090177e196ae2e64\Final\Final On: 01-Apr-2021 03:11 (GMT)

Header Text: C4591001

Visit;: COHORT_SELECTION Form: COHORT SELECTION

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

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

Subject No: 12314035 Subject Initials: ---

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

eCRF Audit Trail History

Cohort Selection

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

1. | Select appropriate response - 24 JUL 2020
Protocol version

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

Page 1 of 160

*** Confidential***
FDA-CBER-2021-5683-0880231
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Header Text: C4591001

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

Subject No: 12314035
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/25/2020

Page 2 of 160

*** Confidential***
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Header Text: C4591001

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

Subject No: 12314035
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

Demography

1. | Subject ID [12314035]

2. | Birth Date: (6) (6)/1957

3. | Sex: MALE

4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): NOT REPORTED

6. | Racial Designation:

*** Confidential***

Page 3 of 160
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314035
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 Aug/25/2020
2. | Erroneous Visit
Page 4 of 160
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
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 M et

*** Confidential***

1 Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2 Description of Exclusion Not Applicable
Criterion Met
Page 5 of 160

FDA-CBER-2021-5683-0880235




Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: DISPOSITION - SCREENING

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

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

Subject No: 12314035 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

090177e196ae2e64\Final\Final On: 01-Apr-2021 03:11 (GMT)

1. | Date of Aug/25/2020
Compl etion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 160
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
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

eCRF Audit Trail History

Medical History Details

la|| Line/MH Number:

[1]

Disease/Syndrome/Surgery [Acute myocardial infarction]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Sep/21/2018
Ongoing: NO
End Date:
Sep/23/2018
LD || Line/MH Number: 2]
Disease/Syndrome/Surgery [Dyslipemia)
/Non-Drug Allergies/Drug
Allergies:
Start Date: Sep/UNK/2018
Ongoing: YES

1.¢ || Line/MH Number:

(3]

Disease/Syndrome/Surgery [Gastroduodenal Bleeding Ulcer]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1998
Ongoing: NO
End Date:
UNK/UNK/1998

1d || Line/MH Number:

[4]

*** Confidential***

Disease/Syndrome/Surgery [Diverticulitis]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Apr/1/2018
Ongoing: NO
End Date:
Apr/15/2018
Page 7 of 160
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
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

1e || LineMH Number:

(9]

Disease/Syndrome/Surgery [Colon Resection]
/Non-Drug Allergies'Drug
Allergies:
Start Date: Apr/15/2018
Ongoing: NO
End Date:
Apr/15/2018

Lf 1] Line/MH Number:

(6]

Disease/Syndrome/Surgery [Arterial Hypertension]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Sep/23/2018
Ongoing: YES
19|/ Line/MH Number: [7]
Disease/Syndrome/Surgery [Heavy Smoking]
/Non-Drug Allergies'Drug
Allergies:
Start Date: UNK/UNK/1975
Ongoing: NO
End Date:
UNK/UNK/2007

1h || Line/MH Number:

(8]

Disease/Syndrome/Surgery [angioplasty with stent placement]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Sep/21/2018
Ongoing: NO

End Date:

Sep/21/2018

Page 8 of 160
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
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

*** Confidential***

Vital Signs
1. | Date: Aug/25/2020
2. | Weight: [79.15]
3. | Unit: kg
4. | Height: [166.0]
5. [ Unit: cm
6. | Body Mass Index: [28.7]
Vital Signs Details
7-a|| Record Identifier: 1
Temperature: [36.7]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 9 of 160
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
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

Disposition
1. | Randomization Date : Aug/25/2020
2. | Randomization Number: [240684]
3. | Randomization Group: [1
Page 10 of 160

*** Confidential***
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
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/25/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPT933]
5b || sample D [BPT934]
5C || sample ID [BPT935]
5d || sample 1D [BNVBLH]
5€ || sample ID [BNVBLJ]
Page 11 of 160
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FDA-CBER-2021-5683-0880241
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
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:
Aug/25/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample ID [BP2FOG]
Page 12 of 160
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
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: Aug/25/2020 18:45
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
Page 13 of 160
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
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

Page 14 of 160
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Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12314035
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 Sep/14/2020
2. | Erroneous Visit
Page 15 of 160
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Header Text: C4591001

Visit: V2 VAX2 L

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

Subject No: 12314035
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

Vital Signs
1. | Date: Sep/14/2020
Vital SignsDetails
2.a|| Record Identifier: 1
Temperature: [36.8]
Unit: C
Temperature L ocation: ORAL CAVITY
Page 16 of 160
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Header Text: C4591001

Visit: V2 VAX2 L

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

Subject No: 12314035
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:
Sep/14/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample ID [BP2FNF]
Page 17 of 160
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Header Text: C4591001

Visit: V2 VAX2 L

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

Subject No: 12314035
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: Sep/14/2020 16:25
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
Page 18 of 160
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314035
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 Oct/15/2020
2. | Erroneous Visit
Page 19 of 160
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Header Text: C4591001

Visit: V3_ MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314035
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:
Oct/15/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BRVGZ6]
5b || sample D [BPW60C]
5C || sample ID [BRVGYB]
Page 20 of 160
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Header Text: C4591001

Visit: V4_MONTH6_L

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

Subject No: 12314035
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: 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 Mar/22/2021
2. | Erroneous Visit
Page 21 of 160
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Header Text: C4591001

Visit: V4 MONTH6_L

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

Subject No: 12314035
Generated By: (b) (4)

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

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/22/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BS1VWA4]
5b || sample D [BRLYY1]
5C || sample ID [BS1VV1]
Page 22 of 160
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Header Text: C4591001

Visit: V5_MONTH12 L

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

Subject No: 12314035
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. | Date of Visit 1
2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V5 MONTH12 L

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

Subject No: 12314035
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 ID

[]

Page 24 of 160
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Header Text: C4591001

Visit: V6_MONTH24_L

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

Subject No: 12314035
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. | Date of Visit 1
2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V6_ MONTH24 L

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

Subject No: 12314035
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 ID

[]

Page 26 of 160
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Header Text: C4591001

Visit

SiteNo: 1231

Subject No: 12314035
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_ILL - New Unscheduled

Form: DATE OF VISIT - ILLNESS ONSET

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. | Date of Visit

1

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL - New Unscheduled

Visit
Form Version: 28-Mar-2021 02:35
Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

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:

I

2. | Date of First Symptom Started:

)

3. | Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

S, Symptoms - Other Text:

[]

Page 28 of 160
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Header Text: C4591001

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

Subject No: 12314035
Generated By: (b) (4)

Visit: POT_COVID_ILL - New Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

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. SampleID

[]

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

Visit

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

Subject No: 12314035
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 aliquot.

5.

SampleID

[]
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Header Text: C4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 28-Mar-2021 02:23

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

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

L 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 ilIness?
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Header Text: C4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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 IlIness?

3. | Toxicity Grade:
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Header Text: C4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

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

Subject No: 12314035
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. | Date of Visit

1

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

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

Subject No: 12314035
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. SampleID

[]
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314035
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. | Date of Visit 1

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

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

Subject No: 12314035
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
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Header Text: C4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12314035 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/15/2020
Completion/Discontinuation/Death

2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: C4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

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

Subject No: 12314035 Subject Initials: ---

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

Disposition - Follow-Up

1. | Date of 1
Compl etion/Discontinuation/Death

2. | Phase of Disposition:

3. | Status:

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

Unscheduled Visit

SiteNo: 1231

Subject No: 12314035
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB - New

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

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

Subject Initials. ---

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

Date of Visit

1. | Date of Visit

1

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: 12314035
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.

