nov-12-2020 18:25:35 ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

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

Buenos Aires

Nov-12-2020 18:25:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED

Buenos Aires

Nov-12-2020 17:07:30 ACVOPFEINFP6000 | auto query Query 3: Opened For AE appendicitis:

(UTC-03:00) City of (autoquery) Response to "What was

Buenos Aires the outcome of this
adverseevent?' is
'Recovering/Resolving'
but AE End Date/Time
is present.
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 13. What was the outcome of this adverse event?:

|Date L ocation ’User |Value Reason
Nov-12-2020 17:07:30 ACVOPFEINFP6000 |auto query |Query 2: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-12-2020 17:07:30 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-03:00) City of (4), RECOVERING/RESOLVING
Buenos Aires (b) (6)
Nov-12-2020 07:09:47 ACVOPFEINFPG000 |(b) (4), Query 2: Opened SAE
(UTC-03:00) City of (b) (6) RECON:AER#2020414635
Buenos Aires outcome was updated to
RECOVERED/RESOLVED
WITH SEQUELAE on AE
CRF while reported as
RECOVERING/RESOLVING
in Safety database. Please
confirm correct outcome. If
safety update is required,
please submit afollow-up
form.
Nov-10-2020 12:52:59 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-10-2020 12:52:59 ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED Wi
Buenos Aires TH SEQUELAE
Nov-10-2020 12:50:47 ACVOPFEINFP6000 |auto query | Query 1: Opened For AE appendicitis:
(UTC-03:00) City of (autoquery) Response to "What was the
Buenos Aires outcome of this adverse
event?' is
'Recovering/Resolving' but
AE End Date/Time is present.
Oct-24-2020 16:33:22 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), RECOVERING/RESOLVING
Buenos Aires (b) (6)
’ 14. Did the adverse event cause the subject to be discontinued from the study?
|Date L ocation |User |Value Reason
Oct-24-2020 16:33:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314833
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

| Buenos Aires |

’ (b) (4), (b) (6) | ’

| 15. Serious Adverse Event Number: For Pfizer Use Only

(UTC-03:00) City of Buenos
Aires

|Date |Location |User |VaJue |Reason
Oct-27-2020 06:23:31 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry

(b)(6) |2020414635

*** Confidential***
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Visit: Logs - Unscheduled

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

Subject No: 12314833
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 20:34

Back to Form

| 1. Category:

‘Dale L ocation |User |VaJue Reason
Nov-11-2020 10:39:29 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |ADVERSE EVENT
Aires

‘ 2. AE ID:

| Date L ocation | User | Value Reason
Nov-11-2020 10:39:29 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |2
Aires
3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation | User | Value Reason

Dec-11-2020 16:30:43 ACVOPFEINFPE000 |(b) Query 2: Closed query closed because

(UTC-03:00) City of 4), on deleted AE

Buenos Aires (b) (6)

Dec-07-2020 21:02:30 ACVOPFEINFP6000 | auto query Query 2: Answered As per Safety request

(UTC-03:00) City of (autoquery) case 2020446528

Buenos Aires (Intra-Abdominal
Abscess) should be
deleted and considered
as Follow up of case
2020414635
(Appendicitis Initial
SAE submitted).

Dec-06-2020 15:59:36 ACVOPFEINFPG000 |(b) Query 2: Opened CLINICAL On review

(UTC-03:00) City of 4), of the SAE report, an

Buenos Aires (b) (6) event of Surgical
Wound Infection with
E. coli was mentioned,
yet it does not appear
in the CRF. Please
review for safety and
update AE log CRF
accordingly.

Nov-13-2020 13:10:33 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

(UTC-03:00) City of 4), query

Buenos Aires (b) (6)
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Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Nov-12-2020 10:12:16 ACVOPFEINFPG000 |(b) (4), Query 1: Answered SAE safety update

(UTC-03:00) City of (b) (6) was sent on 10NOV

Buenos Aires

Nov-11-2020 17:14:26 ACVOPFEINFPE000 |(b) Query 1: Opened CLINICAL - Abscess

(UTC-03:00) City of 4), event isrecorded as

Buenos Aires (b) (6) serious, therefore
please send a SAE
safety update
(#2020414635) with
this 2nd event also
reported as SAE

