090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

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

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

Subject No: 12313730 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 - 30 JUN 2020
Protocol version

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

Page 1 of 329
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Header Text: C4591001

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

Subject No: 12313730
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/24/2020
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Header Text: C4591001

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

Subject No: 12313730
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [12313730]
2. | Birth Date: (b) (6) 1962
3. | Sex: MALE
4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racia Designation:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313730
Generated By: (b) (4)

Form: DATE OF VISIT

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/24/2020
2. | Erroneous Visit
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730
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

eCRF Audit Trail History

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

Inclusion Criteria

1a || Inclusion Number: 1
Criterion Description: Male or female participants between the ages of 18 and 55 years, inclusive, 65
and 85 years, inclusive, or 18 and 85 years, inclusive, at randomization
(dependent upon study stage)
Criterion met? YES
Criterion ID: (For Pfizer use INO1A0O0
only)
Lb |1 nclusion Number: 2
Criterion Description: Participants who are willing and able to comply with all scheduled visits,
vaccination plan, laboratory tests, lifestyle considerations, and other study
procedures
Criterion met? YES
Criterion |D: (For Pfizer use INO2A00
only)
1.¢ || Inclusion Number: 3
Criterion Description: Healthy participants who are determined by medical history, physical
examination, and clinical judgment of the investigator to be eligible for inclusion
in the study
Criterion met? YES
Criterion ID: (For Pfizer use INO3A00
only)
1.d || |nclusion Number: 4

Criterion Description:

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

Criterion met?

YES

*** Confidential***

Criterion ID: (For Pfizer use INO4A00
only)
Exclusion Criteria
Page 5 of 329
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L

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

Subject No: 12313730
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

2.a || Exclusion Number: 1
Criterion Description: Other medical or psychiatric condition incl. recent (within past year) or active
suicidal ideation/behavior/lab abnormality that may increase the risk of study
participation
Criterion met? NO
Criterion ID: (For Pfizer use EX01A00
only)
2.b || Exclusion Number: 2
Criterion Description: Known infection with human immunodeficiency virus (HIV), hepatitis C virus
(HCV), or hepatitis B virus (HBV)
Criterion met? NO
Criterion ID: (For Pfizer use EX02A00
only)
2.¢ || Exclusion Number: 3
Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe
allergic reaction (eg, anaphylaxis) to any component of the study intervention(s)
Criterion met? NO
Criterion ID: (For Pfizer use EXO03A00
only)
2.d || Exclusion Number: 4
Criterion Description: Receipt of medications intended to prevent COVID-19
Criterion met? NO
Criterion ID: (For Pfizer use EX04A00
only)
2. || Exclusion Number: 8
Criterion Description: Immunocompromised individuals with known or suspected immunodeficiency,
as determined by history and/or laboratory/physical examination
Criterion met? NO
Criterion ID: (For Pfizer use EXO08A00
only)
Page 6 of 329
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*** Confidential***

Header Text: C4591001
Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
2 1 Exclusion Number: 10
Criterion Description: Bleeding diathesis or condition associated with prolonged bleeding that would, in
the opinion of the investigator, contraindicate intramuscular injection
Criterion met? NO
Criterion ID: (For Pfizer use EX10A00
only)
2.9 || Exclusion Number: 1
Criterion Description: Women who are pregnant or breastfeeding
Criterion met? NO
Criterion ID: (For Pfizer use EX11A00
only)
2h || Exclusion Number: 12
Criterion Description: Previous vaccination with any coronavirus vaccine
Criterion met? NO
Criterion ID: (For Pfizer use EX12A00
only)
21 || Exclusion Number: 13
Criterion Description: Subjects who receive immunosuppressive therapy, such as cytotoxic agents or
systemic corticosteroids
Criterion met? NO
Criterion |D: (For Pfizer use EX13A01
only)
2] || Exclusion Number: 15
Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60 days before study
intervention administration or planned receipt throughout the study
Criterion met? NO
Criterion ID: (For Pfizer use EX14A01
only)
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L

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

Subject No: 12313730
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

2K || Exclusion Number: 16
Criterion Description: Participation in other studies involving study intervention within 28 days prior to
study entry and/or during study participation
Criterion met? NO
Criterion ID: (For Pfizer use EX15A01
only)
21 || Exclusion Number: 17
Criterion Description: Previous participation in other studies involving study intervention containing
lipid nanoparticles
Criterion met? NO
Criterion ID: (For Pfizer use EX16A01
only)
2.m || Exclusion Number: 22
Criterion Description: Investigator site staff or Pfizer employees directly involved in the conduct of the
study, site staff otherwise supervised by the investigator, and their respective
family members
Criterion met? NO
Criterion ID: (For Pfizer use EX21A01
only)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: DISPOSITION - SCREENING

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

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

Subject No: 12313730 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

1. | Dateof Aug/24/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
Page 9 of 329
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730
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

1a|| Line/MH Number: [1]
Disease/Syndrome/Surgery [Type 2 diabetes]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Aug/1/2008
Ongoing: YES
Page 10 of 329
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS - BASELINE

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

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

Subject No: 12313730 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs

1. | Date: Aug/24/2020
2. | Weight: [124.5]

3. [ Unit: kg

4. | Height: [195.0]

5. [ Unit: cm

6. | Body Mass Index: [32.7]

Vital SignsDetails

7a|| Record Identifier: 1
Temperature: [36.9]
Unit: C
Temperature Location; ORAL CAVITY

Page 11 of 329
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730
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/24/2020
2. | Randomization Number: [239067]
3. | Randomization Group: []
Page 12 of 329
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730
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/24/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BP24PH]
5b || sample 1D [BP24PJ]
5 || sample ID [BP24PK]
5d || sampleID [BNTYLL]
5€|| sample D [BNTYLM]
5f || sample 1D [BNTYLN]
Page 13 of 329
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730
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/24/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sample D [BP24MW]
Page 14 of 329
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730
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/24/2020 19:30
5. | Anatomical Location:; DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actual 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 15 of 329
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730
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 16 of 329
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12313730
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. | Date of Visit Sep/16/2020
2. | Erroneous Visit
Page 17 of 329
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Header Text: C4591001

Visit: V2_VAX2_ L

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

Subject No: 12313730
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/16/2020
Vital Signs Details
2.a|| Record Identifier: 1
Temperature; [36.6]
Unit: C
Temperature Location: ORAL CAVITY
Page 18 of 329
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Header Text: C4591001

Visit: V2_VAX2_ L

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

Subject No: 12313730
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/16/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sample D [BP2BSL]
Page 19 of 329
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Header Text: C4591001

Visit: V2_VAX2_ L

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

Subject No: 12313730
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/16/2020 09:58

5. | Anatomical Location:; DELTOID MUSCLE

6. | Body Side: RIGHT

7. | Route: INTRAMUSCULAR

8. | Actual 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 20 of 329
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313730
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. | Date of Visit Oct/20/2020
2. | Erroneous Visit
Page 21 of 329
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313730
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/20/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sample D [BNV7KS]
Sb || sample D [BPLPML]
5C || sample 1D [BNV7KB]
Page 22 of 329
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Header Text: C4591001

on Dec/06/2020
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Form Status: Data 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. | Date of Visit Dec/6/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: COVID_A
Page 23 of 329
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Dec/06/2020

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

eCRF Audit Trail History

Signs and Symptoms

1. | Date of Assessment: Dec/6/2020
2. | Date of First Symptom Started: Dec/1/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/30/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? YES
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4.e || symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
Page 24 of 329
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Dec/06/2020
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
Sa Symptoms - Other Text: [low back pain.]
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12313730
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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

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

Dateof C . Specimen Colle I . Form Instan
# ollection Specimen Type ction L ocation Assay Code and Description Device Type ce
1. | Dec/14/20 | RESPIRATORY | NASOPHARYN [ SEVERE ACUTE RESPSYN [ SARS-COV-2DIA | Repeating
20 SECRETIONS X DROME CORONAVIRUS2 [ GNOSTIC TEST Pages

Page 26 of 329
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Header Text: C4591001

on Dec/06/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

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

Argerich
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Dec/14/2020

*** Confidential***

2. | Specimen Type: RESPIRATORY SECRETIONS
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: []
9. | Trade Name Other, Specify: [1
Page 27 of 329
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Data 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

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

If no sample was collected or

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

[Sample collected by physician team]

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

Page 28 of 329
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Dec/06/2020

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

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020
Form Version: 10-Dec-2020 02:26
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Health Care Utilization

1a|| physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | YES
Number of Visits or Contacts:
[1]
Lb || physician or Hedlthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: | YES
Number of Visits or Contacts:
[1]
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts. | NO
1d || physician or Hedlthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts: | YES
Number of Visits or Contacts:
[1]
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts. | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts: | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[[]
Health Care Utilization
Page 30 of 329
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Header Text: C4591001

on Dec/06/2020
Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

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

YES

Has the subject been in intensive care due to potential COVID-19 ilIness?
YES

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12313730
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

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

Argerich
Subject Initials: ---

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

# Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. |[HOSPITALIZATION STATUS HOSPITAL Dec/3/2020 NO Repeating Pages
Discharge Date:
Dec/24/2020
Page 32 of 329
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS
on Dec/06/2020
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
eCRF Audit Trail History
Form Audit Trail
Hospitalization Details
1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: HOSPITAL
3. [ Admission Date: Dec/3/2020
4. | Ongoing? NO
Discharge Date:
Dec/24/2020
Page 33 of 329
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Header Text: C4591001

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1 Repesating Pages
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Header Text: C4591001

on Dec/06/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Back to Form

Respiratory Treatment

1. | What isthe treatment Identifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

1

ol M| w

Ongoing?

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESSDETAILS

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

on Dec/06/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
eCRF Audit Trail History
IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS
2. | Was adiagnosis obtained for YES
Potential COVID-19 IlIness? Respiratory llIness Diagnosis:
[Anterior epidural abscessat L3-L4 level.]
Date of Diagnosis:
Dec/9/2020
3. | Toxicity Grade: 2
Page 36 of 329
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Header Text: C4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS- SEVERE

Form Version: 17-Jul-2020 21:55

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

Argerich

Subject No: 12313730 Subject Initials: ---

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

4 Category of C.:I|n|caJ Event | Subcategory oI Clinical Even Dlagnos(j Obtaine Toxwlté/ Grad Form Instance

1 Repeating Pages
Page 37 of 329
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

on Dec/06/2020
Form Version: 17-Jul-2020 21:55 Form Status: Not Started
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
IlIness Details
1. | Category of Clinical Event:
2. | Subcategory of Clinical Event:
3. | Was adiagnosis obtained?
4. | Toxicity Grade:
Page 38 of 329
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Header Text: C4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Form Version: 21-Aug-2020 02:49
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Category Collec | Speci
# | forLabT Vendor Name tionD [menT Lab Result Form Insta
nce
est ate: ype
1. | CLINICA |Ingtitute of diagnosis and treatment. | Dec/14 | BLOO Sponsor-D Repesating
L CHEMI | Addres. Marcelo Torcuato de Alvear | /2020 | D efined | de Test: Res Pages
STRY 2346, Buenos Aires city. ntifier ult:
329 C Reactive Pr | 90.
otein_PX329 |59
30 AlanineAmi |8
notransferase
_PX30
28 Aspartate Am | 18
inotransferas
e PX28
35 Alkaline Pho |89
sphatase_PX
35
21 Bilirubin_PX | 0.9
21 8
47 Blood Urea |27
Nitrogen_PX
47
48 Creatinine_P |0.7
X48 5
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Header Text: C4591001

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

on Dec/06/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. [ Lab Panel: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Institute of diagnosis and treatment. Addres. Marcelo Torcuato de Alvear 2346,
Buenos Aires city.]
3. | Collection Date: Dec/14/2020
4. | Specimen Type: BLOOD
Lab Result
5a|| sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [90.59]
Not Done:
LNMT Low
[unk]
High
(1]
Unit
mg/L
5b || sponsor ID: [30]
Test: Alanine Aminotransferase PX30
Result: [8]
Not Done:
LNMT Low
[unk]
High
[55]
Unit
uU/L
Page 40 of 329
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Dec/06/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
5. || sponsor 1D: [28]
Test: Aspartate Aminotransferase PX28
Result: [18]
Not Done:
LNMT Low
(5]
High
(34]
Unit
u/L
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [89]
Not Done:
LNMT Low
[40]
High
[129]
Unit
uU/L
5€ || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.98]
Not Done:
LNMT Low
[unk]
High
[1.2]
Unit
mg/dL
Page 41 of 329
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/06/2020

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

Subject No: 12313730
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

S5t Sponsor 1D: [47]
Test: Blood Urea Nitrogen_PX47
Result: [27]
Not Done:
LNMT Low
(10]
High
[40]
Unit
mg/dL
5.9 || sponsor ID: [48]
Test: Creatinine_PX48
Result: [0.75]
Not Done:
LNMT Low
[0.84]
High
[1.27]
Unit
mg/dL
Page 42 of 329
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

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

Category Collect | Speci Form Insta
# |forLabT Vendor Name (DERIVED) ionDat | menT Lab Result nce
est e ype
1. | HEMATO | Institute of diagnosis and treatment. Ad | Dec/14 | BLOO Sponsor-D Repeating
LOGY dres: Marcelo Torcuato de Alvear 2346, | /2020 | D efined Iden | Test: Res Pages
Buenos Aires city. tifier ult:
1 Hemoglo |12.
bin PX1 |5
2 Hematocr | 37.
it PX2 |7
3 Erythroc |3.9
ytes PX3 |7
5 Platelets |202
PX5 000
7 Leukocyt |[]
es PX7
608 Neutroph | 119
ils PX60 |30
8
609 Eosinoph | 150
ils PX60
9
612 Monocyt |470
es PX61
2
610 Basophils |30
_PX610
611 Lymphoc | 104
ytes PX6 [0
11
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Header Text: C4591001

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

on Dec/06/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. | Lab Panel: HEMATOLOGY
2. | Laboratory Name and Address [Institute of diagnosis and treatment. Addres. Marcelo Torcuato de Alvear 2346,
Buenos Aires city.]
3. | Collection Date: Dec/14/2020
4. | Specimen Type: BLOOD
Lab Result
5a|| sponsor 1D: [1]
Test: Hemoglobin_PX1
Result: [12.5]
Not Done:
LNMT Low
[13.1]
High
[15.9]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX2
Result: [37.7]
Not Done:
LNMT Low
[39.0]
High
[47.0]
Unit
%
Page 44 of 329
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Dec/06/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
5. || sponsor 1D: [3]
Test: Erythrocytes PX3
Result: [3.97]
Not Done:
LNMT Low
[4.3]
High
[5.6]
Unit
10M2/L
5d Sponsor ID: [5]
Test: Patelets PX5
Result: [202000]
Not Done:
LNMT Low
[150000]
High
[450000]
Unit
1073/uL
5€ || sponsor ID: [7]
Test: Leukocytes PX7
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

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

on Dec/06/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked

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

Subject Initials: ---

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

S5t Sponsor 1D: [608]
Test: Neutrophils PX608
Result: [11930]
Not Done:
LNMT Low
[39]
High
[74]
Unit
1073/uL
5.9 || sponsor 1D: [609]
Test: Eosinophils PX609
Result: [150]
Not Done:
LNMT Low
(1]
High
(8]
Unit
1073/uL
5h Sponsor 1D: [612]
Test: Monocytes PX612
Result: [470]
Not Done:
LNMT Low
(1]
High
[13]
Unit
10M3/uL
Page 46 of 329
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Dec/06/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
5i Sponsor |D: [610]
Test: Basophils PX610
Result: [30]
Not Done:
LNMT Low
(0]
High
(2]
Unit
1073/uL
5J || sponsor 1D: [611]
Test: Lymphocytes PX611
Result: [1040]
Not Done:
LNMT Low
(18]
High
(48]
Unit
1073/uL
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Argerich

Subject Initials: ---

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

# Date: Vital Signs Details Form Instance
L Record | dentifier: Systolic: Diastolic: Repeating Pages
Page 48 of 329
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Header Text: C4591001

on Dec/06/2020
Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Vital Signs

1. | Date:

i

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute;

[]

Heart Rate in beatsminute:

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

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

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

# Date: Vital Signs Details Form Instance
1 Record | dentifier: Oxygen Saturation Repesting Pages
Page 50 of 329
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Header Text: C4591001

on Dec/06/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Vital Signs

1. | Date:

i

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12313730
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

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

Subject Initials: ---

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

# | Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance

1

Repesating Pages
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Header Text: C4591001

on Dec/06/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arteria Blood Gases PaO2
(mmHg):

3. | FHO2 (Fraction of Inhaled Oxygen):

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

Form Version: 06-Jul-2020 21:55

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

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

4 Sponsor-Defined 1d | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
entifier ication re-specified cation ate e
1. Repesating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Dec/06/2020

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

Subject No: 12313730
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

Back to Form

Concomitant M edications

1

What is the medication identifier?