SampleID

[]
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314035
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. | Date of Visit 1

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 28-Mar-2021 02:28

Site No: 1231

Subject No: 12314035
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:

1l

Vital Signs Details

2. || Record I dentifier:

Temperature:

[]

Unit:

Temperature L ocation:

Page 42 of 160

*** Confidential***
FDA-CBER-2021-5683-0880272




090177e196ae2e64\Final\Final On: 01-Apr-2021 03:11 (GMT)

Header Text: C4591001

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

Subject No: 12314035
Generated By: (b) (4)

Visit: Unplanned Vaccination - Unscheduled

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:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

(]

C|® | N |0 &~]|® D

Unit:

|
©

Timeframe Subject Was Observed

[EEN
=

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

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314035
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: [1
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Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 16:01

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

Subject No: 12314035
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. | Date of Visit 1l
2. | Erroneous Visit
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Header Text: C4591001

Visit: V201 _SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12314035
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Status: Not Started

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

Subject Initials: ---

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

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: C4591001

Visit: V201 _SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12314035
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

to protocol, please provide reason:

sample was not collected according

Aliquot

Please enter barcode for each aliquot.

5. SampleID

[]
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Unscheduled

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

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

Subject No: 12314035 Subject Initials: ---

Generated By: (b) (4) 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 [1
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

5. || Sample 1D []
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 12314035
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: 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/3/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 12314035
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Frozen

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

Subject Initials: ---

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

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 and NOT confirmed to have received only placebo at Vaccination 1/2

*** Confidential***
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314035
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 Identi | Adverse Ev Isthe Adverse Event Still | Form Instanc
# Category . Start Date .
fier ent Ongoing e
1 ADVERSEEV |1 AnginaPect | Sep/20/20201 | NO Repeating
ENT oris 7:00 End Date Time: Pages
Sep/24/2020 08:30
2. ADVERSEEV |2 Anxiety Cry | Sep/29/2020 1 | NO Repeating
ENT Sis 2:00 End Date Time: Pages
Sep/29/2020 18:30
3.DELETED |ADVERSEEV |3 anxiety crisi | Sep/29/2020 1 | NO Repeating
ENT s 2:00 End Date Time: Pages
Sep/29/2020 18:30
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12314035 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1
3. | Adverse Event: [Angina Pectoris]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Sep/20/2020 17:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Sep/24/2020 08:30
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.

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

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

Did this serious event require or prolong hospitalization?
YES

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

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.
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[coronary disease]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [2020380582]
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12314035 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Anxiety Crysis]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Sep/29/2020 12:00
5. | Isthe adverse event till ongoing? | NO
End Date Time:
Sep/29/2020 18:30
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 NOT RELATED
trestment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:

[Angina Pectoris]
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12314035 Subject Initials: ---

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

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:

11. | Was a Concomitant Medication NO
given?

12. | Was aNon-Drug Treatment given? [ NO

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

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: [
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12314035 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [anxiety crisis]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Sepl29/2020-12:00

5. | Isthe adverse event still ongoing? | NO
Sep/29/202018:30

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.
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Verified

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

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

9. | Isthisevent related to study NOTRELATED
treatment: H-NotRelated-to-study-treatment{s)-this-eventisdue-to:
OFHER
[Anginapectoris]
10. | Latest Action Taken with Study NOTF-ARRLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? [NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: []
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs

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

Subject No: 12314035
Generated By: (b) (4)

Form: MEDICATION ERROR

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

Argerich
Subject Initials: ---

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

Catego | Medication Er | Start Da

Isthe medication error Still O

Study Medication Errors

*** Confidential***

# . . Form Instance
ry ror te ngoing Action
1. Repesting
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314035
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 still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication

given?

Was a Non-Drug Treatment given?

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
Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

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

Argerich
Subject Initials: ---

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

*** Confidential***

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

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

Subject No: 12314035
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 isthe medication identifier? |[[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [

Provide the complete generic drug
name (including salt form, where
applicable). Where generic nameis
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: 12314035
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 | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314035
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 nameis
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

5. | Dose: [1

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: 1

10. | Ongoing?
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Header Text: C4591001

Visit: Logs Form: RADIATION TREATMENT
Form Version: 22-Apr-2020 21:02
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314035 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
# Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat Form I nstance
y r ed t e
1 Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

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

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

Subject No: 12314035 Subject Initials: ---

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

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? [

3. | Concomitant Non-drug Treatment

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

090177e196ae2e64\Final\Final On: 01-Apr-2021 03:11 (GMT)
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Header Text: C4591001

Visit: Logs

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

Subject No: 12314035
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
SiteNo: 1231

Subject No: 12314035
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

Page 68 of 160

*** Confidential***
FDA-CBER-2021-5683-0880298




090177e196ae2e64\Final\Final On: 01-Apr-2021 03:11 (GMT)

Header Text: C4591001

Visit: UNPLANNED_BOOSTER_CONTACT - Form: DATE OF VISIT
Unscheduled

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

Subject No: 12314035
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. | Date of Visit 1l
2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: UNPLANNED_BOOSTER_CONTACT - Form: BOOSTER DOSE TRIGGER FORM
Unscheduled

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

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

Subject No: 12314035 Subject Initials: ---

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

Booster Dose Trigger Form

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

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

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

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

Subject No: 12314035 Subject Initials: ---

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

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded : Feb/3/2021

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

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

Subject No: 12314035
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1231) Hospital Militar Cen
Argerich

Subject Initials: ---

tral Cirujano Mayor Dr. Cosme

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

Withdrawal Of Consent

1. | Withdrawal of Consent Date:

1l

Page 72 of 160
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Header Text: C4591001

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

Subject No: 12314035
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: 12314035
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-202

120:34

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/15/2020
Page 74 of 160
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Hereto Enable

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

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

Subject No: 12314035 Subject Initials: ---

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

Audit Trail

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

e CRF_Sign

e CRF _Sign 1

Name Signature Date Type Action
M eaning
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Subject No: 12314035
Generated By: (b) (4)

Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Argerich

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

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

Back to Form

*** Confidential***

Item | Date User Comment
Form | Aug-25-2020 21:13:52 (UTC-03:00) City of MartinaDavalli | Not Applicable
Buenos Aires (b) (4)
Page 77 of 160
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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, Verified

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

Subject No: 12314035 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
e CRF _Sign 1
Name Signature Date Type Action
M eaning
(b) (6) N/A Mar-22-2021 11:41:46 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-04-2021 18:27:12 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

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

(b) (6) N/A Feb-03-2021 16:17:09 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Oct-26-2020 10:54:51 (UTC-03:00) City of BOOK Signed
Polack Buenos Aires
Page 78 of 160
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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, Verified

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

Subject No: 12314035 Subject Initials: ---

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

Affidavit:

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

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

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

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

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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

Argerich

Subject Initials: -

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

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-25-2020 21:13:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali 24 JUL 2020
Buenos Aires (b) (4)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-25-2020 21:13:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali STAGE 3 COHORTS
Buenos Aires (b) (4)
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Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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

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

Argerich

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

Back to Form

*** Confidential***

1. Consent Was:
Date L ocation User Value Reason
Aug-25-2020 21:13:17 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali OBTAINED
Buenos Aires (b) (4) Date Written Consent Obtained
Aug/25/2020
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Header Text: C4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1231

Subject No: 12314035
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-25-2020 17:31:23 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-03:00) City of (autocalc) | 12314035 previous form
Buenos Aires
2. Birth Date:
Date Location User Value Reason
Aug-25-2020 17:31:18 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-03:00) City of (autocalc) | (6)/1957
Buenos Aires
3. Sex:
Date L ocation User Value Reason
Aug-25-2020 21:13:35 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli MALE
Buenos Aires (b) (4)
4. Ethnicity:
Date Location User Value Reason
Aug-25-2020 21:13:35 ACVOPFEINFPG000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli HISPANIC OR LATINO(A) OR
Buenos Aires (b) (4) OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Sep-10-2020 11:21:16 | ACVOPFEINFPGE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Sep-09-2020 09:15:17 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered Origina valueis
(UTC-03:00) City of (6) correct
Buenos Aires
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314035
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

Sep-09-2020 02:45:43 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened Clin Query:

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

Buenos Aires completed, yet
Race not reported.
Please add Race or
confirm subject
refused.