Nov-11-2020 10:39:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Intra-abdominal Abscess

Buenos Aires

| 4. Start Date Time:

‘ Date L ocation | User | Value Reason
Nov-11-2020 10:39:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos ggg ] Oct/29/2020 12:00
Aires

‘ 5. Isthe adverse event still ongoing?

| Date L ocation | User | Value Reason
Feb-10-2021 10:53:52 ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:

Dec/4/2020 12:15
Dec-11-2020 16:30:43 ACVOPFEINFP6000 |(b) (4), (b) Query 1. Closed query closed because
(UTC-03:00) City of (6) on deleted AE
Buenos Aires
Dec-07-2020 21:02:30 ACVOPFEINFP6000 | auto query Query 1: Answered As per Safety request
(UTC-03:00) City of (autoquery) case 2020446528

Buenos Aires

(Intra-Abdominal
Abscess) should be
deleted and
considered as Follow
up of case
2020414635
(Appendicitis Initial
SAE submitted).

Dec-06-2020 15:53:14
(UTC-03:00) City of

ACVOPFEINFPG000

(b) (4), (b) Query 1: Opened CLINICAL Event end
(6) date is 02Dec20;
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314833
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 20:34

Buenos Aires

however, SAE event
has no end date.
Please review,
harmoni ze reporting,
and update in the
appropriate location

Dec-02-2020 12:22:18 ACVOPFEINFP6000 | Santiago Data Entry: New Information
(UTC-03:00) City of Corradetti NO
Buenos Aires (b) (4) End Date Time:
Dec/2/2020 12:15
Nov-11-2020 10:39:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
| 6. Toxicity Grade:
‘ Date L ocation | User | Value Reason
Nov-11-2020 10:39:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

Aires

(UTC-03:00) City of Buenos

4,
(b) (6)

3

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation | User | Value Reason

Feb-25-2021 17:31:53 ACVOPFEINFP6000 |(b) Query 2: Closed Response satisfies

(UTC-03:00) City of 4), query

Buenos Aires (b) (6)

Feb-11-2021 16:47:31 ACVOPFEINFP6000 ((b) (4), (b) | Query 2: Answered Itisclarifiedinthe

(UTC-03:00) City of (6) sponsor's form that the

Buenos Aires seriousness criteria of
the serious adverse
event intra-abdominal
abscess are
hospitalization and a
major medical event.

Feb-10-2021 13:25:12 ACVOPFEINFP6000 |(b) Query 2: Opened Clinical - Event serious

(UTC-03:00) City of 4), criteriaare HOSP and

Buenos Aires (b) (6) Medically
important/significant;
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1231

Form Version: 22-Apr-2020 21:02

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

*** Confidential***

Argerich
Subject No: 12314833 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
however, SAE event
serious criterion is
HOSP. Please review,
harmonize reporting,
and update where
appropriate
Nov-12-2020 15:16:36 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-11-2020 10:39:29 ACVOPFEINFP6000 | auto query Query 1. Candidate For AE Intra-abdominal
(UTC-03:00) City of (autoquery) Abscess: Response to
Buenos Aires "Isthe adverse event
serious?' is'Yes but
"Serious Adverse Event
Number" is blank.
Nov-11-2020 10:39:29 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Isthis serious event associated wit
h congenital anomaly or birth defe
ct?
NO
Did this serious event result in dea
th?
NO
Did this serious event require or p
rolong hospitalization?
YES
Did this serious event result in per
sistent or significant disability/inc
apacity?
NO
Isthis serious event life threatenin
g?
NO
Other medically important serious
event
YES
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Subject No: 12314833
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 20:34

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

(UTC-03:00) City of
Buenos Aires

‘ Date L ocation | User | Value Reason
Nov-11-2020 10:39:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos Eﬁ;' © NO
Aires

| 9. Isthis event related to study treatment:

| Date L ocation | User | Value Reason
Dec-01-2020 23:01:57 ACVOPFEINFPE000 |(b) Query 2: Closed Response satisfies
(UTC-03:00) City of 4), query
Buenos Aires (b) (6)

Nov-26-2020 18:24:21 ACVOPFEINFP6000 ((b) (4), (b) | Query 2: Answered Itisclarifiedin

(6) comments that both
abdominal abscesses
correspond to this
adverse event of
surgical pathology.