[]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Start Date:

1

Ongoing?

*** Confidential***

Page 55 of 329

FDA-CBER-2021-5683-0877319




090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: IMAGING

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

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

Dateof | Location o | Imagin Form Insta
# | Assess | f Assessme [ gMeth Overall Assessment
nce
ment nt od
1. | Dec/4/2 | OTHER CT SC [ ABNORMAL Repeating
020 If other,s |AN If abnormal, specify findings: Pages
pecify:
Hepatic steatosis, degenerative changes in the lumbar spine. At L2-
abdome L3 and L3-L4 level with bone erosions on platforms.
n and pe
Ivis
2. | Dec/5/2 | OTHER MRI ABNORMAL Repeating
020 If other, s If abnormal, specify findings: Pages
pecify:
Degenerative vertebrodiscal changes with greater involvement in L2
column -L3 and L3-L4. Irregularity in the vertebral platforms, bone erosions
. Central and right posterolateral L3-L4 disc extrusion.
3. | Dec/6/2 | CHEST ULTR | ABNORMAL Repeating
020 ASOU If abnormal, specify findings: Pages
ND
Hypertrophy of the basal interventricular septum (13 mm). LV g ecti
on fraction estimated at 55%
4. | Dec/6/2 | OTHER ULTR |[NORMAL Repeating
020 If other,s | ASOU Pages
pecify: ND
abdome
n
5. | Dec/8/2 | OTHER MRI ABNORMAL Repeating
020 If other, s If abnormal, specify findings: Pages
pecify:
Increased bone edema of the adjacent vertebral platforms. Anterior e
column pidural collection with cranial extension to the dorsal and caudal spi
ne not visible in previous study.

Page 56 of 329

*** Confidential***

FDA-CBER-2021-5683-0877320




090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001

on Dec/06/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging
1. | Date of Assessment: Dec/4/2020
2. | Location of Assessment: OTHER
If other, specify:
[abdomen and pelvis]
3. | Type of Imaging Exam: CT SCAN
4. | Assessment: ABNORMAL

If abnormal, specify findings:
[Hepatic steatosis, degenerative changes in the lumbar spine. At L2-L3 and
L3-L4 level with bone erosions on platforms.]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING

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

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Dec/5/2020

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

3. | Type of Imaging Exam: MRI

4. | Assessment: ABNORMAL

If abnormal, specify findings:

[Degenerative vertebrodiscal changes with greater involvement in L2-L.3 and
L3-L4. Irregularity in the vertebral platforms, bone erosions. Central and right
posterolateral L3-L4 disc extrusion.]
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Header Text: C4591001

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

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING

Form Status: Data Complete, Locked, Frozen

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Dec/6/2020

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: ULTRASOUND

4. | Assessment: ABNORMAL
If abnormal, specify findings:
[Hypertrophy of the basal interventricular septum (13 mm). LV gjection
fraction estimated at 55%)]

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

on Dec/06/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
eCRF Audit Trail History
Form Audit Trail
Imaging
1. | Date of Assessment: Dec/6/2020
2. | Location of Assessment: OTHER
If other, specify:
[abdomen]
3. | Type of Imaging Exam: ULTRASOUND
4. | Assessment: NORMAL
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Header Text: C4591001

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

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Dec/8/2020

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

3. | Type of Imaging Exam: MRI

4. | Assessment: ABNORMAL

If abnormal, specify findings:

[Increased bone edema of the adjacent vertebral platforms. Anterior epidural
collection with crania extension to the dorsal and caudal spine not visiblein
previous study.]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 1- Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT

Visit on Feb/09/2021
Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/9/2021

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_A1l
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Feb/09/2021

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

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/9/2021
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample ID [BRIWT7G]
S5b || sample 1D [BNTZBW]
5C || sample 1D [BRTSGT]
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313730
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
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Header Text: C4591001

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

Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Unplanned Assessments

1. | Assessments

*** Confidential***
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Header Text: C4591001

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

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

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

Subject No: 12313730 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/20/2020
Completion/Discontinuation/Death

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [1
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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

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

Subject No: 12313730 Subject Initials: ---

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

Disposition - Follow-Up

1. | Dateof 1
Completion/Discontinuation/Death

2. | Phase of Disposition:

3. | Status.

4. | Specify Status: []
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Header Text: C4591001

Visit: POT_COVID_REPEAT _SWAB - New
Unscheduled Visit

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

Subject No: 12313730
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:
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Header Text: C4591001

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

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New

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. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

> Sample ID

[]

*** Confidential***

Page 69 of 329

FDA-CBER-2021-5683-0877333




090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313730
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

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Form: VITAL SIGNS- TEMP

Form Status: Not Started

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

Subject Initials: ---

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

Vital Signs

1. |Date:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

[]

Unit:

Temperature Location:

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

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

Subject Initials: ---

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

Vaccination

1. | Wasthere atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

Ol [N ]wW|DN

Unit:

'_\
©

Timeframe Subject Was Observed

[N
[

. | Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 15:57

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12313730
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. | Date of Visit Feb/9/2021
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: 12313730
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Status: Data 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 - Asymptomatic Surveillance

1. | Consent Was.

OBTAINED

Date Written Consent Obtained
Feb/9/2021
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12313730
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

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

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? NO

4. | If no sample was collected or [Sample collected during convalescence visit today.]

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12313730
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:
Feb/9/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BRIW52]
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Header Text: C4591001

Visit on Feb/19/2021
Form Version: 14-Jan-2021 02:22
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Feb/19/2021

2. | Erroneous Visit

COVID-19 Surveillance Visit

3. | COVID-19 Surveillance Visit:

SSWAB_WEEK?2

*** Confidential***
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Visit on Feb/19/2021

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

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

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

Visit on Mar/03/2021
Form Version: 14-Jan-2021 02:22
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Mar/3/2021

2. | Erroneous Visit

COVID-19 Surveillance Visit

3. | COVID-19 Surveillance Visit:

SSWAB_WEEK4

*** Confidential***
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Visit on Mar/03/2021

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

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/3/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BP1ZSC]
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Header Text: C4591001

Visit: Potential ReVax Initia Contact -
Unscheduled

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

Subject No: 12313730
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. | Date of Visit Mar/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: 12313730
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 is willing to return for Vaccination 3
Participant is:
eligible per other protocol allowance(s) and confirmed to have received only
placebo at Vaccination 1/2
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12313730
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. | Date of Visit Mar/5/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12313730
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was.

OBTAINED

Date Written Consent Obtained
Mar/5/2021
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Vis

For

Header Text: C4591001

t: V101 _VAX3

m Version: 10-Dec-2020 02:30

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Form Comments

*** Confidential***

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

Visit: V101 VAX3

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

Subject No: 12313730
Generated By: (b) (4)

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

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

Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Dateof
Completion/Discontinuation/Death

Mar/5/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

3. | Status:

COMPLETED

4. | Specify Status:

[]
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Header Text: C4591001

Visit: V101 _VAX3

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

Subject No: 12313730
Generated By: (b) (4)

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

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/5/2021
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sample D [BR2319]
Sb || sample D [BLBHJY]
5C || sample 1D [BLBHHY]
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Header Text: C4591001

Visit: V101 _VAX3

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

Subject No: 12313730
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/5/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sample D [BR20YY]
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Header Text: C4591001
Visit: V101 VAX3

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/5/2021 14:19
5. | Anatomical Location:; DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001

Visit: V102_VAX4

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

Subject No: 12313730
Generated By: (b) (4)

Form: DATE OF VISIT
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

Date of Visit
1. | Date of Visit Mar/25/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V102 _VAX4

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

Subject No: 12313730
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/25/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sample D [BPTSNY]
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Header Text: C4591001

Visit: V102 VAX4

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

Subject No: 12313730
Generated By: (b) (4)

Form: VACCINATION
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

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/25/2021 11:35
5. | Anatomical Location:; DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001

Visit: V103 MONTH1

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

Subject No: 12313730
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: V103_MONTH1

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

Subject No: 12313730
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: C4591001

Visit: V104 MONTH6

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

Subject No: 12313730
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: V104 MONTH6

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

Subject No: 12313730
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: C4591001

Visit: V105 MONTH18

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

Subject No: 12313730
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: V105 MONTH18

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

Subject No: 12313730
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: C4591001

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

Subject No: 12313730
Generated By: (b) (4)

Visit: FURTHER_VACCINATION_EOT -

Form: DISPOSITION - TREATMENT

Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Disposition - Treatment

1. | Date of
Completion/Discontinuation/Death

1

2. | Phase of Disposition:

3. | Status.

4. | Specify Status:

[]

*** Confidential***
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Header Text: C4591001

Visit: Logs

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

Subject No: 12313730
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

4 Category AE I dent Adverse Event Start Date Isthe Adversg Event Sti | Form Instanc
ifier I Ongoing e
1. |ADVERSEE |1 Epidural abscess Dec/1/2020 | NO Repeating
VENT 10:00 End Date Time: Pages
Jan/20/2021 12:00
2. |ADVERSEE |2 L2 to L4 spinal osteoarthritis Dec/5/2020 | NO Repesating
VENT 14:00 End Date Time: Pages
Jan/20/2021 12:00
3. |ADVERSEE |3 Herniated disc L3 -L4 Dec/5/2020 | NO Repesating
VENT 14:00 End Date Time: Pages
Jan/20/2021 12:00
4. | ADVERSEE (4 Oxacillin sensitive Staphylococc | Dec/1/2020 | NO Repeating
VENT us aureus sepsis 10:00 End Date Time: Pages
Jan/20/2021 12:00
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12313730 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: [Epidural abscess]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Dec/1/2020 10:00
5. |Isthe adverse event still ongoing? | NO
End Date Time:
Jan/20/2021 12:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.

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

hospitalization or prolongation of
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
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

9. |Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
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: [2020483018]
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12313730 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [L2to L4 spinal osteoarthritis)]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Dec/5/2020 14:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Jan/20/2021 12:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

8. | 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
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 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 a Non-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

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12313730 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Herniated disc L3 -L4]

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Dec/5/2020 14:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Jan/20/2021 12:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

8. | 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
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 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 a Non-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

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Page 108 of 329

*** Confidential***
FDA-CBER-2021-5683-0877372




090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313730
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Oxacillin sensitive Staphylococcus aureus sepsig|
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Dec/1/2020 10:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Jan/20/2021 12:00
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES

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).

Isthis serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

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

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
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

9. |Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[epidural abscess)
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: [2020483018]
For Pfizer Use Only
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Visit: Logs

Header Text: C4591001

Subject No: 12313730
Generated By: (b) (4)

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

Form: MEDICATION ERROR

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

Argerich
Subject Initials: ---

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

*** Confidential***

Catego | Medication Er | Start Da | Isthemedication error Still O | Study Medication Errors
# . - Form Instance
ry ror te ngoing Action
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313730
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?

7. | Was aNon-Drug Treatment given?