Sep-08-2020 15:56:41 | ACVOPFEINFPGE000 |(b) (4), Query 1: Candidate Clin Query:

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

Buenos Aires completed, yet
Race not reported.
Please add Race or
confirm subject
refused.

Aug-25-2020 21:13:35 | ACVOPFEINFP6000 |MartinaDavalli |DataEntry: Initial Entry

(UTC-03:00) City of (b) (4) NOT REPORTED

Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314035
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
Aug-25-2020 21:13:42 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Aug/25/2020
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314035 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

1. Date of Completion/Discontinuation/Death
Date L ocation User Value Reason
Aug-25-2020 21:14:04 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Aug/25/2020
Buenos Aires (b) (4)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-25-2020 21:14:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING
Buenos Aires
3. Status:
Date L ocation User Value Reason
Aug-25-202021:14:04 | ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali COMPLETED
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: 12314035
Generated By: (b) (4)

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

Argerich

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

Back to Form

la
Date L ocation User Value Reason
Aug-25-2020 21:15:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | LineMH Nu 1
Buenos Aires mber:

Medical Histo Acute myocardial

ry Term: infarction

Start Date:  Sep/21/2018

Ongoing: NO

End Date:
Sep/23/2018

l.aLine/MH Number:
Date L ocation User Value Reason
Aug-25-2020 21:15:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1
Buenos Aires
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-26-2020 14:35:03 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 3: Closed Response satisfies

(UTC-03:00) City of

query

Buenos Aires
Oct-22-2020 19:06:58 | ACVOPFEINFPG000 |(b) (4), Query 3: Answered | clarify that the
(UTC-03:00) City of (b) (6) NSTEMI medical
Buenos Aires history is aready
separated from the
angioplasty (and
stent placement)
medical history
Oct-18-2020 23:44:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Opened CLINICAL SAE
(UTC-03:00) City of reports a separate
Buenos Aires past medical history
of NSTEMI with
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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

Argerich

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

angioplasty (and
stent placement);
please add this
separate cardiac
event to medical
history

Oct-14-2020 11:31:13
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 2: Closed

Response satisfies
query

Oct-12-2020 15:26:13
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 2: Opened

According to query
response, the
subject has medical
history of HTN,
smoker, Upper Gl
bleed, colon
resection, and
NSTEMI. Please
update Medical
History record to
include this Disease
Syndromes. Please
review CRF
completion
instructions Section
8.7.

Oct-12-2020 12:03:49
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Closed

Follow-up query
entered for
clarification.

Oct-12-2020 12:03:11
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 2: Candidate

According to query
response, the
subject has medical
history of HTN,
smoker, Upper GI
bleed, colon
resection, and
NSTEMI. Please
update Medical
History record to
include this Disease
Syndromes. Please
review CRF
completion

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

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

instructions Section
8.7.
Oct-09-2020 15:47:25 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened ClinQuery:SAE
(UTC-03:00) City of indicates medical
Buenos Aires history included
hypertension,

former smoker,
upper Gl bleeding
(gastroduodenal
ulcer)1998, colonic
resection due to
diverticulitis
Apr2018,
(NSTEMI)(with
percutaneous
transluminal
angioplasty).

Oct-09-2020 15:43:18
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Candidate

ClinQuery:SAE
indicates medical
history included
hypertension,
former smoker,
upper Gl bleeding
(gastroduodenal
ulcer)1998, colonic
resection due to

diverticulitis
Apr2018,
(NSTEMI)(with
percutaneous
transluminal
angioplasty).

Aug-25-2020 21:15:01 | ACVOPFEINFP6000 | Martina Davalli Data Entry: Initial Entry

(UTC-03:00) City of (b) (4) Acute myocardial infarction

Buenos Aires

1l.a Start Date:

Date L ocation User Value Reason

Aug-25-2020 21:15:01 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli Sep/21/2018

Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

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

(UTC-03:00) City of
Buenos Aires

(autocalc) | Ling/MH Number: 2
Medical History Te Dyslipemia

rm:

Start Date: Sep/UNK/20
18

Ongoing: YES

1.a0Ongoing:
Date L ocation User Value Reason
Aug-25-2020 21:15:01 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4) End Date:

Sep/23/2018
1b
Date L ocation User Value Reason
Oct-13-2020 10:51:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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

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

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

1.b Line/MH Number:

Date L ocation User Value Reason
Oct-13-2020 10:51:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |2
Buenos Aires
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-13-2020 10:51:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Dyslipemia
Buenos Aires
1.b Start Date:
Date L ocation User Value Reason
Oct-13-2020 10:51:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/UNK/2018
Buenos Aires
1.b Ongoing:
Date L ocation User Value Reason
Oct-13-2020 10:51:32 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
1lc
Date L ocation User Value Reason
Oct-23-2020 10:51:31 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) LineMH N 3
Buenos Aires umber:

Medical His Gastroduodenal

tory Term: Bleeding Ulcer

Start Date:  UNK/UNK/1998
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - 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: 12314035 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Ongoing: NO
End Date:
UNK/UNK/1
998
Oct-22-2020 18:50:42 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) LineMH N 3
Buenos Aires umber:
Medical His Gastroduodenal
tory Term: Bleeding Ulcer
Start Date:  UNK/UNK/1998
Ongoing: NO
End Date:
UNK/UNK/1
998
Oct-14-2020 10:20:59 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Lineg/MH Num 3
Buenos Aires ber:
Medical Histo Gastroduoden
ry Term: al ulcer
Start Date: UNK/UNK/19
98
Ongoing: NO
End Date:
UNK/UNK
/1998
Oct-13-2020 10:53:12 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Line/MH Num 3
Buenos Aires ber:
Medical Histor Gastroduoden
y Term: al ulcer
Start Date: UNK/UNK/1
998
Ongoing: NO
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

1.cLine/MH Number:

Date L ocation User Value Reason

Oct-13-2020 10:53:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |3

Buenos Aires

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason

Oct-23-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: Clo | Discrepancy has

12:27:55 Oracle sed been closed.

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

City of Buenos

Aires

Oct-23-2020 ACVOPFEINFP6000 auto query Query 2: An | Transcription

10:51:31 (autoquery) swered Error

(UTC-03:00)

City of Buenos

Aires

Oct-23-2020 ACVOPFEINFP6000 (b) (4), Data Entry: | Transcription

10:51:31 (b) (6) Gastroduode | Error

(UTC-03:00) nal Bleeding

City of Buenos Ulcer

Aires

Oct-23-2020 ACVOPFEINFP6000 (b) (4), Query 1: Clo | Response

10:50:16 (b) (6) sed satisfies query

(UTC-03:00)

City of Buenos

Aires

Oct-23-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: Op | Spacing:

02:19:20 Oracle ened Verbatim Term

(UTC-03:00) (b) (4) contains leading,

City of Buenos trailing or more

Aires than one
consecutive
space.