Thank you.
Nov-24-2020 14:02:21 ACVOPFEINFPG000 |(b) Query 2: Opened CLINICAL SAE
(UTC-03:00) City of (4), reports that the 2nd
Buenos Aires (b) (6) (retrovesical) abscess
culture revealed E coli
infection. Please
update information
here if both abscesses
areincluded in the
event Abd Abscess
Nov-12-2020 15:20:58 ACVOPFEINFPE000 |(b) Query 1: Closed Response satisfies
(UTC-03:00) City of 4), query
Buenos Aires (b) (6)
Nov-12-2020 13:53:48 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-12-2020 13:53:48 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatment(s)
, thisevent is due to:
OTHER
If Other, specify:
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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 No: 12314833 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
surgical history of appendicitis
on 190CT2020
Nov-11-2020 16:41:25 ACVOPFEINFPE000 |(b) Query 1: Opened CLINICAL Abscess
(UTC-03:00) City of 4), Event relationship is
Buenos Aires (b) (6) reported as Other;
however subject
recently had
appendicitis. Please
review and consider if
Abscessis/isnot
related to recent
appendicitis.
Nov-11-2020 10:39:29 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatment(s)
, thisevent is due to:
OTHER
If Other, specify:
unknown

| 10. Latest Action Taken with Study Treatment:

‘ Date L ocation | User | Value Reason
Nov-11-2020 10:39:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos g)‘; ] NOT APPLICABLE
Aires

‘ 11. Was a Concomitant Medication given?

| Date L ocation | User | Value Reason
Nov-11-2020 10:39:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos gg‘; ] YES
Aires

‘ 12. Was a Non-Drug Treatment given?

| Date L ocation | User | Value Reason
Nov-11-2020 10:39:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos Eg; 5 YES
Aires

| 13. What was the outcome of this adverse event?:

‘ Date L ocation User Value Reason
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Form Status: Data Complete, Locked, Frozen
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Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Feb-10-2021 10:54:02 | ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query

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

Buenos Aires

Feb-10-2021 10:54:.02 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) RECOVERED/RESOLVE

Buenos Aires D

Feb-10-2021 10:53:04 | ACVOPFEINFP6000 | auto query Query 4: Opened For AE Intra-abdominal Abscess:

(UTC-03:00) City of (autoquery) Response to "What was the outcome

Buenos Aires of this adverse event?' is
'Recovering/Resolving' but AE End
Date/Timeis present.

Dec-09-2020 08:24:01 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed event inactivated

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

Buenos Aires

Dec-09-2020 07:43:15 | ACVOPFEINFPG000 |(b) (4), Query 2: Reissued:Candid | event inactivated

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

Buenos Aires

Dec-07-2020 21:02:30 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

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

Buenos Aires

Dec-07-2020 18:20:07 | ACVOPFEINFP6000 | auto query Query 3: Opened For AE Intra-abdominal Abscess:

(UTC-03:00) City of (autoquery) Response to "What was the outcome

Buenos Aires of this adverse event?' is
'Recovering/Resolving' but AE End
Date/Timeis present.

Dec-07-2020 18:20:07 | ACVOPFEINFP6000 | auto query Query 2: Answered New Information

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

Buenos Aires

Dec-07-2020 18:20:07 | ACVOPFEINFPG000 |(b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) RECOVERING/RESOLV

Buenos Aires ING

Dec-04-2020 07:12:13 | ACVOPFEINFPG000 |(b) (4), Query 2: Opened SAE

(UTC-03:00) City of (b) (6) RECON:AER#2020414635,0utcome

Buenos Aires was reported as
Recovering/Resolving to Safety DB
however, recorded as
RECOVERED/RESOLVED on AE
CRF. Please confirm correct
outcome. If safety updateis
required, please submit afollow-up
form

Dec-02-2020 12:22:39 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Page 176 of 184

*** Confidential***
FDA-CBER-2021-5683-0886065




090177e196ae2e9e\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires

Dec-02-2020 12:22:39 | ACVOPFEINFP6000 | Santiago Data Entry: New Information

(UTC-03:00) City of Corradetti RECOVERED/RESOLVE

Buenos Aires (b) (4) D

Dec-02-2020 12:22:18 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE Intra-abdominal Abscess:

(UTC-03:00) City of (autoquery) Response to "What was the outcome

Buenos Aires of this adverse event?' is

'Recovering/Resolving' but AE End
Date/Timeis present.