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

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

10. | Serious Adverse Event Number: [1

For Pfizer Use Only
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Header Text: C4591001

Visit: Logs

SiteNo: 1231

Subject No: 12313730
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 1d | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
entifier 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
Site No: 1231

Subject No: 12313730
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 M edications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Date:

1
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Header Text: C4591001
Visit: Logs

SiteNo: 1231

Subject No: 12313730
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***

4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1. Repesting
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313730
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 M edications

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 Freguency:

8. | Route:

9. | Start Date: 1

10. | Ongoing?
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Header Text: C4591001
Visit: Logs

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: RADIATION TREATMENT

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

Argerich
Subject Initials: ---

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

*** Confidential***

4 Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat Form Instance
y r ed t e
1 Repesating 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: 12313730 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?
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Header Text: C4591001

Visit: Logs

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

Subject No: 12313730
Generated By: (b) (4)

Form: TRANSFUSIONS

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

Argerich
Subject Initials: ---

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

# Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313730
Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

i
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Header Text: C4591001

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

Subject No: 12313730
Generated By: (b) (4)

Form: TREATMENT UNBLINDED

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Mar/3/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: C4591001

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

Subject No: 12313730
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

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

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

20:34

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

I

Page 122 of 329
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Header Text: C4591001

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

Subject No: 12313730
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: 12313730
Generated By: (b) (4)

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/20/2020
Page 124 of 329

*** Confidential***
FDA-CBER-2021-5683-0877388




090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001

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

Subject No: 12313730
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 Here to Enable

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

Form Version: 22-Apr-2020 21:04 Form Status; Data Complete, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Audit Trail
Thisform requires signing by a member of each of the following signature groups:
e CRF_Sign
e CRF_Sign_1
Name Signature Date Type Action
M eaning
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Form Version: 10-Dec-2020 02:30
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Header Text: C4591001
Visit: V101 VAX3

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER

VACCINATION - Comments

Argerich

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

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

Back to Form

Item

Date

User

Comment

Form

Mar-05-2021 16:06:25 (UTC-03:00) City of
Buenos Aires

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

Not Applicable
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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: 12313730 Subject Initials: ---

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

Back to Form

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

e CRF_Sign
e CRF_Sign_1
Name Signature Date Type Action
M eaning
(b) (6) N/A Mar-25-2021 15:49:21 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-24-2021 16:58:23 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, |, (b) (6) verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Mar-23-2021 17:51:32 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-09-2021 13:05:20 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) verify that all case report form pages accurately display the results of the

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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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: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
(b) (6) N/A Mar-04-2021 14:50:03 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-04-2021 12:18:42 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Feb-25-2021 14:36:39 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-22-2021 08:51:44 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Feb-12-2021 15:18:35 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
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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: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
(b) (6) Approved Feb-11-2021 07:35:52 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, |, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Feb-09-2021 14:27:39 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Maria Beretta Approved Jan-21-2021 12:35:14 (UTC-03:00) City of BOOK Signed

Buenos Aires

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

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

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

(b) (6) N/A Dec-07-2020 19:45:31 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-26-2020 22:20:34 (UTC-03:00) City of BOOK Signed
Buenos Aires
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Header Text: C4591001

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

Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Verified

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

Subject Initials: ---

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

Affidavit:
By my dated signature below, I, (b) (6)

, verify that al case report form pages accurately display the results of

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

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

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

*** Confidential***
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12313730
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 11:35:43 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 30 JUN 2020
Buenos Aires
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-25-2020 11:35:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) STAGE 3 COHORTS
Buenos Aires
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Header Text: C4591001

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

Subject No: 12313730
Generated By: (b) (4)

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

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

Back to Form

*** Confidential***

1. Consent Was:
Date L ocation User Value Reason
Aug-25-2020 11:36:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OBTAINED
Buenos Aires Date Written Consent Obtained
Aug/24/2020
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Header Text: C4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

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

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

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

Back to Form

1. Subject ID
Date L ocation User Value Reason
Aug-24-2020 18:26:47 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-03:00) City of (autocalc) | 12313730 previous form
Buenos Aires
2. Birth Date:
Date L ocation User Value Reason
Aug-24-2020 18:26:44 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-03:00) City of (autocalc) |(b) (6) /1962
Buenos Aires
3. Sex:
Date L ocation User Value Reason
Aug-25-2020 11:36:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) MALE
Buenos Aires
4. Ethnicity:
Date L ocation User Value Reason
Aug-25-2020 11:36:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) HISPANIC OR LATINO(A) OR
Buenos Aires OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Aug-25-2020 11:36:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) WHITE
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: 12313730
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

*** Confidential***

1. Date of Visit
Date L ocation User Value Reason
Aug-25-2020 11:36:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/24/2020
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

la
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Inclus 1
Buenos Aires ion N

umbe

r:
Criter Male or female participan
ion D tsbetween the ages of 18
escrip and 55 years, inclusive, 6
tion: 5and 85 years, inclusive,

or 18 and 85 years, inclus

ive, at randomization (de

pendent upon study stage
)

Criter YES

ionm

et?:

Criter INO1AQO

ion 1D

. (For

Pfizer

useon

ly):
l.alnclusion Number:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
l.aCriterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Male or female participants betwe
Buenos Aires en the ages of 18 and 55 years, in
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12313730 Subject Initials: ---

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

clusive, 65 and 85 years, inclusive
, or 18 and 85 years, inclusive, at
randomization (dependent upon st

udy stage)
1.a Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
l.a Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) INO1A00
Buenos Aires
1b
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Inclusi 2
Buenos Aires on Nu

mber:

Criteri Participants who are will

on Des ing and able to comply w

criptio ith all scheduled visits, v

n: accination plan, laborato
ry tests, lifestyle conside
rations, and other study p
rocedures

Criteri YES

on met

?.

Criteri INO2AQO

on ID:

(For P

fizer u

seonly

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

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

1.b Inclusion Number:

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2
Buenos Aires
1.b Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Participants who are willing and a
Buenos Aires ble to comply with all scheduled

visits, vaccination plan, laborator

y tests, lifestyle considerations, an

d other study procedures
1.b Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
1.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) INO2A00
Buenos Aires
lc
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Inclusi 3
Buenos Aires on Nu

mber:

Page 138 of 329

*** Confidential***
FDA-CBER-2021-5683-0877402




090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criter Healthy participants who

ion De are determined by medic

scripti al history, physical exami

on: nation, and clinical judg
ment of the investigator t
o bedligiblefor inclusio
nin the study

Criter YES

ion me

t?:

Criter INO3AQO

ion 1D

. (For

Pfizer

useon

ly):

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

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

1.c Inclusion Number:

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 3
Buenos Aires
1.c Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Healthy participants who are dete
Buenos Aires rmined by medical history, physic

a examination, and clinical judg

ment of the investigator to be elig

ible for inclusion in the study
1.c Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
1.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) INO3A00
Buenos Aires
1d
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Inclus 4
Buenos Aires on Nu

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

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

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criteri Capable of giving person

on Des al signed informed conse

criptio nt, which includes compl

n: iance with the requireme
nts and restrictions listed
inthe ICD and in this pr
otocol

Criteri YES

on met

?.

Criteri INO4A00

on |D:

(For P

fizer u

seonly

):

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

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

1.d Inclusion Number:

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 4
Buenos Aires
1.d Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Capable of giving personal signed
Buenos Aires informed consent, which includes

compliance with the requirements

and restrictions listed in the ICD a

nd in this protocol
1.d Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
1.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) INO4A00
Buenos Aires
2a
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 1
Buenos Aires ion N

umber
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

Criter Other medical or psychia
ion De tric condition incl. recent
scripti (within past year) or acti
on:  vesuicidal ideation/beha
vior/lab abnormality that
may increase the risk of s

tudy participation

Criter NO

ion m

et?:

Criter EX01A00

ion ID

. (For

Pfizer

useon

ly):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
2.a Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Other medical or psychiatric cond
Buenos Aires itionincl. recent (within past year

) or active suicidal ideation/behav

ior/lab abnormality that may incre

asetherisk of study participation
2.a Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.aCriterion ID: (For Pfizer use only)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX01A00
Buenos Aires
2b
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 2
Buenos Aires on Num

ber:

Criterio Known infection with h

n Descri uman immunodeficienc

ption: y virus (HIV), hepatitis

C virus (HCV), or hepa
titis B virus (HBV)

Criterio NO

n met?:

Criterio EX02A00

niID: (F

or Pfize

r useon

ly):
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12313730 Subject Initials: ---

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

2.b Exclusion Number:

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2

Buenos Aires

2.b Criterion Description:

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Known infection with human im

Buenos Aires munodeficiency virus (HIV), hep

atitis C virus (HCV), or hepatitis
B virus (HBV)

2.b Criterion met?

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

2.b Criterion | D: (For Pfizer use only)

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX02A00
Buenos Aires
2.c
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 3
Buenos Aires ion Nu

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

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

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criteri History of severe advers

on Des e reaction associated wit

criptio h avaccine and/or severe

n: alergic reaction (eg, ana
phylaxis) to any compon
ent of the study intervent
ion(s)

Criteri NO

on met

?.

Criteri EX03A00

on |D:

(For P

fizer u

seonly

):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

2.c Exclusion Number:

*** Confidential***

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 3
Buenos Aires
2.c Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) History of severe adverse reaction
Buenos Aires associated with a vaccine and/or s

evere alergic reaction (eg, anaph

ylaxis) to any component of the st

udy intervention(s)
2.c Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX03A00
Buenos Aires
2.d
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclusion N 4
Buenos Aires umber:

Criterion De Receipt of medicat

scription:  ionsintended to pr

event COVID-19
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich
Subject Initials: ---

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

Criterionm NO

et?:

Criterion ID EX04A00

. (For Pfizer

useonly):
2.d Exclusion Number:
Date Location User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 4
Buenos Aires
2.d Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Receipt of medications intended t
Buenos Aires o prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX04A00
Buenos Aires
2.e
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 8
Buenos Aires on Nu

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

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

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criteri Immunocompromised in

on Des dividuals with known or

criptio suspected immunodefici

n: ency, as determined by h
istory and/or laboratory/
physical examination

Criteri NO

on met

?.

Criteri EX08A00

onID:

(For Pf

izer us

eonly)

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

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

2.e Exclusion Number:

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 8
Buenos Aires
2.e Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Immunocompromised individuals
Buenos Aires with known or suspected immuno

deficiency, as determined by histo

ry and/or laboratory/physical exa

mination
2.e Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.eCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EXO08A00
Buenos Aires
2.f
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 10
Buenos Aires ion Nu

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

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

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criteri Bleeding diathesis or co

on Des ndition associated with p

criptio rolonged bleeding that w

n: ould, in the opinion of th
einvestigator, contraindi
cate intramuscular inject
ion

Criteri NO

on met

?.

Criteri EX10A00

on |D:

(For P

fizer u

seonly

):

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

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

2.f Exclusion Number:

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 10
Buenos Aires
2.f Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Bleeding diathesis or condition as
Buenos Aires sociated with prolonged bleeding

that would, in the opinion of thei

nvestigator, contraindicate intram

uscular injection
2.f Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.f Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX10A00
Buenos Aires
29
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclusion Nu 11
Buenos Aires mber:

Criterion Des Women who are

cription: pregnant or breas

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

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Generated By: (b) (4)

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

Criterion met NO

?:

Criterion ID: EX11A00

(For Pfizer us

eonly):
2.g Exclusion Number:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 11
Buenos Aires
2.9 Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Women who are pregnant or breas
Buenos Aires tfeeding
2.g Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.g Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX11A00
Buenos Aires
2.h
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Excluson N 12
Buenos Aires umber:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

Criterion De Previous vaccinati
scription: on with any coron
avirus vaccine

Criterion me NO

t?:

Criterion ID EX12A00

: (For Pfizer

use only):
2.h Exclusion Number:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 12
Buenos Aires
2.h Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Previous vaccination with any cor
Buenos Aires onavirus vaccine
2.h Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.h Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX12A00
Buenos Aires
2.
Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

Aug-25-2020 11:36:54
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4),
(b) (6)

Data Entry:

Exclusio 13

n Numb

er:

Criterio Subjectswho receivei

n Descri mmunosuppressive the

ption:  rapy, such as cytotoxic
agents or systemic cort
icosteroids

Criterio NO

n met?:

Criterio EX13A01

niD: (F

or Pfizer

use only)

Initial Entry

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

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

2.i Exclusion Number:

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 13
Buenos Aires
2.i Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Subjects who receive immunosup
Buenos Aires pressive therapy, such as cytotoxi

C agents or systemic corticosteroi

ds
2.i Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.i Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX13A01
Buenos Aires
2
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 15
Buenos Aires ion Nu

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

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

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Criteri Receipt of blood/plasma

on Des products or immunoglob

criptio ulin, from 60 days befor

n: e study intervention adm
inistration or planned rec
eipt throughout the study

Criteri NO

on met

?.

Criteri EX14A01

on ID:

(For P

fizer u

seonly

):

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

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

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

2.j Exclusion Number:

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 15
Buenos Aires
2.j Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Receipt of blood/plasma products
Buenos Aires or immunoglobulin, from 60 days

before study intervention administ

ration or planned receipt througho

ut the study
2. Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.j Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX14A01
Buenos Aires
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12313730 Subject Initials: ---

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

Back to Form

2.k

Date Location User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 16

Buenos Aires on Nu

mber:

Criteri Participation in other st

on Desc udiesinvolving study i

ription: ntervention within28d
ays prior to study entry
and/or during study par
ticipation

Criteri NO

on met

?.

Criteri EX15A01

onID: (

For Pfi

zer use

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

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

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

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

2.k Exclusion Number:

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 16
Buenos Aires
2.k Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Participation in other studiesinvo
Buenos Aires Iving study intervention within 2

8 days prior to study entry and/or

during study participation
2.k Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.k Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX15A01
Buenos Aires
21
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclusio 17
Buenos Aires n Numbe

r:
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Header Text: C4591001
Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Criterio Previous participation

n Descri in other studiesinvolv

ption:  ing study intervention

containing lipid nanop
articles

Criterio NO

n met?:

Criterio EX16A01

niD: (F

or Pfizer

use only)
2.1 Exclusion Number:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 17
Buenos Aires
2.| Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Previous participation in other stu
Buenos Aires diesinvolving study intervention

containing lipid nanoparticles
2.1 Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.1 Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX16A01
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich

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

2.m

Date

L ocation User

Value

Reason

Aug-25-2020 11:36:54
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4),
(b) (6)

Data Entry:

Exclu 22

sion N

umbe

r:

Criter Investigator site staff or

ion De Pfizer employees directl

scripti y involved in the conduct

on:  of the study, site staff oth
erwise supervised by the
investigator, and their res
pective family members

Criter NO

ion m

et?:

Criter EX21A01

ion ID

: (For

Pfizer

useon

ly):

Initial Entry
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

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

Argerich

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

2.m Exclusion Number:

*** Confidential***

Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 22
Buenos Aires
2.m Criterion Description:
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Investigator site staff or Pfizer e
Buenos Aires mployees directly involved in the

conduct of the study, site staff oth

erwise supervised by the investig

ator, and their respective family

members
2.m Criterion met?
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.m Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-25-2020 11:36:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX21A01
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Argerich

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

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason
Aug-25-2020 11:37:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/24/2020
Buenos Aires
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-25-2020 11:37:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING
Buenos Aires
3. Status:
Date L ocation User Value Reason
Aug-25-2020 11:37:04 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: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

la
Date Location User Value Reason
Aug-25-2020 11:37:26 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Number: 1
Buenos Aires Medical History Te Type 2 diabe

rm: tes

Start Date; Aug/1/2008

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-25-2020 11:37:26 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
Aug-25-2020 11:37:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type 2 diabetes
Buenos Aires
1l.a Start Date:
Date L ocation User Value Reason
Aug-25-2020 11:37:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/1/2008
Buenos Aires
1.a Ongoing:
Date L ocation User Value Reason
Aug-25-2020 11:37:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313730

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

1. Date:

Date Location User Value Reason

Aug-25-2020 11:37:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Aug/24/2020

Buenos Aires

2. Weight:

Date L ocation User Value Reason

Aug-25-2020 11:37:45 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) 124.5

Buenos Aires

3. Unit:

Date L ocation User Value Reason

Aug-25-2020 11:37:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

4. Height:

Date L ocation User Value Reason

Aug-25-2020 11:37:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) 195.0

Buenos Aires

5. Unit:

Date L ocation User Value Reason

Aug-25-2020 11:37:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

6. Body Mass I ndex:

Date Location User Value Reason

Aug-25-2020 11:37:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

(UTC-03:00) City of (autocalc) | 32.7
Buenos Aires
7.a
Date L ocation User Value Reason
Aug-25-2020 11:37:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record Identifier: 1
Buenos Aires :

Temperature: 36.9

Temperature Unit C

Temperature Loca ORAL CAV

tion:: ITY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-25-2020 11:37:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
7.a Temperature:
Date L ocation User Value Reason
Aug-25-2020 11:37:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 36.9
Buenos Aires
7.aUnit:
Date L ocation User Value Reason
Aug-25-2020 11:37:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) C
Buenos Aires
7.a Temperature Location:
Date Location User Value Reason
Aug-25-2020 11:37:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of ®)©) ORAL CAVITY
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L

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

Subject No: 12313730
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Buenos Aires

(b) (4), (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: 12313730
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

*** Confidential***

1. Randomization Date:
Date Location User Value Reason
Aug-25-2020 11:37:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/24/2020
Buenos Aires
2. Randomization Number:
Date L ocation User Value Reason
Aug-25-2020 11:37:53 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 239067
Buenos Aires
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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

SiteNo: 1231

Subject No: 12313730

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 Location User Value Reason

Aug-25-2020 11:38:00 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-25-2020 11:38:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-26-2020 11:26:05 | ACVOPFEINFPGE000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-25-2020 16:13:30 | ACVOPFEINFP6000 |(b) Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (4), is Yes, however no

Buenos Aires (b) (6) barcodes are
entered. Please
review and correct
as appropriate.