Oct-22-2020 ACVOPFEINFP6000 auto query Query 1: An | Transcription

18:50:42 (autoquery) swered Error

(UTC-03:00)

Page 92 of 160

*** Confidential***
FDA-CBER-2021-5683-0880322




090177e196ae2e64\Final\Final On: 01-Apr-2021 03:11 (GMT)

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

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

City of Buenos

Aires

Oct-22-2020 ACVOPFEINFPE000 (b) (4), Data Entry: | Transcription

18:50:42 (b) (6) Gastroduode | Error

(UTC-03:00) nal Bleeding

City of Buenos Ulcer

Aires

Oct-14-2020 ACVOPFEINFPG000 (b) (4), Query 1: Op | According to the

15:47:37 (b) (6) ened SAE report, the

(UTC-03:00) subject has past

City of Buenos medical history

Aires for Gl Bleed. If
the
Gastroduodenal
Ulcer issite of
Gl Bleed,
consider to
update the term
toinclude
Gastroduodenal
Bleeding Ulcer.
If Gl bleed is
from another
site, please
update record.

Oct-13-2020 ACVOPFEINFPE000 (b) (4), Data Entry: | Initia Entry

10:53:12 (b) (6) Gastroduode

(UTC-03:00) nal ulcer

City of Buenos

Aires

1.c Start Date:

Date L ocation User Value Reason

Oct-13-2020 10:53:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) UNK/UNK/1998

Buenos Aires

1.c Ongoing:

Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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

Argerich

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

Oct-15-2020 04:30:55 ACVOPFEINFP6000 |(b) (4), Query 1. Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Oct-14-2020 10:20:59 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-14-2020 10:20:59 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) NO
Buenos Aires End Date:
UNK/UNK/1998
Oct-14-2020 09:18:20 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The response
(UTC-03:00) City of (6) for "Ongoing
Buenos Aires reported as'No'
however End date
ismissing? Kindly
review and update.
Oct-13-2020 10:53:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1d
Date L ocation User Value Reason
Oct-14-2020 10:22:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) LineMH Numbe 4
Buenos Aires r:
Medical History Diverticuliti
Term: S
Start Date: Apr/1/2018
Ongoing: NO
End Date:
Apr/15/2
018
Oct-13-2020 10:54:17 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Line/MH Number: 4
Buenos Aires Medical History Te Diverticuli
rm: tis
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
Generated By: (b) (4)

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

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

Subject Initials: ---

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

Start Date: Apr/15/20
18
Ongoing: NO

*** Confidential***
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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

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

Subject Initials: ---

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

1.dLine/MH Number:

Date L ocation User Value Reason
Oct-13-2020 10:54:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |4

Buenos Aires

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Oct-13-2020 10:54:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Diverticulitis
Buenos Aires
1.d Start Date:
Date L ocation User Value Reason
Oct-14-2020 10:22:21 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) Apr/1/2018
Buenos Aires
Oct-13-2020 10:54:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Apr/15/2018
Buenos Aires
1.d Ongoing:
Date L ocation User Value Reason
Oct-15-2020 04:28:20 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Oct-14-2020 10:22:21 ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-14-2020 10:22:21 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) NO
Buenos Aires End Date;
Apr/15/2018

Oct-14-2020 09:18:37 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The response
(UTC-03:00) City of (6) for "Ongoing
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
Generated By: (b) (4)

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

Argerich

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

Buenos Aires

(b) (4), (b) (6)

reported as 'No'

however End date
ismissing? Kindly
review and update.

*** Confidential***

Oct-13-2020 10:54:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
Generated By: (b) (4)

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

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

Subject Initials: ---

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

Back to Form

le
Date L ocation User Value Reason
Oct-14-2020 10:22:53 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) Line/MH Numbe 5
Buenos Aires r:
Medical History Colon Resec
Term: tion
Start Date: Apr/15/2018
Ongoing: NO
End Date:
Apr/15/2
018
Oct-13-2020 10:55:01 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) LineMH Numbe 5
r:
Medical History Colon Resec

Term: tion
Start Date: Apr/15/2018
Ongoing: NO
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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

Argerich

Subject Initials: ---

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

l.eLine/MH Number:

Date L ocation User Value Reason
Oct-13-2020 10:55:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |5

Buenos Aires

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Oct-13-2020 10:55:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Colon Resection

Buenos Aires

1.e Start Date:

Date L ocation User Value Reason
Oct-13-2020 10:55:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Apr/15/2018

Buenos Aires

1.e Ongoing:

Date L ocation User Value Reason
Oct-15-2020 04:28:44 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of
Buenos Aires

(b) (6)

query

Oct-14-2020 10:22:53

ACVOPFEINFP6000 | auto query

Query 1: Answered

New Information

(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-14-2020 10:22:53 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) NO
Buenos Aires End Date:
Apr/15/2018
Oct-14-2020 09:18:56 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The response

(UTC-03:00) City of (6) for "Ongoing
Buenos Aires reported as 'No'
however End date
ismissing? Kindly
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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

Argerich

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

review and update.

Oct-13-2020 10:55:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1f
Date L ocation User Value Reason
Oct-14-2020 13:25:55 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) Line/MH Num 6
Buenos Aires ber:

Medical Histor Arterial Hyper

y Term: tension

Start Date: Sep/23/2018

Ongoing: YES
Oct-13-2020 10:56:30 ACVOPFEINFPE000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) LineMH Num 6
Buenos Aires ber:

Medical Histor Arterial Hyper

y Term: tension

Start Date:

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

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

1.f Line/MH Number:

Date L ocation User Value Reason

Oct-13-2020 10:56:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |6

Buenos Aires

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason

Oct-13-2020 10:56:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

1f Start Date:

Date Location User Value Reason

Oct-15-2020 04:29:34 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Buenos Aires

Oct-14-2020 13:25:55 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

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

Buenos Aires

Oct-14-2020 13:25:55 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information

(UTC-03:00) City of (6) Sep/23/2018

Buenos Aires

Oct-14-2020 09:20:23 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The response

(UTC-03:00) City of (6) for "Start Date and

Buenos Aires ongoing" are
missing. Kindly
review and update.

1.f Ongoing:

Date L ocation User Value Reason

Oct-14-2020 13:25:55 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: New Information

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

Buenos Aires

19
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

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

Argerich

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

Date L ocation User Value Reason
Oct-14-2020 13:24:23 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) Line/MH Num 7
Buenos Aires ber:

Medical Histor Heavy Smokin

y Term: g

Start Date: UNK/UNK/19

75
Ongoing: NO
End Date:
UNK/UNK
/2007

Oct-13-2020 11:26:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Line/MH Numbe 7
Buenos Aires r

Medical History Heavy Smok

Term: ing

Start Date: UNK/UNK/

1975

Ongoing: NO

Oct-13-2020 10:56:56 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc)

Line/MH Numbe 7
r:
Medical History Heavy Smo

Term: king
Start Date:
Ongoing: NO
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

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

Subject Initials: ---

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

1.gLine/MH Number:

Date L ocation User Value Reason
Oct-13-2020 10:56:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |7

Buenos Aires

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date L ocation User Value Reason
Oct-13-2020 10:56:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Heavy Smoking
Buenos Aires
1.g Start Date:
Date Location User Value Reason
Oct-13-2020 11:26:05 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) UNK/UNK/1975
Buenos Aires
1.g Ongoing:
Date L ocation User Value Reason
Oct-15-2020 04:30:31 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Oct-14-2020 13:24:23 ACVOPFEINFPG000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-14-2020 13:24:23 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) NO
Buenos Aires End Date:
UNK/UNK/2007
Oct-14-2020 09:19:23 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The response
(UTC-03:00) City of (6) for "Ongoing
Buenos Aires reported as 'No'
however End date
ismissing? Kindly
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

review and update.