Nov-11-2020 10:39:29 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RECOVERING/RESOLV
Buenos Aires ING

| 14. Did the adverse event cause the subject to be discontinued from the study?

| Date L ocation | User | Value Reason
Nov-11-2020 10:39:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Buenos E;‘; ] NO
Aires
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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

Subject No: 12314833
Generated By: (b) (4)

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 15. Serious Adverse Event Number: For Pfizer Use Only

|Date L ocation ’User |Value Reason
Nov-20-2020 05:05:57 ACVOPFEINFPG000 |(b) (4), Data Entry: cases merged in SDB.

(UTC-03:00) City of Buenos
Aires

(b) (6) |2020414635

Nov-12-2020 15:16:36
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(b) (6) 2020446528
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314833
Generated By: (b) (4)

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

| 1. Category:

‘ Date L ocation | User ‘ Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) |ADVERSE EVENT
Aires

‘ 2. AE ID:

| Date L ocation | User | Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) |3
Aires
3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

| Date L ocation User Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli infection in surgical wound
Buenos Aires (b) (4)

‘ 4. Start Date Time:

| Date L ocation User Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Oct/30/2020 18:42
Buenos Aires (b) (4)

| 5. Isthe adverse event still ongoing?

‘ Date L ocation User Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4) End Date Time:

Dec/4/2020 12:15

| 6. Toxicity Grade:

| Date L ocation User Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 | Martina Data Entry: Initia Entry
(UTC-03:00) City of Davalli 2
Buenos Aires (b) (4)
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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: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

7. |sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 | Martina Data Entry: Initia Entry
(UTC-03:00) City of Davalli 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
Feb-27-2021 18:21:34 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)

‘ 9. Isthis event related to study treatment:

| Date L ocation User Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NOT RELATED
Buenos Aires (b) (4) If Not Related to study treatment(s),

this event is due to:
OTHER
If Other, specify:
unknown

| 10. Latest Action Taken with Study Treatment:

‘ Date L ocation User Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NOT APPLICABLE
Buenos Aires (b) (4)

‘ 11. Was a Concomitant Medication given?

| Date | L ocation | User | Value | Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314833
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 20:34

‘ Buenos Aires | ‘ (b) (4) | |

‘ 12. Was a Non-Drug Treatment given?

| Date | L ocation | User |Value |Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)

| 13. What was the outcome of this adverse event?:

‘ Date L ocation User Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli RECOVERED/RESOLVED
Buenos Aires (b) (4)

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

| Date L ocation User Value Reason
Feb-27-2021 18:21:34 ACVOPFEINFP6000 | Martina Data Entry: Initia Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
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Header Text: C4591001

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

Subject No: 12314833
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 20:34

Back to Form

‘ 1. Date Treatment Unblinded :

| Date L ocation User Value Reason
Mar-05-2021 11:20:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/4/2021
Buenos Aires (b) (6)

| 2. Primary Reason for Unblinding:

‘ Date L ocation User Value Reason
Mar-05-2021 11:20:21 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), ASSESSELIGIBILITY FOR ADD
Buenos Aires (b) (6) ITIONAL VACCINATION
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Header Text: C4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

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

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

Subject No: 12314833 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Subject Status
| Date L ocation | User | Value Reason
Dec-02-2020 12:45:34 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | FOLLOW-UP

Aires

Aug-28-2020 15:04:52 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | ENROLLED/RANDOMIZED

Aires

Aug-28-2020 15:04:11 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SCREENED

Aires

| 2. Subject Status Date

‘Dale L ocation ’User |VaJue Reason
Dec-02-2020 12:45:34 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Dec/2/2020
Aires
Aug-28-2020 15:04:52 ACVOPFEINFPE000 | auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) | Aug/28/2020
Aires
Aug-28-2020 15:04:11 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Aug/28/2020
Aires
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Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12314833
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

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

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

‘ 1. Casebook Signature

| Date L ocation User Value Reason
Nov-08-2020 11:44:50 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Click Here to Enable
Buenos Aires (b) (4)
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