Aug-25-2020 11:38:00 | 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 11:38:00 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Aug/24/2020
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

*** Confidential***

5.a
Date L ocation User Value Reason
Aug-26-2020 11:26:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sample | D: BP24PH
Buenos Aires (b) (6)
5.a Sample D
Date L ocation User Value Reason
Aug-26-2020 11:26:05 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BP24PH
Buenos Aires (b) (6)
5.b
Date L ocation User Value Reason
Aug-26-2020 11:26:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sample |D: BP24PJ
Buenos Aires (b) (6)
5.b Sample 1D
Date L ocation User Value Reason
Aug-26-2020 11:26:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), BP24PJ
Buenos Aires (b) (6)
5.c
Date L ocation User Value Reason
Aug-26-2020 11:26:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sample | D: BP24PK
Buenos Aires (b) (6)
5.c Sample D
Date L ocation User Value Reason
Aug-26-2020 11:26:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BP24PK
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
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

5d
Date L ocation User Value Reason
Aug-26-2020 15:15:30 ACVOPFEINFPE000 |Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) SampleID: BNTYLL
Buenos Aires
5.d Sample ID
Date L ocation User Value Reason
Aug-26-2020 15:15:30 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BNTYLL
Buenos Aires
5.e
Date L ocation User Value Reason
Aug-26-2020 15:15:36 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) Sample |D: BNTYLM
Buenos Aires
5.eSample!|D
Date L ocation User Value Reason
Aug-26-2020 15:15:36 ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BNTYLM
Buenos Aires
5.f
Date L ocation User Value Reason
Aug-26-2020 15:15:42 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample ID: BNTYLN
Buenos Aires
5.f Sample D
Date L ocation User Value Reason
Aug-26-2020 15:15:42 ACVOPFEINFPE000 |Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BNTYLN
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730

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 Location User Value Reason

Aug-25-2020 11:38:12 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-25-2020 11:38:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Sep-03-2020 12:18:22 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-25-2020 16:13:30 | ACVOPFEINFP6000 |(b) Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (4), is Yes, however no

Buenos Aires (b) (6) barcodes are
entered. Please
review and correct
as appropriate.

Aug-25-2020 11:38:12 | 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 11:38:12 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Aug/24/2020
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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

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

Subject No: 12313730 Subject Initials: ---

Generated By: (b) (4)

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

5.a
Date L ocation User Value Reason
Sep-03-2020 12:18:22 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra | Sample |D: BP24AMW
Buenos Aires (b) (4)
5.a Sample D
Date L ocation User Value Reason
Sep-03-2020 12:18:22 ACVOPFEINFP6000 | Mariadel Data Entry: Initial Entry
(UTC-03:00) City of Pilar Pereyra | BP2AMW
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1231

Subject No: 12313730
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. Was there a temporary delay of vaccination?

*** Confidential***

Date Location User Value Reason
Aug-25-2020 11:38:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2. Treatment Name
Date L ocation User Value Reason
Aug-25-2020 11:38:26 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 11:38:26 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 11:38:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/24/2020 19:30
Buenos Aires
5. Anatomical Location:
Date L ocation User Value Reason
Aug-25-2020 11:38:26 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
6. Body Side:
Date Location User Value Reason
Aug-25-2020 11:38:26 | ACVOPFEINFP6000 ~ (b) (4), (b) |DataEntry: Initial Entry
(6)
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L

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

Subject No: 12313730
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

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

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

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

Buenos Aires (b) (6)

7. Route:

Date L ocation User Value Reason
Aug-25-2020 11:38:26 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-25-2020 11:38:26 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) | THE PROTOCOL SPECIFIED OB
SERVATION PERIOD

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

administration?

Date Location User Value Reason
Aug-25-2020 11:38:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

SiteNo: 1231

Subject No: 12313730
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

*** Confidential***

Date L ocation User Value Reason
Aug-25-2020 11:38:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO - REACTOGENICITY E-DI
Buenos Aires ARY NOT COLLECTED FOR T
HIS SUBJECT
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12313730
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-16-2020 11:05:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/16/2020
Buenos Aires
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Header Text: C4591001
Visit: V2_VAX2 L

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:54

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

Argerich

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

Back to Form

*** Confidential***

1. Date:
Date Location User Value Reason
Sep-16-2020 11:06:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/16/2020
Buenos Aires
2a
Date L ocation User Value Reason
Sep-16-2020 11:06:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-OS:QO) City of (b) (6) Record | dentifier:: 1
Buenos Aires Temperature: 36.6

Temperature Unit: C

Temperature Loca ORAL CAV

tion:: ITY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-16-2020 11:06:07 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
2.a Temperature:
Date Location User Value Reason
Sep-16-2020 11:06:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 36.6
Buenos Aires
2.aUnit:
Date L ocation User Value Reason
Sep-16-2020 11:06:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) C
Buenos Aires
2.a Temperature Location:
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54

SiteNo: 1231

Subject No: 12313730
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

Date Location User Value Reason
Sep-16-2020 11:06:07 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ORAL CAVITY
Buenos Aires
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Header Text: C4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-16-2020 11:06:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Sep-16-2020 11:06:16 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-16-2020 12:16:55 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-16-2020 11:06:16 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-16-2020 11:06:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Sep/16/2020
5.a
Date L ocation User Value Reason
Sep-16-2020 12:16:55 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample 1D: BP2B8L
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
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 SampleID
Date L ocation User Value Reason
Sep-16-2020 12:16:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BP2B8L
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: V2_VAX2 L

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History

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

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

Back to Form

1. Was there a temporary delay of vaccination?

(6)

Date Location User Value Reason
Sep-16-2020 11:06:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason
Sep-16-2020 11:06:28 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Sep-16-2020 11:06:28 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-16-2020 11:06:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/16/2020 09:58

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Sep-16-2020 11:06:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date Location User Value Reason
Sep-16-2020 11:06:28 ACVOPFEINFP6000 | (B) (4), (B) | Data Entry: Initial Entry

*** Confidential***
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Header Text: C4591001

Visit: V2_VAX2_ L

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

Subject No: 12313730
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

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

Argerich

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

(UTC-03:00) City of (E) ), RIGHT

Buenos Aires ®) (©)

7. Route:

Date L ocation User Value Reason
Sep-16-2020 11:06:28 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-16-2020 11:06:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED OB

Buenos Aires SERVATION 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-16-2020 11:06:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313730
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-20-2020 10:06:56 ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Oct/20/2020

*** Confidential***

Page 185 of 329

FDA-CBER-2021-5683-0877449




090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-20-2020 10:07:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Oct-20-2020 10:07:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Oct-20-2020 11:11:19 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

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

Buenos Aires

Oct-20-2020 10:45:16 ACVOPFEINFP6000 |(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.

Oct-20-2020 10:07:10 ACVOPFEINFP6000 | auto query Query 1. Candidate 'Sample Collected?

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

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

Oct-20-2020 10:07:10 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

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

Buenos Aires Date of Callection:

Oct/20/2020
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
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
Date L ocation User Value Reason
Oct-20-2020 11:11:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () 6) Sample |D: BNV7KS
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Oct-20-2020 11:11:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BNV7KS
Buenos Aires
5b
Date L ocation User Value Reason
Oct-20-2020 12:20:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample 1D: BPIPML
Buenos Aires
5.b Sample 1D
Date L ocation User Value Reason
Oct-20-2020 12:20:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BP1PML
Buenos Aires
5.c
Date L ocation User Value Reason
Oct-20-2020 12:36:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample1D: BNV7KB
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Oct-20-2020 12:36:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BNV7KB
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

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

Argerich

Subject Initials: ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Dec-18-2020 03:05:31 | ACVOPFEINFP6000 |(b) (4), Query 3: Closed Response satisfies

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

Buenos Aires

Dec-17-2020 12:34:00 ACVOPFEINFP6000 | Santiago Query 3: Answered Changed data per

(UTC-03:00) City of Corradetti query

Buenos Aires (b) (4)

Dec-17-2020 10:18:29 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 3: Opened DM: Kindly review

(UTC-03:00) City of and complete

Buenos Aires ‘Hedlth Care
Utilization, IlIness
Detailsform' at this
visit. Thank you.

Dec-16-2020 12:32:18 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Dec-16-2020 12:25:19 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

Buenos Aires

Dec-16-2020 12:18:26 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

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

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

Dec-16-2020 12:18:26 | ACVOPFEINFPG000 | auto query Query 1: Candidate Date of Visitis

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

Buenos Aires of Collectionin
both Nasal Swab
Self and Nasdl
Swab are missing.
Please review and
update as
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - 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

appropriate.
Dec-16-2020 12:18:26 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Dec/6/2020
Buenos Aires
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Dec-16-2020 12:18:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) |COVID_A

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

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

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Dec/6/2020

Buenos Aires (b) (6)

2. Date of First Symptom Started:

Date Location User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Dec/1/2020

Buenos Aires (b) (6)

3. Symptoms Ongoing?

Date L ocation User Value Reason

Dec-31-2020 10:11:18
(UTC-03:00) City of

ACVOPFEINFP6000

(b) (4), (b) Data Entry:
(6) NO

New Information

Buenos Aires Date of Last Symptom Resolved
Dec/30/2020

Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
4.a
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: FEVER
Buenos Alres (b) (6) Symptom Present: YES
4.a Symptoms:
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Header Text: C4591001
Visit: POT_COVID_ILL 1
on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Dec-2020 02:29

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

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

*** Confidential***

Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, FEVER
Buenos Aires (b) (6)
4.a Was symptom present?
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, YES
Buenos Aires (b) (6)
4b
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms. NEW OR INCREA
Buenos Aires (b) (6) SED COUGH

Symptom P NO

resent:
4.b Symptoms:
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NEW OR INCREASED COUGH
Buenos Aires (b) (6)
4.b Was symptom present?
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b) (6)
4.c
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Header Text: C4591001

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

on Dec/06/2020
Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sympto NEW OR INCREASE
Buenos Aires (b) (6) ms: D SHORTNESS OF B
REATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NEW OR INCREASED SHORTN
Buenos Aires (b) (6) ESS OF BREATH
4.c Was symptom present?
Date Location User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
4.d
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: CHILLS
Buenos Aires (b) (6) Symptom Present: NO
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Header Text: C4591001
Visit: POT_COVID_ILL 1
on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Dec-2020 02:29

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

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

*** Confidential***

4.d Symptoms:
Date Location User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), CHILLS
Buenos Aires (b) (6)
4.d Was symptom present?
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b) (6)
4e
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptom NEW OR INCREAS
Buenos Aires (b) (6) s ED MUSCLE PAIN

Symptom NO

Present:
4.e Symptoms:
Date Location User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NEW OR INCREASED MUSCL
Buenos Aires (b) (6) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), NO
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

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

Argerich

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

4f
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Symptoms NEW LOSS OF TAS
Buenos Aires (b) (6) : TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date Location User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), NEW LOSS OF TASTE OR SME
Buenos Aires (b) (6) LL
4.f Was symptom present?
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b) (6)
449
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-OB:QO) City of 4, Symptom NEW OR INCREAS
Buenos Aires (b) (6) s ED SORE THROAT

Symptom NO

Present:
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

Argerich

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

*** Confidential***

FDA-CBER-2021-5683-0877459

4.9 Symptoms;
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NEW OR INCREASED SORE T
Buenos Aires (b) (6) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b) (6)
4.h
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: DIARRHEA
Buenos Aires (b) (6) Symptom Present: NO
4.h Symptoms:
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), DIARRHEA
Buenos Aires (b) (6)
4.h Was symptom present?
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b) (6)
4.
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Header Text: C4591001
Visit: POT_COVID_ILL 1
on Dec/06/2020

- Unscheduled Visit

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

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

Argerich

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

Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: VOMITING
Buenos Aires (b) (6) Symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), VOMITING
Buenos Aires (b) (6)
4.i Was symptom present?
Date L ocation User Value Reason
Dec-16-2020 12:25:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
5a
Date L ocation User Value Reason
Dec-16-2020 12:25:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Symptoms - Othe low back pai
Buenos Aires (b) (6) r:
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Dec-16-2020 12:25:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), low back pain.
Buenos Aires (b) (6)
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

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

Argerich

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

Back to Form

*** Confidential***

Date L ocation User Value Reason
Dec-16-2020 12:31:22 ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
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Header Text: C4591001

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

on Dec/06/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Dec-16-2020 12:31:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Dec/14/2020

Buenos Aires (b) (6)

2. Specimen Type:

Date Location User Value Reason
Dec-16-2020 12:31:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @, RESPIRATORY SECRETIONS

Buenos Aires (b) (6)

3. Specimen Collection Location:

Date L ocation User Value Reason
Dec-16-2020 12:31:22 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NASOPHARY NX

Buenos Aires (b) (6)

4. Assay Code and Description:

Date L ocation User Value Reason
Dec-16-2020 12:31:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO

Buenos Aires ME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason
Dec-16-2020 12:31:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Buenos Aires T

6. Trade Name:

Page 198 of 329

*** Confidential***
FDA-CBER-2021-5683-0877462




090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---

Generated By: (b) (4)

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

Date L ocation User Value Reason
Dec-16-2020 12:31:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, ATILA BIOSYSTEMSIAMP CO
Buenos Aires (b) (6) VID-19 DETECTION KIT
7. Test Result:
Date L ocation User Value Reason
Dec-16-2020 12:31:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NEGATIVE
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Locked, Frozen, Verified

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

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Dec-16-2020 12:32:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Dec-16-2020 12:32:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Dec-21-2020 02:22:18 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Dec-18-2020 12:14:42 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires

Dec-18-2020 12:13:34 | ACVOPFEINFP6000 | auto query Query 2: Opened ‘Sample Collected?