Oct-13-2020 10:56:56 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1h
Date L ocation User Value Reason
Oct-23-2020 13:06:47 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) LineMH N 8
Buenos Aires umber:
Medical His angioplasty with s
tory Term: tent placement
Start Date:  Sep/21/2018
Ongoing:  NO
End Date:
Sep/21/2018
Oct-23-2020 13:06:32 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) LineMHN 8
Buenos Aires umber:
Medical His angioplasty with s
tory Term: tent placement
Start Date:  Sep/21/2018
Ongoing:  NO
End Date:
Sep/UNK/2018
Oct-21-2020 13:54:45 ACVOPFEINFPE000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) LineeMHN 8
Buenos Aires umber:
Medical His angioplasty with s
tory Term: tent placement
Start Date:  Sep/UNK/2018
Ongoing: NO
End Date:
Sep/UNK/2018
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - 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: 12314035 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
1.h Line/MH Number:
Date L ocation User Value Reason
Oct-21-2020 13:54:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |8
Buenos Aires
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-21-2020 13:54:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) angioplasty with stent placement
Buenos Aires
1.h Start Date:
Date Location User Value Reason
Oct-23-2020 13:06:32 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) Sep/21/2018
Buenos Aires
Oct-21-2020 13:54:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Sep/UNK/2018
Buenos Aires
1.h Ongoing:
Date L ocation User Value Reason
Oct-23-2020 13:06:47 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) NO
Buenos Aires End Date:

Sep/21/2018
Oct-21-2020 13:54:45 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires End Date:

Sep/UNK/2018
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

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

Subject No: 12314035
Generated By: (b) (4)

Argerich

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

Back to Form

1. Date:

Date L ocation User Value Reason
Aug-25-2020 21:15:55 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Aug/25/2020

Buenos Aires (b) (4)

2. Weight:

Date L ocation User Value Reason
Aug-25-2020 21:15:55 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali 79.15

Buenos Aires (b) (4)

3. Unit:

Date L ocation User Value Reason
Aug-25-2020 21:15:55 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali kg

Buenos Aires (b) (4)

4. Height:

Date Location User Value Reason
Aug-25-2020 21:15:55 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 166.0

Buenos Aires (b) (4)

5. Unit:

Date L ocation User Value Reason
Aug-25-2020 21:15:55 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli cm

Buenos Aires (b) (4)

6. Body Mass | ndex:

Date L ocation | User |Value Reason
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

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

Argerich

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

Aug-25-2020 21:15:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |28.7
Buenos Aires
7.a
Date L ocation User Value Reason
Aug-25-2020 21:15:55 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Record I dentifier 1
Buenos Aires (b) (4) -

Temperature: 36.7

Temperature Unit C

TemperatureLoc ORAL CAV

ation:: ITY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-25-2020 21:15:55 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali 1
Buenos Aires (b) (4)
7.a Temperature:
Date L ocation User Value Reason
Aug-25-2020 21:15:55 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali 36.7
Buenos Aires (b) (4)
7.aUnit:
Date L ocation User Value Reason
Aug-25-2020 21:15:55 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli C
Buenos Aires (b) (4)
7.a Temperature Location:
Date L ocation User Value Reason
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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: 12314035 Subject Initials: ---

Generated By: (b) (4)

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

Aug-25-2020 21:15:55
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | Martina Data Entry: Initia Entry
Davalli ORAL CAVITY
(b) (4)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314035
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-25-2020 21:16:05 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Aug/25/2020

Buenos Aires (b) (4)

2. Randomization Number:

Date L ocation User Value Reason
Aug-25-2020 21:16:05 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali 240684

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: 12314035

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

Date L ocation User Value Reason

Aug-25-2020 21:16:15 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-25-2020 21:16:15 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-27-2020 13:42:13 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-26-2020 02:55:31 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.

Aug-25-2020 21:16:15 | 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-25-2020 21:16:15 | ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davali YES

Buenos Aires (b) (4) Date of Collection:

Aug/25/2020
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Generated By: (b) (4)

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

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

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

Subject No: 12314035 Subject Initials: ---

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

(UTC-03:00) City of

5a

Date L ocation User Value Reason
Aug-27-2020 13:42:13 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BPT933

Buenos Aires

5.a Sample|D

Date L ocation User Value Reason
Aug-27-2020 13:42:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPT933

Buenos Aires

5b

Date L ocation User Value Reason
Aug-27-2020 13:42:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BPT934

Buenos Aires

5.b Sample ID

Date L ocation User Value Reason
Aug-27-2020 13:42:22 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(b) (6) BPT934

Buenos Aires

Buenos Aires

5.c

Date Location User Value Reason
Aug-27-2020 13:42:33 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BPT935

*** Confidential***
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

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

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

Subject No: 12314035 Subject Initials: ---

Generated By: (b) (4)

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

5.c Sample D

Date L ocation User Value Reason
Aug-27-2020 13:42:33 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) () BPT935

Buenos Aires

5.d

Date L ocation User Value Reason
Aug-27-2020 19:09:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BNVBLH

Buenos Aires (b) (6)

5.d Sample D

Date L ocation User Value Reason
Aug-27-2020 19:09:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BNVBLH

Buenos Aires (b) (6)

5e

Date L ocation User Value Reason
Aug-27-2020 19:09:16 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Sample |D: BNVBLJ

Buenos Aires (b) (6)

5.eSample|D

Date L ocation User Value Reason
Aug-27-2020 19:09:16 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BNVBLJ

Buenos Aires (b) (6)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035

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

Aug-25-2020 21:16:22 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-25-2020 21:16:22 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-26-2020 08:48:17 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-26-2020 02:55:31 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.

Aug-25-2020 21:16:22 | 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-25-2020 21:16:22 | ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davali YES

Buenos Aires (b) (4) Date of Collection:

Aug/25/2020
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

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

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

Subject No: 12314035 Subject Initials: ---

Generated By: (b) (4)

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

5a

Date L ocation User Value Reason
Aug-26-2020 08:48:17 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BP2F9G

Buenos Aires

5.a Sample|D

Date L ocation User Value Reason
Aug-26-2020 08:48:17 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BP2F9G

Buenos Aires

Page 114 of 160

*** Confidential***
FDA-CBER-2021-5683-0880344




090177e196ae2e64\Final\Final On: 01-Apr-2021 03:11 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-25-2020 21:16:40 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO

Buenos Aires (b) (4)

2. Treatment Name

Date L ocation User Value Reason
Aug-25-2020 21:16:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Aug-25-2020 21:16:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Aug-25-2020 21:16:40 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Aug/25/2020 18:45

Buenos Aires (b) (4)

5. Anatomical Location:

Date L ocation User Value Reason
Aug-25-2020 21:16:40 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason

*** Confidential***

Page 115 of 160

FDA-CBER-2021-5683-0880345




090177e196ae2e64\Final\Final On: 01-Apr-2021 03:11 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12314035
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

Aug-25-2020 21:16:40 ACVOPFEINFP6000 | Martina Data Entry: Initia Entry
(UTC-03:00) City of Davalli LEFT

Buenos Aires (b) (4)

7. Route:

Date L ocation User Value Reason
Aug-25-2020 21:16:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-25-2020 21:16:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED O

Buenos Aires BSERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Aug-25-2020 21:16:40 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES

Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:53

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

Argerich

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

Back to Form

1. Select appropriate response - Reactogenicity diary collection

(UTC-03:00) City of
Buenos Aires

Davalli
(b) (4)

NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR
THIS SUBJECT

Date L ocation User Value Reason
Aug-25-2020 21:16:48 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314035
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

Oct-15-2020 08:59:00
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

(b)
(4),
(b) (6)

Query 1: Closed

Response satisfies
query

Oct-13-2020 11:24:30
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

(b) (4), (b)
(6)

Query 1: Answered

The patient
presented dyspnea,
which was
considered an
adverse event since
he had presented as
an Acute
Myocardial
Infarction and he
consulted for that
reason.

Oct-06-2020 14:19:30
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4),
(b) (6)

Query 1: Opened

As per llIness
ediary records,
subject reported
"Yes' for the
question "Have you
experienced any of
the following?” for
the COVID-19
symptoms or
diagnosison
29SEP2020. But
thereisno COVID
IlIness visit
reported in the
database. Please
clarify.