(UTC-03:00) City of (autoquery) ismarked as No

Buenos Aires and 'lf no sample
was collected or
sample was not
collected according
to protocol, please
providereason' is
missing. Please
review and update
as appropriate.

Dec-18-2020 12:13:34 | ACVOPFEINFP6000 | auto query Query 1. Answered Answer Auto Query

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

Buenos Aires
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
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

Dec-18-2020 12:13:34 | ACVOPFEINFP6000 | Santiago Data Entry: Self swab was not
(UTC-03:00) City of Corradetti NO collected
Buenos Aires (b) (4)
Dec-18-2020 05:24:39 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Reissued:Opened DM1: Per response,
(UTC-03:00) City of please confirm if
Buenos Aires SELF SWAB
sample was
collected by the
subject and amend
the eCRF data
appropriately.
Thank you.
Dec-17-2020 11:50:33 | ACVOPFEINFPG000 |(b) Query 1: Answered Subjects do not
(UTC-03:00) City of 4, self-swab. The
Buenos Aires (b) (6) health personnel of
the institution are
the ones who take
the swab samples.
Dec-17-2020 05:57:29 | ACVOPFEINFPE000 |(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.
Dec-16-2020 12:32:18 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no

barcodes are
entered. Please
review and correct

Buenos Aires

Date of Collection:

Dec/15/2020

as appropriate.
Dec-16-2020 12:32:18 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES

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

*** Confidential***

Date L ocation User Value Reason
Dec-18-2020 12:14:42 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

on Dec/06/2020
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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 Corradetti Sample collected by physician te
Buenos Aires (b) (4) am
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

*** Confidential***

1. Data Origin

Date L ocation User Value Reason

Dec-16-2020 12:33:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Dec-16-2020 12:33:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Feb-25-2021 15:42:04 | AcvOPFEINFP6000 | (B) (4), (B) (B) | query 3: Closed CONCOVID visit

(UTC-03:00) City of updated with

Buenos Aires barcode BRT8GT

Feb-25-2021 14:38:09 | ACVOPFEINFP6000 |(b) (4), Query 3: Answered Barcode BRT8GT

(UTC-03:00) City of (b) (6) belongs to a blood

Buenos Aires sample from
convalescence visit

Feb-23-2021 17:24:48 | ACVOPFEINFPe000 | ®) (). ) (6) | 5ery 3: Opened Barcode BRTSGT

(UTC-03:00) City of received at

Buenos Aires laboratory for this
subject thisvisit on
15 Feb 2021.
Please, confirm if
belongs to the
subject and visit,
then update it, if
applicable. Thanks

Dec-17-2020 11:58:22 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
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

Dec-17-2020 05:57:29 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened 'Sample Collected?
(UTC-03:00) City of (6) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Dec-17-2020 05:21:25 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Closed as per site
(UTC-03:00) City of (b) (6) response.
Buenos Aires
Dec-16-2020 15:00:37 | ACVOPFEINFP6000 | Santiago Query 1. Answered First contact with
(UTC-03:00) City of Corradetti the subject was on
Buenos Aires (b) (4) 6-DEC, by a
telephone call. On
that date, subject
was hospitalized
due to SAE (which
included probable
COVID symptoms).
Given that, COVID
home visit and swab
was scheduled for
14-DEC (after
subject's discharge).
Dec-16-2020 12:33:45 | ACVOPFEINFP6000 | auto query Query 2: Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Dec-16-2020 12:33:45 | ACVOPFEINFP6000 | auto query Query 1: Opened Date of Collection
(UTC-03:00) City of (autoquery) 14/Dec/2020 is
Buenos Aires different from Date
of Visit 06/Dec
/2020. Please
review and update
as appropriate, else
clarify.
Dec-16-2020 12:33:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
on Dec/06/2020 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: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Dec/14/2020
5a
Date L ocation User Value Reason
Dec-17-2020 11:58:22 ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample ID: BPWSZG
Buenos Aires
5.aSamplelD
Date L ocation User Value Reason
Dec-17-2020 11:58:22 ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BPWSZG
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

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

Back to Form

la
Date L ocation User Value Reason
Dec-17-2020 12:33.04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Type of Practit SPECIALIST
Buenos Aires (b) (4) joner:

Occurrenceof YES

Visitsor Cont  Number of Vi

acts: sitsor Contac

ts:
1
l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti SPECIALIST
Buenos Aires (b) (4)
1.a Occurrence of Visitsor Contacts:
Date Location User Value Reason
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti YES
Buenos Aires (b) (4) Number of Visits or Contacts:
1
1b
Date L ocation User Value Reason
Dec-17-2020 12:33:04 | ACVOPFEINFPG000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Type of Practit EMERGENCY
Buenos Aires (b) (4) ioner: ROOM
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

*** Confidential***

Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Occurrenceof YES
Visitsor Cont  Number of Vi
acts: sitsor Contac
ts:
1
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-17-2020 12:33.04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti EMERGENCY ROOM
Buenos Aires (b) (4)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti YES
Buenos Aires (b) (4) Number of Visits or Contacts:
1
lc
Date L ocation User Value Reason
Dec-17-2020 12:33:35 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Type of Practit PRIMARY C
Buenos Aires (b) (4) ioner: ARE PHYSIC
IAN
Occurrenceof NO
Visitsor Conta
cts:
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Type of Practit PRIMARY C
Buenos Aires (b) (4) ioner: ARE PHYSIC
IAN
Occurrence of
Visitsor Conta
cts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

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

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti PRIMARY CARE PHY SICIAN
Buenos Aires (b) (4)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-17-2020 12:33:35 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NO
Buenos Aires (b) (4)
1d
Date Location User Value Reason
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Type of Practit URGENT CA
Buenos Aires (b) (4) ioner: RE

Occurrenceof YES

Visitsor Cont  Number of i

acts: sitsor Contac

ts.
1
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

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

1.d Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti URGENT CARE
Buenos Aires (b) (4)
1.d Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti YES
Buenos Aires (b) (4) Number of Visits or Contacts:
1
le
Date L ocation User Value Reason
Dec-17-2020 12:33:35 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-O3:QO) City of Corradetti Type of Practit TELEPHONE
Buenos Aires (b) (4) ioner: CONSULTATI
ON

Occurrenceof NO

Visitsor Conta

cts:
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Type of Practit TELEPHONE
Buenos Aires (b) (4) ioner: CONSULTATI

ON

Occurrence of

Visitsor Conta

cts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

1l.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti TELEPHONE CONSULTATIO
Buenos Aires (b) (4) N
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-17-2020 12:33:35 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NO
Buenos Aires (b) (4)
1f
Date Location User Value Reason
Dec-17-2020 12:33:35 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Typeof Practitioner:  OTH
Buenos Aires (b) (4) ER

Occurrence of Visitsor NO

Contacts:
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Typeof Practitioner: OTH
Buenos Aires (b) (4) ER

Occurrence of Visitsor

Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020
Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Argerich

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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti OTHER
Buenos Aires (b) (4)
1.f Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Dec-17-2020 12:33:35 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NO
Buenos Aires (b) (4)
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date Location User Value Reason
Dec-17-2020 12:33:04 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti YES
Buenos Aires (b) (4) Has the subject been in intensi

ve care due to potential COVI

D-19illness?

YES
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - Audit Trail

Form Status:

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

Argerich

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

Back to Form

Date L ocation User Value Reason
Dec-17-2020 13:17:20 ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:02

Form Status: Data Complete, Locked, Frozen

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

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. Hospitalization Category:

*** Confidential***

Date L ocation User Value Reason
Dec-17-2020 13:17:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | HOSPITALIZATION STATUS
Buenos Aires
2. Hospitalization Term:
Date L ocation User Value Reason
Dec-17-2020 13:17:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), HOSPITAL
Buenos Aires (b) (6)
3. Admission Date:
Date L ocation User Value Reason
Dec-31-2020 11:57:20 ACVOPFEINFP6000 | Martina Data Entry: New Information
(UTC-03:00) City of Davalli Dec/3/2020
Buenos Aires (b) (4)
Dec-17-2020 13:17:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Dec/9/2020
Buenos Aires (b) (6)
4. Ongoing?
Date Location User Value Reason
Dec-31-2020 11:57:32 ACVOPFEINFP6000 | Martina Data Entry: New Information
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4) Discharge Date:

Dec/24/2020
Dec-17-2020 13:17:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), NO
Buenos Aires (b) (6) Discharge Date:

Dec/11/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History
on Dec/06/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
1. Category of Clinical Event:
Date L ocation User Value Reason
Dec-17-2020 13:12:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNES
Buenos Aires S
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date L ocation User Value Reason
Jan-06-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 3: | Discrepancy has been
11:56:19 Oracle Closed closed.
(UTC-03:00) (b) (4)
City of
Buenos Aires
Jan-06-2021 ACVOPFEINFP6000 auto query Query 3. | Changed Information
11:10:41 (autoquery) Answere
(UTC-03:00) d
City of
Buenos Aires
Jan-06-2021 ACVOPFEINFP6000 Santiago Data Ent | Changed Information
11:10:41 Corradetti ry:
(UTC-03:00) (b) (4) YE
City of Respira
Buenos Aires tory Ilin
essDia
gnosis:
Anteri
or epi
dural
absces
satL3
-L4le
vel.
Date of
Diagnos
is:
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Argerich

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

Form: ILLNESS DETAILS - eCRF Audit Trail History

Dec/9/
2020
Jan-06-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 3: | Clarify ANTERIOR
06:38:55 Oracle Opened EPIDURAL FLUID
(UTC-03:00) (b) (4) COLLECTION AT
City of L3-L4LEVEL. as
Buenos Aires follows...Areyou
reporting
CEREBROSPINAL
FLUID
CIRCULATION
DISORDER?
CEREBROSPINAL
FLUID LEAKAGE?
CEREBROSPINAL
FLUID RETENTION?
POST LUMBAR
PUNCTURE
COMPLICATION?
Other? Please update
the verbatim term to
clarify. Thank you.
Jan-05-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2. | Discrepancy has been
20:28:44 Oracle Closed closed.
(UTC-03:00) (b) (4)
City of
Buenos Aires
Jan-05-2021 ACVOPFEINFP6000 auto query Query 2: | New Information
17:21:17 (autoquery) Answere
(UTC-03:00) d
City of
Buenos Aires
Jan-05-2021 ACVOPFEINFP6000 Santiago Data Ent | New Information
17:21:17 Corradetti ry:
(UTC-03:00) (b) (4) YES
City of Respira
Buenos Aires tory IlIn
essDia
gnosis:
Anteri

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231
Argerich
Subject No: 12313730 Subject Initials: ---

Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

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

or epi
dural f
luidc
ollecti
on at
L3-L4
level.
Date of
Diagnos
is:
Dec/9/
2020
Jan-05-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: | Clarify ANTERIOR
15:49:41 Oracle Opened EPIDURAL
(UTC-03:00) (b) (4) COLLECTION AT
City of L3-L4LEVEL. as
Buenos Aires follows...Termis
unclear. Areyou
reporting EPIDURAL
ABSCESS? Or
EPIDURAL
LIPOMATOSIS? Or
LUMBAR BIOPSY?
Or BIOPSY SPINAL
CORD? Or other?
Please update the
verbatim term to
clarify. Thank you.
Jan-05-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: | Discrepancy has been
12:46:53 Oracle Closed closed.
(UTC-03:00) (b) (4)
City of
Buenos Aires
Jan-05-2021 | ACVOPFEINFP6000 auto query Query 1: | Changed Information
11:28:04 (autoquery) Answere
(UTC-03:00) d
City of
Buenos Aires
Jan-05-2021 ACVOPFEINFP6000 Santiago Data Ent | Changed Information
11:28:04 Corradetti ry:
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Header Text: C4591001

on Dec/06/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

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

Argerich
Subject Initials: ---

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

Form: ILLNESS DETAILS - eCRF Audit Trail History

(UTC-03:00) (b) (4) YES
City of Respira
Buenos Aires tory IlIn
essDia
gnosis:
Anteri
or epi
dural
collect
ion at
L3-L4
level.
Date of
Diagnos
is:
Dec/9/
2020
Jan-05-2021 | ACVOPFEINFP6000 Saumitra Query 1: | Coding Query: Thanks
09:41:30 Dubey Reissued: | for the response. In
(UTC-03:00) (b) (4) Opened | such casekindly
City of update the most
Buenos Aires significant term out of
the two.
Dec-17-2020 | ACVOPFEINFP6000 Santiago Query 1: | Thereisno possibility
17:51:18 Corradetti Answere |inthisform to split the
(UTC-03:00) (b) (4) d diagnosis as separate
City of entriesfor asingle
Buenos Aires Respiratory Illness
diagnosis.
Furthermore, it
happensto be a
combined diagnosis:
there would not have
been an epidural
collection without
spondylodiscitis.
Dec-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: | Clarify
14:59:39 Oracle Opened | SPONDYLODISCITIS
(UTC-03:00) (b) (4) AT L3-L4LEVEL
City of WITH ANTERIOR

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

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

Buenos Aires

EPIDURAL
COLLECTION. as
follows...Areyou
reporting
SPONDYLODISCITIS
AT L3-L4LEVEL?If
S0, update the verbatim
term as such. If
reporting
SPONDYLODISCITIS
AT L3-L4 LEVEL and
ANTERIOR
EPIDURAL
ABSCESS, split and
report as 2 separate
entries. Otherwise
clarify and update the
term as appropriate.
Thank you.

Dec-17-2020 | ACVOPFEINFPE000

13:12:10
(UTC-03:00)
City of
Buenos Aires

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

ry:

YE
Respira
tory llin
essDia
gnosis:

Spond
ylodis
citisat
L3-L4
level

witha
nterior
epidur
a call
ection.

Date of
Diagnos
is:

Dec/9/
2020

Initial Entry
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:52

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

3. Toxicity Grade:

*** Confidential***

Date L ocation User Value Reason
Dec-17-2020 13:12:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 2
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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
Dec-31-2020 10:22:20 ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of (4),
Buenos Aires (b)
(6)
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Header Text: C4591001

Generated By: (b) (4)

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

on Dec/06/2020 eCRF Audit Trail History

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

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

Subject No: 12313730 Subject Initials: ---

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

Back to Form

(UTC-03:00) City of
Buenos Aires

1. Lab Pandl:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | CLINICAL CHEMISTRY

2. Laboratory Name and Address

*** Confidential***

Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Institute of diagnosis and treatment
Buenos Aires (b) . Addres: Marcelo Torcuato de Alv
(6) ear 2346, Buenos Aires city.
3. Collection Date:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Dec/14/2020
Buenos Aires (b)
(6)
4. Specimen Type:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLOOD
Buenos Aires
5a
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 329
Buenos Aires d Identifier:
Test:: C Reactive Prot
ein_PX329
Result:: 90.59
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020
Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Locked, Frozen

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Not Done::
Lab Normal Ra Low
nge: unk
High
10
Unit
mg/L
5.a Sponsor 1D:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 329
Buenos Aires
S5.aTest:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), C Reactive Protein_PX329
Buenos Aires (b)
(6)
5.a Result:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 90.59
Buenos Aires (b)
(6)
5aLNMT
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Low
Buenos Aires (b) unk
(6)
High
10
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Header Text: C4591001

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

on Dec/06/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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

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

Subject Initials: ---

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

Unit
mg/L
5.b
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defin 30
Buenos Aires ed ldentifier:
Test:: Alanine Aminotra
nsferase_PX30
Result:: 8
Not Done::
Lab Normal R Low
ange: unk
High
55
Unit
u/L

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

5.b Sponsor I1D:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30
Buenos Aires
5.b Test:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Alanine Aminotransferase PX30
Buenos Aires (b)
(6)
5.b Result:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 8
Buenos Aires (b)
(6)
5bLNMT
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Low
Buenos Aires (b) unk
(6)
High
55
Unit
U/L
5.c
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defin 28
Buenos Aires
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Header Text: C4591001

on Dec/06/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34
ed | dentifier:
Test:: Aspartate Aminotr
ansferase PX28
Result:: 18
Not Done::
Lab Normal R Low
ange: 5
High
34
Unit
U/L

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail History

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

Argerich
Subject Initials: ---

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

5.c Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |28
Buenos Aires
5.c Test:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Aspartate Aminotransferase PX28
Buenos Aires (b)
(6)
5.c Reault:
Date Location User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 18
Buenos Aires (b)
(6)
5.cLNMT
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Low
Buenos Aires (b) 5
(6)
High
34
Unit
u/L
5.d
Date Location User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 35
Buenos Aires
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Header Text: C4591001

on Dec/06/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34
d Identifier:
Test:: Alkaline Phosph
atase PX35
Result:: 89
Not Done::
Lab Normal Ra Low
nge: 40
High
129
Unit
u/L

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Argerich
Subject Initials: ---

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

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

5.d Sponsor 1D:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |35
Buenos Aires
5.d Test:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Alkaline Phosphatase_PX35
Buenos Aires (b)
(6)
5.d Result:
Date Location User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 89
Buenos Aires (b)
(6)
5dLNMT
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Low
Buenos Aires (b) 40
(6)
High
129
Unit
u/L
5.e
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Ide 21
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Dec/06/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
ntifier:
Test:: Bilirubin_P
X21
Result:: 0.98
Not Done::
Lab Normal Range: Low
unk
High
12
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Locked, Frozen

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

Argerich

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

5.e Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |21
Buenos Aires
5.eTest:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Bilirubin_PX21
Buenos Aires (b)
(6)
5.e Result:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 0.98
Buenos Aires (b)
(6)
5.eLNMT
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Low
Buenos Aires (b) unk
(6)
High
1.2
Unit
mg/dL
5f
Date L ocation User Value Reason
Feb-09-2021 16:02:59 | ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of 4), Sponsor-Defi 47
Buenos Aires (b) (6)
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

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

*** Confidential***

Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
ned I dentifier
Test:: Blood Urea Ni
trogen_PX47
Result:: 27
Not Done::
Lab Normal Low
Range: 10
High
40
Unit
mg/dL
Dec-31-2020 10:22:20 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defi 47
Buenos Aires ned I dentifier
Test:: Blood Urea Ni
trogen_PX47
Result:: 27
Not Done::
Lab Normal Low
Range: 70
High
1.2
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

5.f Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 47
Buenos Aires
5.f Test:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Blood Urea Nitrogen_PX47
Buenos Aires (b)

(6)
5.f Result:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 27
Buenos Aires (b)

(6)
5f LNMT
Date L ocation User Value Reason
Feb-10-2021 06:55:23 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Query closed data
(UTC-03:00) City of (6) has been updated
Buenos Aires
Feb-09-2021 16:02:59 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-09-2021 16:02:59 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of (4), Low
Buenos Aires (b) (6) 10

High
40
Unit
mg/dL
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

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

*** Confidential***

Feb-09-2021 08:08:27 | ACVOPFEINFP6000 | Balaji Prabu R Query 1: Opened The reported high
(UTC-03:00) City of (b) (4) range valueisless
Buenos Aires than the low range
value. Please check
both the values and
update as
appropriate. Else
clarify.
Dec-31-2020 10:22:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Low
Buenos Aires 70
High
12
Unit
mg/dL
50
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Id 48
Buenos Aires entifier:
Test:: Creatinine_P
X48
Result:: 0.75
Not Done::
Lab Normal Range Low
: 0.84
High
121
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Locked, Frozen

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

Argerich

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

5.9 Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |48
Buenos Aires
5.9 Test:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Creatinine_PX48
Buenos Aires (b)

(6)
5.9 Result:
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 0.75
Buenos Aires (b)

(6)
5.gLNMT
Date L ocation User Value Reason
Dec-31-2020 10:22:20 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Low
Buenos Aires (b) 0.84

(6)

High
121
Unit
mg/dL
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Audit Trail
Form Status:

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

Argerich

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

Back to Form

*** Confidential***

Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of (4),
Buenos Aires (b)
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Argerich

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Back to Form

1. Lab Pand:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | HEMATOLOGY
Buenos Aires
2. Laboratory Name and Address
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Institute of diagnosis and treatment
Buenos Aires (b) . Addres: Marcelo Torcuato de Alv
(6) ear 2346, Buenos Aires city.
3. Collection Date:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Dec/14/2020
Buenos Aires (b)
(6)
4. Specimen Type:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLOOD
Buenos Aires
5a
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Id 1
Buenos Aires entifier:
Test:: Hemoglobin
_PX1
Result:: 125
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

on Dec/06/2020 eCRF Audit Trail History

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

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

Subject No: 12313730 Subject Initials: ---

Generated By: (b) (4)

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

Not Done::
Lab Normal Range Low
: 131
High
15.9
Unit
g/dL
5.a Sponsor 1D:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1
Buenos Aires
S5.aTest:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Hemoglobin_PX1
Buenos Aires (b)
(6)
5.a Result:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 125
Buenos Aires (b)
(6)
5aLNMT
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Low
Buenos Aires (b) 131
(6)
High
15.9
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Argerich

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Unit
g/dL
5.b
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Id 2
Buenos Aires entifier:
Test:: Hematocrit_
PX2
Result:: 37.7
Not Done::
Lab Normal Range: Low
39.0
High
47.0
Unit
%
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete, Locked

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Argerich

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

*** Confidential***

5.b Sponsor I1D:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |2
Buenos Aires
5.b Test:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Hematocrit_PX2
Buenos Aires (b)

(6)
5.b Result:
Date Location User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 37.7
Buenos Aires (b)

(6)
5bLNMT
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Low
Buenos Aires (b) 39.0

(6)

High
47.0
Unit
%
5.c
Date Location User Value Reason
Mar-23-2021 17:51:32 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined 3
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Locked

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Argerich

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

I dentifier:
Test:: Erythrocyte
s PX3
Result:: 3.97
Not Done::
Lab Normal Ran Low
ge 4.3
High
5.6
Unit
10M2/L
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined 3
Buenos Aires Identifier:
Test:: Erythrocyte
s PX3
Result:: 3.97
Not Done::
Lab Normal Ran Low
ge 4.3
High
5.6
Unit
10"3/uL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

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

*** Confidential***

5.c Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |3
Buenos Aires
5.c Test:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Erythrocytes PX3
Buenos Aires (b)
(6)
5.c Result:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 3.97
Buenos Aires (b)
(6)
5.CLNMT
Date L ocation User Value Reason
Mar-24-2021 09:59:58 | ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-23-2021 17:51:32 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-23-2021 17:51:32 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 4.3
High
5.6
Unit
10M2/L
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Argerich

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

Mar-23-2021 17:20:29 | ACVOPFEINFP6000 | Katherine Puig | Query 1: Opened Clin: Please the
(UTC-03:00) City of (b) (4) Erythrocytes Unit
Buenos Aires should be
"10M2/L" or
"10"6/uL". Please
review and update
accordingly
Mar-23-2021 17:01:43 | ACVOPFEINFP6000 | Salim Query 1. Candidate Clin: Please the
(UTC-03:00) City of Bouguermouh Erythrocytes Unit
Buenos Aires (b) (4) should be
"10M2/L" or
"1076/uL". Please
review and update
accordingly
Dec-31-2020 10:30:41 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Low
Buenos Aires 4.3
High
5.6
Unit
10"3/uL
5.d
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Ide 5
Buenos Aires ntifier:
Test:: Platelets P
X5
Result:: 202000
Not Done::
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Header Text: C4591001

on Dec/06/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Locked

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

Subject Initials: ---

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

Lab Normal Range: Low
150000

High
450000

Unit
10M3/uL

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History
Form Status: Data Complete, Locked

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

Argerich
Subject Initials: ---

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

5.d Sponsor 1D:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |5
Buenos Aires
5.d Test:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Platelets PX5
Buenos Aires (b)
(6)
5.d Result:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 202000
Buenos Aires (b)
(6)
5.dLNMT
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Low
Buenos Aires (b) 150000
(6)
High
450000
Unit
10"3/uL
5.e
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined Id 7
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Locked

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

Subject Initials: ---

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

entifier:

Test:: Leukocytes
PX7

Result::

Not Done:: NOT DONE

Lab Normal Range:

*** Confidential***

5.e Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |7
Buenos Aires
5.eTest:
Date Location User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Leukocytes PX7
Buenos Aires (b)
(6)
5.eNot Done:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NOT DONE
Buenos Aires (b)
(6)

5.f
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 608
Buenos Aires dentifier:

Test:: Neutrophils _

PX608
Result:: 11930
Not Done::
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Header Text: C4591001

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

on Dec/06/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Locked

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

Subject Initials: ---

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

Lab Normal Rang Low
e 39

High
74

Unit
10"3/uL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

5.f Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 608
Buenos Aires
5.f Test:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Neutrophils_PX608
Buenos Aires (b)
(6)
5.f Result:
Date L ocation User Value |Reason
Jan-05-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
03:59:31 1: Clo |query
(UTC-03:00) sed
City of
Buenos Aires
Jan-04-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |[TheWBC
10:04:54 1: Ans | differentialsare
(UTC-03:00) wered | entered as absolute
City of values. Thank ypu.
Buenos Aires
Jan-04-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6678113;Please
02:23:43 (b) (4) 1: Ope | confirm that the
(UTC-03:00) ned WBC differentials are
City of entered as absolute
Buenos Aires valuesinstead of
percentages, or
correct as
appropriate.
Dec-31-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initial Entry
10:30:41 Entr
(UTC-03:00) 11930
City of
Buenos Aires
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090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Argerich

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

5fLNMT
Date L ocation User Value Reason
Mar-23-2021 19:29:18 ACVOPFEINFP6000 | Salim Query 1: Candidate Clin: Data entered
(UTC-03:00) City of Bouguermouh areincorrect. Please
Buenos Aires (b) (4) review and update
as appropriate
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Low
Buenos Aires 39
High
74
Unit
10"3/uL
5.9
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 609
Buenos Aires dentifier:
Test:: Eosinophils
PX609
Result:: 150
Not Done::
Lab Normal Rang Low
e 1
High
8
Unit
1073/uL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

5.9 Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 609
Buenos Aires
5.9 Test:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Eosinophils_PX609
Buenos Aires (b)
(6)
5.9 Result:
Date L ocation User Value |Reason
Jan-05-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
03:59:51 1: Clo |query
(UTC-03:00) sed
City of
Buenos Aires
Jan-04-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |[TheWBC
10:05:09 1: Ans | differentialsare
(UTC-03:00) wered | entered as absolute
City of values. Thank ypu.
Buenos Aires
Jan-04-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6678116;Please
02:23:43 (b) (4) 1: Ope | confirm that the
(UTC-03:00) ned WBC differentials are
City of entered as absolute
Buenos Aires valuesinstead of
percentages, or
correct as
appropriate.
Dec-31-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initial Entry
10:30:41 Entr
(UTC-03:00) 150
City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Locked

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

Argerich

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

5.gLNMT
Date Location User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Low
Buenos Aires (b) 1
(6)
High
8
Unit
10"3/uL
5.h
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 612
Buenos Aires dentifier:
Test:: Monocytes P
X612
Result:: 470
Not Done::
Lab Normal Rang Low
€ 1
High
13
Unit
10M3/uL
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Locked

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

Subject Initials: ---

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

*** Confidential***

5.h Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 612
Buenos Aires
5.h Test:
Date Location User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Monocytes PX612
Buenos Aires (b)

(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Argerich

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

Back to Form

5.h Result:
Date L ocation User Value | Reason
Jan-05-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response setisfies
04.00:04 1: Clo [query
(UTC-03:00) sed
City of
Buenos
Aires
Jan-04-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | TheWBC
10:05:40 1: An | differentialsare
(UTC-03:00) swere | entered as absolute
City of d values. Thank ypu.
Buenos
Aires
Jan-04-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6678114;Please
02:23:43 (b) (4) 1: Op |confirm that the
(UTC-03:00) ened |WBC differentialsare
City of entered as absolute
Buenos valuesinstead of
Aires percentages, or

correct as

appropriate.
Dec-31-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry
10:30:41 Entr
(UTC-03:00) :
City of 470
Buenos
Aires
5.h LNMT
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Low
Buenos Aires (b) 1

(6)
High
13
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

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

Argerich

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

*** Confidential***

Unit
10"3/uL
5.
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Id 610
Buenos Aires entifier:
Test:: Basophils P
X610
Result:: 30
Not Done::
Lab Normal Range Low
: 0
High
2
Unit
10"3/uL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

5.i Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 610
Buenos Aires
5. Test:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Basophils_PX610
Buenos Aires (b)
(6)
5. Result:
Date L ocation User Value |Reason
Jan-05-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
04:00:15 1: Clo |query
(UTC-03:00) sed
City of
Buenos Aires
Jan-04-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |[TheWBC
10:05:54 1: Ans |differentiadlsare
(UTC-03:00) wered | entered as absolute
City of values. Thank ypu.
Buenos Aires
Jan-04-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6678115;Please
02:23:43 (b) (4) 1: Ope | confirm that the
(UTC-03:00) ned WBC differentials are
City of entered as absolute
Buenos Aires valuesinstead of
percentages, or
correct as
appropriate.
Dec-31-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initial Entry
10:30:41 Entr
(UTC-03:00) 30
City of
Buenos Aires
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete, Locked