Sep-17-2020 18:50:36
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

Martina
Davali

(b) (4)

Data Entry:
Sep/14/2020

Initial Entry
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 15-Sep-2020 21:54

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314035 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-17-2020 18:50:49 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sep/14/2020
Buenos Aires (b) (4)
2a
Date L ocation User Value Reason
Sep-17-2020 18:50:49 ACVOPFEINFP6E000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Record Identifier 1
Buenos Aires (b) (4 o

Temperature: 36.8

Temperature Unit C

TemperatureLoc ORAL CAV

ation:: ITY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-17-2020 18:50:49 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 1
Buenos Aires (b) (4)
2.a Temperature:
Date L ocation User Value Reason
Sep-17-2020 18:50:49 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 36.8
Buenos Aires (b) (4)
2.aUnit:
Date L ocation User Value Reason
Sep-17-2020 18:50:49 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli C
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Header Text: C4591001

Visit: V2 VAX2 L

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

Subject No: 12314035
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

Buenos Aires (b) (4)

2.a Temperature Location:

Date L ocation User Value Reason
Sep-17-2020 18:50:49 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ORAL CAVITY

Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V2_VAX2_L

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

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-14-2020 17:42:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Sep-14-2020 17:42:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Sep-14-2020 17:42:56 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-14-2020 17:42:46 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no

Buenos Aires

barcodes are
entered. Please
review and correct

as appropriate.

Sep-14-2020 17:42:46 ACVOPFEINFP6000 | Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) YES
Buenos Aires Date of Collection:

Sep/14/2020
5a
Date L ocation User Value Reason
Sep-14-2020 17:42:56 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample | D: BP2FNF

Buenos Aires
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
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

5.a Sample D

Date L ocation User Value Reason
Sep-14-2020 17:42:56 ACVOPFEINFP6000 | Alan Colombo | DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BP2FNF

Buenos Aires
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Header Text: C4591001
Visit: V2 VAX2 L

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-17-2020 18:51:12 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO

Buenos Aires (b) (4)

2. Treatment Name

Date L ocation User Value Reason
Sep-17-2020 18:51:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Sep-17-2020 18:51:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Sep-17-2020 18:51:12 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sep/14/2020 16:25

Buenos Aires (b) (4)

5. Anatomical Location:

Date L ocation User Value Reason
Sep-17-2020 18:51:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
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Header Text: C4591001
Visit: V2 VAX2 L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12314035
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

Sep-17-2020 18:51:12 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli LEFT

Buenos Aires (b) (4)

7. Route:

Date L ocation User Value Reason
Sep-17-2020 18:51:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-17-2020 18:51:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED O

Buenos Aires BSERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Sep-17-2020 18:51:12 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES

Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314035
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
Oct-15-2020 13:46:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (ﬁ)' ®) Oct/15/2020

Buenos Aires
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Header Text: C4591001
Visit: V3_MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status. Data Complete, Locked, Frozen, Verified

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

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-15-2020 13:46:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Oct-15-2020 13:46:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Oct-15-2020 16:29:54 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-15-2020 13:46:31 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Oct-15-2020 13:46:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of gg - YES
Buenos Aires Date of Collection:
Oct/15/2020
5a
Date L ocation User Value Reason
Oct-15-2020 16:29:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample ID: BRVGZ6
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

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

Subject No: 12314035
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 D
Date L ocation User Value Reason
Oct-15-2020 16:29:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BRVGZ6
Buenos Aires (b) (6)
5.b
Date L ocation User Value Reason
Oct-15-2020 17:49:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BPW60C
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Oct-15-2020 17:49:34 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPW60C
Buenos Aires
5.c
Date L ocation User Value Reason
Oct-15-2020 18:36:17 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BRVGYB
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Oct-15-2020 18:36:17 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRVGYB
Buenos Aires
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Header Text: C4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314035

Generated By: (b) (4)

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

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

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-22-2021 11:41:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/22/2021

Buenos Aires
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Header Text: C4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
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
Mar-22-2021 11:42:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-22-2021 11:42:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Mar-22-2021 17:54:15 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-22-2021 11:42:10 ACVOPFEINFP6000 |autoquery | Query 1: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Mar-22-2021 11:42:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Mar/22/2021
5.a
Date L ocation User Value Reason
Mar-22-2021 17:54:15 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample |D: BSIVW4
Buenos Aires
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Header Text: C4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314035
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

5.a Sample D

Date L ocation User Value Reason
Mar-22-2021 17:54:15 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BS1VW4

Buenos Aires

5.b

Date L ocation User Value Reason
Mar-22-2021 17:54:31 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample|D: BR1YY1

Buenos Aires

5.b Sample D

Date L ocation User Value Reason
Mar-22-2021 17:54:31 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BR1YY1

Buenos Aires

5.c

Date L ocation User Value Reason
Mar-23-2021 10:36:48 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample|D: BS1VV1

Buenos Aires

5.c Sample D

Date L ocation User Value Reason
Mar-23-2021 10:36:48 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BS1vV1

Buenos Aires
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12314035
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
Oct-16-2020 15:39:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/15/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Oct-16-2020 15:39:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | VACCINATION

Buenos Aires

3. Status:

Date L ocation User Value Reason
Oct-16-2020 15:39:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COMPLETED

Buenos Aires
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 12314035
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-03-2021 16:17:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/3/2021

Buenos Aires
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Header Text: C4591001

Generated By: (b) (4)

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

Unscheduled Trail History

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

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

Subject No: 12314035 Subject Initials: ---

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

Feb-03-2021 16:17:32 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query

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

Buenos Aires

Feb-03-2021 16:17:21 ACVOPFEINFP6000 |autoquery | Query 1. Candidate The response

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

Buenos Aires was unblinded,
however the
TREATMENT

UNBLINDED date
ismissing in the
DISP visit. Please
complete this date.

Buenos Aires

Feb-03-2021 16:17:21
(UTC-03:00) City of

ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(b) (6) Participant iswilling to return for
Vaccination 3
Participant is:

eligible and NOT confirmed t
0 have received only placebo
at Vaccination 1/2
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314035
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
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1231

Subject No: 12314035
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

Date L ocation User Value Reason
Oct-01-2020 16:45:14 ACVOPFEINFP6000 |(b) Form Created
(UTC-03:00) City of (4),
Buenos Aires (b)
(6)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314035
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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Oct-23-2020 20:17:55 ACVOPFEINFP6000 |(b) (4), Form Deleted Transcription
(UTC-03:00) City of (b) (6) Error
Buenos Aires

Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(b) (4), Form Created

(UTC-03:00) City of
Buenos Aires

(b) (6)
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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. Category:

Date L ocation User Value Reason
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value |Reason

Oct-13-2020 | ACVOPFEINFP6000 Samuel Query | Response satisfies query
17:44:00 Dychter 1: Clo

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

City of

Buenos

Aires

Oct-13-2020 | ACVOPFEINFP6000 auto query Query | Transcription Error
11:18:25 (autoquery) 1: An

(UTC-03:00) swere

City of d

Buenos

Aires

Oct-13-2020 | ACVOPFEINFP6000 (b) (4), Data | Transcription Error
11:18:25 (b) (6) Entry

(UTC-03:00) :

City of Angin

Buenos a Pect

Aires oris

Oct-12-2020 | ACVOPFEINFP6000 Samuel Query | GPD Clin: Please add the
15:08:36 Dychter 1: Rei | event terms below to the
(UTC-03:00) (b) 4 ssued: | subject's medical history.
City of Opene
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Header Text: C4591001

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

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

Buenos d

Aires

Oct-12-2020 | ACVOPFEINFP6000 (b) (4), Query | PT match in both database.

06:22:40 (b) (6) 2: Clo | Acceptable discrepancy

(UTC-03:00) sed

City of

Buenos

Aires

Oct-09-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Discrepancy has been

19:09:11 Oracle 3: Clo |closed.

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

City of

Buenos

Aires

Oct-09-2020 | ACVOPFEINFP6000 auto query Query | Transcription Error

16:41:23 (autoquery) 3 An

(UTC-03:00) swere

City of d

Buenos

Aires

Oct-09-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Transcription Error

16:41:23 (6) Entry

(UTC-03:00) :

City of Angin

Buenos a

Aires

Oct-09-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Clarify ANGOR asfollow...

09:44:46 Oracle 3: Op | Areyou reporting ANGINA

(UTC-03:00) (b) (4) ened |[PECTORIS, ANGOR

City of MORTIS, ANGOR ANIMI

Buenos or others? If so, edit.

Aires Otherwise, clarify. Thank
you.

Oct-09-2020 | ACVOPFEINFP6000 auto query Query | New Information

08:43:26 (autoquery) 2:An

(UTC-03:00) swere

City of d

Buenos

Aires

Oct-09-2020 | ACVOPFEINFPS000 (0) (4). (b) (6)| pata | New Information
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

08:43:26 (b) (4), Entry

(UTC-03:00) ®) € :

City of Angor

Buenos

Aires

Oct-09-2020 | ACVOPFEINFP6000 (b) (4), Query | The patient has a history of:

08:37:16 (b) (6) 1: An | hypertension, ex-smoker,

(UTC-03:00) swere | UGIB dueto

City of d gastroduodenal ulcer in

Buenos 1998, diverticulitisin April

Aires 2018 with colon resection
(location and type of
resection unknown),
STEMI with CTA stent
placement. Thank you

Oct-08-2020 | ACVOPFEINFP6000 (b) (4), Query | SAE

07:59:15 (b) (6) 2: Op | RECON:AER#2020380582,

(UTC-03:00) ened |thetermin SDB was

City of updated to ANGOR' while

Buenos retained as 'acute

Aires myocardial infarction’ in
AE CRF. Please confirm
correct term. If safety
updateis required, please
submit afollow-up form.

Oct-02-2020 | ACVOPFEINFP6000 Samuel Query [ GPD Clin: Whilethe

14:04:01 Dychter 1: Op |subject had ahistory of a

(UTC-03:00) (b) (4) ened | prior MI, please confirm if

City of there are no other pertinent

Buenos itemsto be added to

Aires medical history, such as
HTN, hyperlipidemia,
tobacco abuse, etc.

Oct-01-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry

13:48:42 (6) Entry

(UTC-03:00) :

City of acute

Buenos myoc

Aires ardial

infarct
ion
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

4, Start Date Time:

Date L ocation User Value Reason

Oct-01-2020 13:49:15 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

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

Buenos Aires

Oct-01-2020 13:49:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) Sep/20/2020 17:00

Buenos Aires

Oct-01-2020 13:48:42 ACVOPFEINFP6000 | auto query | Query 1: Opened For acute

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

Buenos Aires infarction Start Date
20/0ct/2020, isa
future date relative
towhen it was
entered on 01/Oct
/2020. Please
correct.

Oct-01-2020 13:48:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Oct/20/2020 17:00

Buenos Aires

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Oct-01-2020 13:49:27 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

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

Buenos Aires

Oct-01-2020 13:49:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires End Date Time:

Sep/24/2020 08:30

Oct-01-2020 13:48:42 ACVOPFEINFP6000 | auto query | Query 1: Opened For acute

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

Buenos Aires infarction End Date
24/0ct/2020, isa
future date relative
towhen it was
entered on 01/Oct
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

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

090177e196ae2e64\Final\Final On: 01-Apr-2021 03:11 (GMT)

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314035 Subject Initials: ---

Generated By: (b) (4)

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

/2020. Please

correct.
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:

Oct/24/2020 08:30

6. Toxicity Grade:
Date L ocation User Value Reason
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 3
Buenos Aires

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Oct-28-2020 01:40:55 ACVOPFEINFP6000 |(b) (4), Query 3: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Oct-27-2020 19:35:42 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered It isclarified that
(UTC-03:00) City of (6) shortness of breath
Buenos Aires isreported in the
initial EA as
dyspnea. Thank you
Oct-26-2020 13:55:01 ACVOPFEINFP6000 |(b) (4), Query 3: Reissued:Opened CLINICAL - please
(UTC-03:00) City of (b) (6) clarify 'dyne' and
Buenos Aires enter an AE for SOB
if thisevent
occurred.
Oct-26-2020 13:54:02 ACVOPFEINFP6000 |(b) (4), Query 2: Closed query closed; will
(UTC-03:00) City of (b) (6) follow that SAE
Buenos Aires update submitted
with theinfo
Page 141 of 160

*** Confidential***

FDA-CBER-2021-5683-0880371




090177e196ae2e64\Final\Final On: 01-Apr-2021 03:11 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

Oct-23-2020 20:19:41 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered It is clarified that
(UTC-03:00) City of (6) shortness of breath
Buenos Aires isreported in the
initial EA asdyne.
Oct-23-2020 20:10:09 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered Itisclarified that the
(UTC-03:00) City of (6) hospitalization end
Buenos Aires dateis: 24Sep2020
and the swab date
for SARS-COV-2is:
20Sep2020. Thank
you.
Oct-22-2020 14:22:35 | ACVOPFEINFP6000 |(b) (4), Query 3: Opened CLINICAL On
(UTC-03:00) City of (b) (6) review of the SAE
Buenos Aires report for angina, an
event of 'SOB
functional classlII’
has been mentioned,
yet it does not
appear on the CRF.
Please review for
safety and update
AE log CRF as
appropriate.
Oct-20-2020 09:57:09 | ACVOPFEINFP6000 |(b) (4), Query 2: Opened Clinical please
(UTC-03:00) City of (b) (6) submit a SAE safety
Buenos Aires update with the End
date of
Hospitalization; the
test date for
SARs-CoV-2 PCR,
and the test date for
Swab SARS-CoV-2
test (SAE lab
section reports 2
COVID tests)
Oct-02-2020 08:52:19 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-01-2020 13:48:42 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE acute
(UTC-03:00) City of (autoquery) myocardial
Buenos Aires infarction: Response
to "Isthe adverse
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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, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314035 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
event serious?' is
"Yes' but "Serious
Adverse Event
Number" is blank.
Oct-01-2020 13:48:42 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires Isthis serious event associate
d with congenital anomaly or
birth defect?
NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES
Did this serious event result i
n persistent or significant disa
bility/incapacity?

NO

Isthis serious event life threat
ening?

NO

Other medically important ser
ious event

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Oct-01-2020 13:48:42 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: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

Buenos Aires

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

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Oct-26-2020 13:53:34 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query

Buenos Aires

Oct-23-2020 11:31:56 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error
(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-23-2020 11:31:56 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) NOT RELATED

Buenos Aires

If Not Related to study treatm
ent(s), this event is due to:

OTHER
If Other, specify:

coronary disease

Oct-20-2020 15:26:24
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), Query 1. Reissued:Opened CLINICAL - thank

(b) (6) you for confirming
Anginaevent is
related to CAD.
Please update Other

reason for Angina
from 'Unknown' to

'‘CAD'
Oct-19-2020 20:04:05 | ACVOPFEINFP6000 |(b) (4), (b) Query 1. Answered The adverse event
(UTC-03:00) City of (6) wasrelated to a
Buenos Aires history of coronary

disease.
Oct-19-2020 00:04:01 | ACVOPFEINFP6000 |(b) (4), Query 1. Opened CLINICAL Other
(UTC-03:00) City of (b) (6) cause for angina

Buenos Aires

event is Unknown;
however, subject
has a cardiac
disease history with
MI and angioplasty;
please review and
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1231

Subject No: 12314035
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, Verified

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

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

update as
appropriate
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NOT RELATED
Buenos Aires If Not Related to study treatm
ent(s), this event is due to:
OTHER
If Other, specify:
unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT APPLICABLE
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED
Buenos Aires

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

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

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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 Value Reason
Oct-01-2020 13:48:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1231

Subject No: 12314035
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, 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

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Oct-02-2020 08:52:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2020380582

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Argerich

Subject No: 12314035
Generated By: (b) (4)

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

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

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-01-2020 16:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason

Oct-01-2020 16:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |2

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Oct-27-2020 11:41:39 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-03:00) City of Bouguermouh query

Buenos Aires (b) (4)

Oct-22-2020 09:42:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Oct-22-2020 09:41:53 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Clarification:

(UTC-03:00) City of (b) (6) "Dyspnoea’ was a

Buenos Aires typing error. Form
updated.

Oct-16-2020 11:38:12 ACVOPFEINFP6000 | Salim Query 1: Reissued:Opened Clin: COVID-19

(UTC-03:00) City of Bouguermouh listed symptom

Buenos Aires (b) (4) DYSPNOEA,
should please have
triggered aCOVID
IlIness Visit
irrespective of
perceived etiology
or clinica
significance. Please
complete the
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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, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314035 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
COVID llIness CRF
forms.
Oct-12-2020 17:16:17 ACVOPFEINFP6000 |(b) (4), Query 1: Answered In the investigator's
(UTC-03:00) City of (b) (6) discretion, the
Buenos Aires episode of dyspnea
was not enough to
consider it a
suspicion of
COVID 19
Oct-12-2020 02:48:54 ACVOPFEINFP6000 | Saim Query 1: Reissued:Opened Clin: Per protocol
(UTC-03:00) City of Bouguermouh section 8.1.,
Buenos Aires (b) (4) COVID-19listed
symptom
DY SPNOEA,

should please have
triggered aCOVID
IlIness Visit
irrespective of
perceived etiology
or clinica
significance. Please
complete the
COVID lllness CRF
forms.

Oct-09-2020 08:28:38 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered According to the
(UTC-03:00) City of (b) (6) medical history, the
Buenos Aires symptoms of AE are
related to an anxiety
crisis and do not
rank as acovid
infection. The
patient has a history
of heart attack.
Thank you

Oct-03-2020 21:22:36 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: Per protocol
(UTC-03:00) City of Bouguermouh section 8.1.,
Buenos Aires (b) (4) COVID-19listed
symptom

DY SPNOEA,
should please have
triggered aCOVID
IlIness Visit
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

irrespective of
perceived etiology
or clinica
significance. Please
complete the
COVID llIness CRF
forms.

Oct-01-2020 16:45:14 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

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

Buenos Aires

4, Start Date Time:

Date L ocation User Value Reason

Oct-01-2020 16:45:14 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), Sep/29/2020 12:00

Buenos Aires (b)

(6)

5. Isthe adverse event till ongoing?

Date L ocation User Value Reason

Oct-06-2020 15:18:45 ACVOPFEINFP6000 |(b) (4), Query 1. Closed Response satisfies

(UTC-03:00) City of (b) (6) query as per

Buenos Aires clarification note
dated 05-Oct-2020

Oct-06-2020 10:16:24 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Correct dateis

(UTC-03:00) City of (b) (6) sep-29

Buenos Aires

Oct-03-2020 14:08:04 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please clarify end

(UTC-03:00) City of (b) (6) date of this event, as

Buenos Aires medical records HC
EVENTOS
ADVERSOS 2
describe two
diffeent stop dates:
29-Sep and 30-Sep.
Thank you!

Oct-01-2020 16:45:14 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

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

Buenos Aires End Date Time:
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Argerich
Subject No: 12314035
Generated By: (b) (4)

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

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

(UTC-03:00) City of (4),
Buenos Aires (b)
(6)

2

Sep/29/2020 18:30
6. Toxicity Grade:
Date L ocation User Value Reason
Oct-01-2020 16:45:14 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Oct-01-2020 16:45:14 ACVOPFEINFPE000 |(b) DataEntry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b)

(6)
8. Isthisadverse event theresult 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-01-2020 16:45:14 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b)

(6)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Entr | New
09:42:26 \'4 Information
(UTC-03:00) NOT REL
City of ATED
Buenos Aires If Not R

elated to
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Argerich
Subject No: 12314035 Subject Initials: ---

Generated By: (b) (4)

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

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

study tre
atment(s
), thisev
entisdu
eto:
OTHE
R
If Oth
er, sp
ecify:
Ang
ina
Pect
oris
Oct-13-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 1: | Response
05:15:40 Closed satisfies query
(UTC-03:00)
City of
Buenos Aires
Oct-12-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1:  [The
18:42:45 (6) Answered |informationis
(UTC-03:00) correct, as he
City of has no history
Buenos Aires of distress
Oct-12-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: [ "If not related
12:50:48 (b) (4) Opened to study
(UTC-03:00) treatment
City of other" =
Buenos Aires anxiety crisis.
Please confirm
if this should
be captured as
an AE or
medhx and
update
accordingly.
(b) (4)
Oct-01-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEntr | Initial Entry
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

16:45:14 (b) (4), (b) (6) v
(UTC-03:00) NOT REL
City of ATED
Buenos Aires If Not R
elated to
study tre
ament(s
), thisev
entisdu
eto:
OTHE
R
If Oth
e, sp
ecify:
anxi
ety
crisi
s
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-01-2020 16:45:14 ACVOPFEINFP6000 |(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-01-2020 16:45:14 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b)
(6)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-01-2020 16:45:14 | ACVOPFEINFPE000 | (B) ((‘é))v (0) | pata Entry: Initial Entry

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

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

(UTC-03:00) City of (b) (4), NO
Buenos Aires (b) (6)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Oct-01-2020 16:45:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), RECOVERED/RESOLVED
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-01-2020 16:45:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b)

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

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

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

Subject No: 12314035 Subject Initials: ---

Generated By: (b) (4)

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:
Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of

(autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |3

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, hot individual symptoms)

Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) anxiety crisis
Buenos Aires
4, Start Date Time:
Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/29/2020 12:00
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:

Sep/29/2020 18:30

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

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Verified

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

Argerich

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

*** THISREPEATING FORM HASBEEN DELETED ***

6. Toxicity Grade:

Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2

Buenos Aires

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

8. Isthis adverse event the result of a study Medication Error?

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

Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(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:

Angina pectoris
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314035
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Verified

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

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT APPLICABLE
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED
Buenos Aires
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Oct-23-2020 20:17:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001

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

Subject No: 12314035
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
Feb-03-2021 16:17:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/3/2021

Buenos Aires

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-03-2021 16:17:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(b) (6)

ASSESSELIGIBILITY FOR AD
DITIONAL 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

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

Subject No: 12314035 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
Oct-16-2020 15:39:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | FOLLOW-UP

Buenos Aires

Aug-25-2020 21:16:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ENROLLED/RANDOMIZED

Buenos Aires

Aug-25-2020 21:14:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENED

Buenos Aires

2. Subject Status Date

Date L ocation User Value Reason
Oct-16-2020 15:39:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Oct/15/2020

Buenos Aires

Aug-25-2020 21:16:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/25/2020

Buenos Aires

Aug-25-2020 21:14:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/25/2020

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

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

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

Subject No: 12314035 Subject Initials: ---

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

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-26-2020 10:54:39 ACVOPFEINFP6000 | Fernando Data Entry: Initial Entry
(UTC-03:00) City of Polack Click Hereto Enable

Buenos Aires (b) (4)
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