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Argerich

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

*** Confidential***

5.i LNMT
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Low
Buenos Aires (b) 0
(6)
High
2
Unit
10"3/uL
5,
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 611
Buenos Aires dentifier:
Test:: Lymphocytes
PX611
Result:: 1040
Not Done::
Lab Normal Rang Low
e 18
High
48
Unit
10"3/uL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Status: Data Complete, Locked

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

5.j Sponsor ID:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 611
Buenos Aires
5. Test:
Date L ocation User Value Reason
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Lymphocytes PX611
Buenos Aires (b)
(6)
5.) Result:
Date L ocation User Value |Reason
Jan-05-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
04.00:27 1: Clo |query
(UTC-03:00) sed
City of
Buenos Aires
Jan-04-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |[TheWBC
10:06:11 1: Ans | differentialsare
(UTC-03:00) wered | entered as absolute
City of values. Thank ypu.
Buenos Aires
Jan-04-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW6678112;Please
02:23:43 (b) (4) 1: Ope | confirm that the
(UTC-03:00) ned WBC differentials are
City of entered as absolute
Buenos Aires valuesinstead of
percentages, or
correct as
appropriate.
Dec-31-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initial Entry
10:30:41 Entry:
(UTC-03:00) 1040
City of
Buenos Aires
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete, Locked

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Argerich

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

5j LNMT

Date

L ocation

User

Value

Reason

Mar-23-2021 19:25:23

ACVOPFEINFP6000 | Salim

Query 1: Candidate

Clin: Data entered

*** Confidential***

(UTC-03:00) City of Bouguermouh areincorrect. Please
Buenos Aires (b) (4) review and update
accordingly
Dec-31-2020 10:30:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Low
Buenos Aires 18
High
48
Unit
10M3/uL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: IMAGING - Audit Trail

Form Status:

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

Argerich

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

Back to Form

Date L ocation User Value Reason
Dec-31-2020 11:34:08 ACVOPFEINFP6000 | Martina Form Created
(UTC-03:00) City of Davalli
Buenos Aires (b) (4)
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - Audit Trail

Form Status:

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

Argerich
Subject Initials: ---

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

Back to Form

*** Confidential***

Date L ocation User Value Reason
Dec-31-2020 11:38:23 ACVOPFEINFP6000 | Martina Form Created
(UTC-03:00) City of Davalli
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: IMAGING - Audit Trail

Form Status:

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

Argerich
Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Dec-31-2020 11:43:07 ACVOPFEINFP6000 | Martina Form Created
(UTC-03:00) City of Davalli
Buenos Aires (b) (4)
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - Audit Trail

Form Status:

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

Argerich
Subject Initials: ---

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

Back to Form

*** Confidential***

Date L ocation User Value Reason
Dec-31-2020 11:44:15 ACVOPFEINFP6000 | Martina Form Created
(UTC-03:00) City of Davalli
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: IMAGING - Audit Trail

Form Status:

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

Argerich
Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Dec-31-2020 11:49:03 ACVOPFEINFP6000 | Martina Form Created
(UTC-03:00) City of Davalli
Buenos Aires (b) (4)
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Header Text: C4591001

on Dec/06/2020

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - eCRF Audit Trail History

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

Argerich

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

Back to Form

1. Date of Assessment:

*** Confidential***

Date L ocation User Value Reason
Dec-31-2020 11:34:08 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Dec/4/2020
Buenos Aires (b) (4)
2. Location of Assessment:
Date L ocation User Value Reason
Dec-31-2020 11:34:08 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli OTHER
Buenos Aires (b) (4) If other, specify:

abdomen and pelvis
3. Type of Imaging Exam:
Date L ocation User Value Reason
Dec-31-2020 11:34:08 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli CT SCAN
Buenos Aires (b) (4)
4. Assessment:
Date L ocation User Value Reason
Dec-31-2020 11:34:08 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ABNORMAL
Buenos Aires (b) (4) If abnormal, specify findings:

Hepatic steatosis, degenerativ

e changesin the lumbar spine.

AtL2-L3and L3-L4 level wit

h bone erosions on platforms.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: IMAGING - eCRF Audit Trail History

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

Argerich

Subject Initials: ---

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Dec-31-2020 11:38:23 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Dec/5/2020
Buenos Aires (b) (4)
2. Location of Assessment:
Date L ocation User Value Reason
Dec-31-2020 11:38:23 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli OTHER
Buenos Aires (b) (4) If other, specify:

column
3. Type of Imaging Exam:
Date L ocation User Value Reason
Dec-31-2020 11:38:23 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli MRI
Buenos Aires (b) (4)
4. Assessment:
Date L ocation User Value Reason
Dec-31-2020 11:38:23 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ABNORMAL
Buenos Aires (b) (4) If abnormal, specify findings:

Degenerative vertebrodiscal ¢

hanges with greater involveme

ntinL2-L3 and L3-L4. Irregul

arity in the vertebral platforms

, bone erosions. Central and ri

ght posterolateral L3-L4 disc e

xtrusion.
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Header Text: C4591001

on Dec/06/2020

Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Argerich

Form: IMAGING - eCRF Audit Trail History

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

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

Back to Form

1. Date of Assessment:

*** Confidential***

FDA-CBER-2021-5683-0877529

Date L ocation User Value Reason
Dec-31-2020 11:43:07 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Dec/6/2020
Buenos Aires (b) (4)
2. Location of Assessment:
Date L ocation User Value Reason
Dec-31-2020 11:43:07 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli CHEST
Buenos Aires (b) (4)
3. Type of Imaging Exam:
Date L ocation User Value Reason
Dec-31-2020 11:43:07 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ULTRASOUND
Buenos Aires (b) (4)
4. Assessment:
Date L ocation User Value Reason
Dec-31-2020 11:43:07 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ABNORMAL
Buenos Aires (b) (4) If abnormal, specify findings:

Hypertrophy of the basal inter

ventricular septum (13 mm). L

V gjection fraction estimated a

t 55%
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Dec/06/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

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

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Dec-31-2020 11:44:15 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Dec/6/2020
Buenos Aires (b) (4)
2. Location of Assessment:
Date L ocation User Value Reason
Dec-31-2020 11:44:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli OTHER
Buenos Aires (b) (4) If other, specify:
abdomen

3. Type of Imaging Exam:
Date Location User Value Reason
Dec-31-2020 11:44:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ULTRASOUND
Buenos Aires (b) (4)
4. Assessment:
Date L ocation User Value Reason
Dec-31-2020 11:44:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali NORMAL
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - eCRF Audit Trail History
on Dec/06/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
1. Date of Assessment:
Date L ocation User Value Reason
Dec-31-2020 11:49:03 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Dec/8/2020
Buenos Aires (b) (4)
2. Location of Assessment:
Date Location User Value Reason
Dec-31-2020 11:49:03 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli OTHER
Buenos Aires (b) (4) If other, specify:

column
3. Type of Imaging Exam:
Date L ocation User Value Reason
Dec-31-2020 11:49:03 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli MRI
Buenos Aires (b) (4)
4. Assessment:
Date L ocation User Value Reason
Dec-31-2020 11:49:03 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ABNORMAL
Buenos Aires (b) (4) If abnormal, specify findings:

Increased bone edema of thea

djacent vertebral platforms. A

nterior epidural collection wit

h crania extension to the dors

a and caudal spine not visible

in previous study.
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Header Text: C4591001

Visit: POT_COVID_CONVA 1- Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Feb/09/2021 Trail History

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

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

Subject No: 12313730 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-09-2021 14:39:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/9/2021
Buenos Aires
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Feb-09-2021 14:39:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COVID Al
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Feb/09/2021

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-09-2021 14:39:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Feb-09-2021 14:39:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Feb-10-2021 12:13:21 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Feb-09-2021 17:54:15 ACVOPFEINFP6000 |(b) (4), Query 1. Opened '‘Sample Collected?

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

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

Feb-09-2021 14:39:34 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.

Feb-09-2021 14:39:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Feb/9/2021
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Feb/09/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
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
Date L ocation User Value Reason
Feb-10-2021 12:13:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BRIW7G
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Feb-10-2021 12:13:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRIW7G
Buenos Aires
5.b
Date Location User Value Reason
Feb-10-2021 13:00:03 ACVOPFEINFP6000 | Azul Mozzi |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) Sample 1D: BNTZBW
Buenos Aires
5.b Sample 1D
Date L ocation User Value Reason
Feb-10-2021 13:00:03 ACVOPFEINFP6000 | Azul Mozzi |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BNTZBW
Buenos Aires
5.c
Date L ocation User Value Reason
Feb-25-2021 14:36:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BRT8GT
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Feb-25-2021 14:36:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRT8GT
Buenos Aires
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Header Text: C4591001
Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Form: DISPOSITION - TREATMENT - 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: 12313730 Subject Initials: ---

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

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
Oct-20-2020 10:07:25 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Oct/20/2020
Buenos Aires
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-20-2020 10:07:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | VACCINATION
Buenos Aires
3. Status:
Date L ocation User Value Reason
Oct-20-2020 10:07:25 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) COMPLETED
Buenos Aires
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12313730
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
Feb-09-2021 14:27:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Feb/9/2021
Buenos Aires (b)
(6)
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12313730
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

- 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
Feb-09-2021 14:27:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), OBTAINED
Buenos Aires (b) Date Written Consent Obtained
(6)
Feb/9/2021
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12313730
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
Feb-09-2021 14:29:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Feb-09-2021 14:29:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) | SERUM

3. Sample Collected?

Date L ocation User Value Reason
Feb-09-2021 14:29:35 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b)

(6)

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

Date L ocation User Value Reason
Feb-09-2021 14:29:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample collected during convalesc
Buenos Aires (b) ence visit today.
(6)
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT -

Unscheduled

Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status: Data 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

Feb-09-2021 15:38:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Feb-09-2021 15:38:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date Location User Value Reason

Feb-10-2021 12:19:54 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

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

Buenos Aires

Feb-09-2021 17:54:15 ACVOPFEINFP6000 |(b) (4), Query 1. Opened 'Sample Collected?

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

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

Feb-09-2021 15:38:47 ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample Collected?

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

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

Feb-09-2021 15:38:47 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

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

Buenos Aires Date of Collection:

Feb/9/2021
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12313730
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
Date L ocation User Value Reason
Feb-10-2021 12:19:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BRIW52
Buenos Aires (b) (6)
5.a Sample D
Date L ocation User Value Reason
Feb-10-2021 12:19:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), BR1W52
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE - eCRF

Visit on Feb/19/2021

Form Version: 14-Jan-2021 02:22

Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Feb-19-2021 16:19:46 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Feb-19-2021 16:19:46 ACVOPFEINFPGE000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) Feb/19/2021

Buenos Aires

Feb-19-2021 16:18:54 ACVOPFEINFP6000 | auto query Query 1: Opened Date of Visit,

(UTC-03:00) City of (autoquery) 19/Mar/2021 isa

Buenos Aires future date relative
to when it was
entered on 19/Feb
/2021. Please
correct.

Feb-19-2021 16:18:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) Mar/19/2021

Buenos Aires

Feb-19-2021 16:18:21 ACVOPFEINFP6000 | auto query Query 1: Opened Date of Visit,

(UTC-03:00) City of (autoquery) 10/Mar/2021 isa

Buenos Aires future date relative
to when it was
entered on 19/Feb
/2021. Please
correct.

Feb-19-2021 16:18:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Mar/10/2021

Buenos Aires

3. COVID-19 Surveillance Visit:

Date L ocation User Value Reason

Feb-19-202116:18:21 | ACVOPFEINFPeo0o | )4 B O] boya Entry: Initial Entry
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE - eCRF

Visit on Feb/19/2021
Form Version: 14-Jan-2021 02:22
SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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) SSWAB_WEEK2
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit on Feb/19/2021

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Audit Trail History

Form Version: 10-Oct-2020 15:57

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

Form Status: Data 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. Data Origin
Date L ocation User Value Reason
Feb-19-2021 16:20:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Feb-19-2021 16:20:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Feb-19-2021 16:20:24 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-19-2021 16:20:06 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.
Feb-19-2021 16:20:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Feb/19/2021
5.a
Date L ocation User Value Reason
Feb-19-2021 16:20:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of ®® Sample |D: BRIMPW
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Header Text: C4591001

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

Visit on Feb/19/2021

Form Version: 10-Oct-2020 15:57

SiteNo: 1231

Subject No: 12313730
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

Buenos Aires (b) (4),

() (6)
5.a Sample D
Date L ocation User Value Reason
Feb-19-2021 16:20:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BR1IMPW
Buenos Aires
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Header Text: C4591001

Visit on Mar/03/2021

Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 14-Jan-2021 02:22

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE - 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

*** Confidential***

Date L ocation User Value Reason
Mar-04-2021 14:50:02 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/3/2021
Buenos Aires (b) (6)
3. COVID-19 Surveillance Visit:
Date L ocation User Value Reason
Mar-04-2021 14:50:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), SSWAB_WEEK4
Buenos Aires (b) (6)
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Header Text: C4591001

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

Visit on Mar/03/2021

Form Version: 10-Oct-2020 15:57

SiteNo: 1231

Subject No: 12313730
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
Mar-04-2021 14:51:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-04-2021 14:51:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NASAL_SWAB
Buenos Aires (b) (6)
3. Sample Collected?
Date L ocation User Value Reason
Mar-04-2021 14:51:27 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-04-2021 14:51:08 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.
Mar-04-2021 14:51:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), YES
Buenos Aires (b) (6) Date of Collection:
Mar/3/2021
5.a
Date L ocation User Value Reason
Mar-04-2021 14:51:27 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Sample ID: BP1z28C
Buenos Aires (b) (6)
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Header Text: C4591001

Visit on Mar/03/2021

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:57

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT 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

*** Confidential***

5.a SampleID
Date L ocation User Value Reason
Mar-04-2021 14:51:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BP178C
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: Potential ReVax Initia Contact -
Unscheduled

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

Subject No: 12313730
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-03-2021 10:46:33 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/3/2021
Buenos Aires (b) (6)
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Unscheduled

SiteNo: 1231

Header Text: C4591001
Visit: Potential ReVax Initial Contact -

Subject No: 12313730
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:25

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Trail History

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

Argerich

Subject Initials: ---

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

Back to Form

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

*** Confidential***

Date L ocation User Value Reason
Mar-03-2021 10:46:55 | ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-03-2021 10:46:43 | ACVOPFEINFP6000 | auto query 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.
Mar-03-2021 10:46:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Participant iswilling to return
Buenos Aires (b) (6) for Vaccination 3
Participant is:
eligible per other protocol
allowance(s) and confirme
d to have received only pla
cebo at Vaccination 1/2
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313730

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

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

Argerich

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-05-2021 16:05:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/5/2021
Buenos Aires (b)
(6)
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Header Text: C4591001
Visit: V101 _VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF

Audit Trail History
Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
1. Consent Was:
Date L ocation User Value Reason
Mar-05-2021 16:05:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, OBTAINED
Buenos Aires (b) Date Written Consent Obtained

(6)
Mar/5/2021
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

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

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

Argerich

Subject Initials: ---

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

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Mar-05-2021 16:06:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Mar/5/2021
Buenos Aires (b)

(6)
2. Phase of Disposition:
Date L ocation User Value Reason
Mar-05-2021 16:06:42 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | REPEAT SCREENING 1
Buenos Aires
3. Status:
Date L ocation User Value Reason
Mar-05-2021 16:06:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), COMPLETED
Buenos Aires (b)

(6)
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
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
Mar-05-2021 16:06:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-05-2021 16:06:55 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Mar-05-2021 16:12:36 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-05-2021 16:06:55 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.
Mar-05-2021 16:06:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), YES
Buenos Aires (b) Date of Collection:
(6)
Mar/5/2021
5.a
Date L ocation User Value Reason
Mar-05-2021 16:12:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sample |D: BR2319
Buenos Aires
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
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 SampleID
Date L ocation User Value Reason
Mar-05-2021 16:12:36 | ACVOPFEINFPG000 |(b) (4), (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of BR2319
Buenos Aires
5.b
Date L ocation User Value Reason
Mar-06-2021 09:12:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample|D: BLBHJ9
Buenos Aires (b) (6)
5.b Sample ID
Date Location User Value Reason
Mar-06-2021 09:12:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BLBHJ9
Buenos Aires (b) (6)
5.c
Date L ocation User Value Reason
Mar-06-2021 11:59:36 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sample|D: BLBHHY
Buenos Aires
5.c Sample|ID
Date L ocation User Value Reason
Mar-06-2021 11:59:36 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of BLBHHY
Buenos Aires
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Header Text: C4591001
Visit: V101 VAX3

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

Subject No: 12313730
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

(UTC-03:00) City of
Buenos Aires

1. Data Origin

Date L ocation User Value Reason
Mar-05-2021 16:07:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Mar-05-2021 16:07:08 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(autocalc) | NASAL_SWAB

3. Sample Collected?

Date L ocation User Value Reason
Mar-06-2021 08:56:19 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-05-2021 16:07:08 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

(UTC-03:00) City of
Buenos Aires

as appropriate.
Mar-05-2021 16:07:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), YES
Buenos Aires (b) Date of Collection:
(6)
Mar/5/2021
5a
Date L ocation User Value Reason
Mar-06-2021 08:56:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

Sample |D: BR20YY
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730
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 SampleID
Date L ocation User Value Reason
Mar-06-2021 08:56:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BR20YY
Buenos Aires

Page 292 of 329

*** Confidential***
FDA-CBER-2021-5683-0877556




090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Header Text: C4591001
Visit: V101 VAX3

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History

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

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

Back to Form

1. Was there a temporary delay of vaccination?

*** Confidential***

FDA-CBER-2021-5683-0877557

Date L ocation User Value Reason
Mar-05-2021 16:07:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b)

(6)
2. Treatment Name
Date L ocation User Value Reason
Mar-05-2021 16:07:43 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BNT162b2
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Mar-05-2021 16:07:43 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION
Buenos Aires
4, Dose Date Time:
Date L ocation User Value Reason
Mar-05-2021 16:07:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Mar/5/2021 14:19
Buenos Aires (b)

(6)
5. Anatomical Location:
Date L ocation User Value Reason
Mar-05-2021 16:07:43 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: V101 VAX3

Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12313730
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

Mar-05-2021 16:07:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), RIGHT
Buenos Aires (b)

(6)
7. Route:
Date L ocation User Value Reason
Mar-05-2021 16:07:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR
Buenos Aires
8. Actual Dose:
Date L ocation User Value Reason
Mar-05-2021 16:07:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30.0
Buenos Aires
9. Unit:
Date L ocation User Value Reason
Mar-05-2021 16:07:43 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ug
Buenos Aires
10. Timeframe Subject Was Observed
Date L ocation User Value Reason
Mar-05-2021 16:07:43 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES
Buenos Aires

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

administration?

Date L ocation User Value Reason
Mar-05-2021 16:07:43 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b)
(6)
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Visit: V102_VAX4

Site No: 1231

Generated By: (b) (4)

Header Text: C4591001

Subject No: 12313730

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History

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

Argerich

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

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Mar-25-2021 15:49:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/25/2021
Buenos Aires (b)
(6)
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Header Text: C4591001

Visit: V102_VAX4

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313730

Generated By: (b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-25-2021 15:49:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Mar-25-2021 15:49:34 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Mar-26-2021 10:51:30 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

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

Buenos Aires

Mar-26-2021 08:26:08 ACVOPFEINFP6000 |(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.

Mar-25-2021 15:49:34 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-25-2021 15:49:34 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

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

Buenos Aires Date of Callection:

Mar/25/2021
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Header Text: C4591001
Visit: V102 VAX4

Generated By: (b) (4)

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

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

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

Subject No: 12313730 Subject Initials: ---

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

*** Confidential***

5.a
Date Location User Value Reason
Mar-26-2021 10:51:30 ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample | D: BPT8N9
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Mar-26-2021 10:51:30 ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BPT8N9
Buenos Aires
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Header Text: C4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

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

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

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Mar-25-2021 15:50:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b)

(6)
2. Treatment Name
Date L ocation User Value Reason
Mar-25-2021 15:50:08 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BNT162b2
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Mar-25-2021 15:50:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION
Buenos Aires
4, Dose Date Time:
Date L ocation User Value Reason
Mar-25-2021 15:50:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Mar/25/2021 11:35
Buenos Aires (b)

(6)
5. Anatomical Location:
Date L ocation User Value Reason
Mar-25-2021 15:50:08 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: V102 VAX4

Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Mar-25-2021 15:50:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), RIGHT
Buenos Aires (b)

(6)
7. Route:
Date L ocation User Value Reason
Mar-25-2021 15:50:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR
Buenos Aires
8. Actual Dose:
Date L ocation User Value Reason
Mar-25-2021 15:50:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30.0
Buenos Aires
9. Unit:
Date L ocation User Value Reason
Mar-25-2021 15:50:08 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ug
Buenos Aires
10. Timeframe Subject Was Observed
Date L ocation User Value Reason
Mar-25-2021 15:50:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES
Buenos Aires

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

administration?

Date L ocation User Value Reason
Mar-25-2021 15:50:08 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b)
(6)
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Subject No: 12313730
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
Dec-07-2020 19:45:31 ACVOPFEINFP6000 |(b) Form Created
(UTC-03:00) City of 4).
Buenos Aires () (6)
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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
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Date Location User Value Reason
Feb-12-2021 15:18:35 ACVOPFEINFPG000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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SiteNo: 1231

Subject No: 12313730
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 Location User Value Reason
Feb-12-2021 15:22:52 ACVOPFEINFPG000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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SiteNo: 1231

Subject No: 12313730
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
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Form Created

(UTC-03:00) City of ),

Buenos Aires () (6)
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SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Argerich

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

Back to Form

1. Category:

Date L ocation User Value Reason

Dec-07-2020 19:45:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. AEID:

Date L ocation User Value Reason

Dec-07-2020 19:45:31 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

Feb-25-2021 23:49:53 | ACVOPFEINFPGE000 |(b) (4), Query 5: Closed Response satisfies query

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

Buenos Aires

Feb-25-2021 23:49:37 | ACVOPFEINFP6000 |(b) (4), Query 7: Closed Response satisfies query

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

Buenos Aires

Feb-16-2021 19:56:54 | ACVOPFEINFP6000 | auto query Query 7: Answered New Information

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

Buenos Aires

Feb-16-2021 19:56:54 | ACVOPFEINFP6000 | auto query Query 5: Answered New Information

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

Buenos Aires

Feb-16-2021 19:56:54 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: New Information

(UTC-03:00) City of Epidura abscess

Buenos Aires

Feb-16-2021 18:51:41 | ACVOPFEINFP6000 | Samuel Query 6: Closed Response satisfies query

(UTC-03:00) City of Dychter

Buenos Aires (b) (4)

Feb-15-2021 10:20:23 | ACVOPFEINFPE000 |(b) (4), Query 7: Opened Clinical In SAE

(UTC-03:00) City of (b) (6) (#2021155832) lab report
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Subject No: 12313730
Generated By: (b) (4)

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

Argerich

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

Buenos Aires

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

section, blood culture
positive for Staph aureusis
reported, with no date.
Please submit a SAE update
with the date of the + blood
culture

Feb-15-2021 10:15:31
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 5: Reissued:Opened

Clinical SAE 'Epidural
Abscess' has been deleted
from the AE CRF, when
staph Sepsis replaced the
original SAE rather than
adding this 2nd SAE. ARE
there 2 SAEs (if so, report
‘Epidural Abscess again on
AE CRF)?If not, send F/U
SAE form to state change

Feb-13-2021 10:49:31

ACVOPFEINFP6000

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

Query 6: Answered

the requested load has

(UTC-03:00) City of aready been carried out

Buenos Aires

Feb-11-2021 15:10:14 | ACVOPFEINFPE000 | Samuel Query 6: Opened GPD Clin: Please also add

(UTC-03:00) City of Dychter the spinal pathology noted

Buenos Aires (b) (4) onthe MRI asan AE.
However, if this was known
at baseline, please add to
medical history.

Feb-10-2021 18:55:00 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Transcription Error

(UTC-03:00) City of Oxacillin sensitive Staphyl

Buenos Aires 0OCOCCUS aureus sepsis

Feb-10-2021 18:52:20
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto query
(autoquery)

Query 5: Answered

At therequest of DM,
Sepsis due to
Staphylococcus aureus
sensitive to oxacillin was
reported, which was
interpreted as a
complication of SAE
Epidural abscess. Formis
sent for your report to the
sponsor with the case
number: 2020483018.

Feb-10-2021 18:52:20
(UTC-03:00) City of

ACVOPFEINFP6000

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

Data Entry:
Staphylococcus aureus sep

At the request of DM,
Sepsis due to
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SiteNo: 1231

Subject No: 12313730

Generated By: (b) (4)

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

Argerich

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

Buenos Aires

sis

Staphylococcus aureus
sensitive to oxacillin was
reported, which was
interpreted as a
complication of SAE
Epidural abscess. Formis
sent for your report to the
sponsor with the case
number: 2020483018.

Jan-14-2021 15:32:27
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 5: Opened

On review of the SAE
report for Epidural abscess,
an event of Sepsis by Staph
aureus was reported, yet it
does not appear in the CRF.
Please review for safety and
update AE log CRF
accordingly. If serious,
submit this event to SAE on
a 2nd Event form.

Jan-08-2021 09:08:10
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 4: Closed

Term updated in SDB. Issue
resolved

Jan-04-2021 06:56:40
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 4: Reissued:Candid
ate

PSSR review

Jan-02-2021 10:49:02
(UTC-03:00) City of

ACVOPFEINFP6000

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

Query 4. Answered

The term epidural abscessis
correct. On 12/31 FU was

Buenos Aires sent to the sponsor.

Jan-02-2021 05:28:45 | ACVOPFEINFPE000 |(b) (4), Query 4: Opened SAE

(UTC-03:00) City of (b) (6) RECON:AER#2020483018,

Buenos Aires thetermin AE CRF was
updated to 'epidural abscess
while updated to 'L3-L4
spondylodiscitis in SDB.
Please confirm correct term.
If safety updateis required,
please submit afollow-up
form.

Dec-31-2020 16:36:23 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: New Information

(UTC-03:00) City of epidural abscess

Buenos Aires
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SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

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

Subject Initials: ---

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

Dec-18-2020 00:28:35 | ACVOPFEINFPE000 |(b) (4), Query 3: Closed Response satisfies query

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

Buenos Aires

Dec-13-2020 20:01:47 | ACVOPFEINFPG000 |(b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) L3-L4 spondylodiscitis

Buenos Aires

Dec-13-2020 19:54:25 | ACVOPFEINFP6000 |(b) (4), Query 3: Answered -Covid test (first)

(UTC-03:00) City of (b) (6) (dateunknown):Negative.

Buenos Aires -Covid test (second)(05
DEC 2020):Negative.
-Blood culture x 2 (date
unknown):Oxacillin
sensitive Staphylococcus
aureus. Itis clarify that the
patient was admitted on 03
DEC 2020. SAE follow-up
form was sent

Dec-11-2020 12:46:09 | ACVOPFEINFP6000 |(b) (4), Query 3: Reissued:Opened | CLINICAL Thank you; to

(UTC-03:00) City of (b) (6) confirm were dates of

Buenos Aires positive blood culture and
neg COVID test on
03Dec20 when admitted?
Please submit date for
hospitalization in the next
SAE update.

Dec-11-2020 12:34:09 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies query

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

Buenos Aires

Dec-11-2020 10:28:28 | ACVOPFEINFP6000 |(b) (4), Query 3: Answered SAE follow-up form was

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

Buenos Aires

Dec-11-2020 10:27:31 | ACVOPFEINFPG000 |(b) (4), Query 1: Answered A visit will be coordinated

(UTC-03:00) City of (b) (6) to perform a swab for

Buenos Aires microbiologica anaysis of
his Probable Covid Disease,
since the volunteer is being
admitted to a closed
hospital unit for his serious
adverse event.

Dec-08-2020 11:28:05 | ACVOPFEINFPE000 |(b) (4), Query 3: Opened Clinical - please update the

(UTC-03:00) City of (0) (6) SAE report test section with
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Header Text: C4591001

Visit: Logs - Unscheduled
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SiteNo: 1231

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

Argerich

Subject No: 12313730 Subject Initials: ---

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

Buenos Aires (b) (4), (b) (6) the dates of the procedures;
specifically the date for the
positive blood culture and
hospital COVID test. Thank
you

Dec-08-2020 11:27:42 | ACVOPFEINFPG000 |(b) (4), Query 2: Closed rewording

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

Buenos Aires

Dec-08-2020 11:27:13 | ACVOPFEINFPE000 |(b) (4), Query 2: Opened Clinical - please update the

(UTC-03:00) City of (b) (6) SAE report test section with

Buenos Aires the dates of the procedures;
specificaly the date for the
positive blood culture.
Thank you

Dec-08-2020 11:25:22 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINICAL - Temperature

(UTC-03:00) City of (b) (6) of 38.5 F on 03Dec20

Buenos Aires requires completion of a
COVID llIness visit

Dec-07-2020 19:45:31 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Staphylococcus aureus bac

Buenos Aires teremia

4. Start Date Time:

Date L ocation User Value Reason

Dec-07-2020 19:45:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of ), Dec/1/2020 10:00

; (b) (6)

Buenos Aires

5. Isthe adverse event till ongoing?

Date L ocation User Value Reason

Jan-21-2021 10:46:17 ACVOPFEINFP6000 |(b) Data Entry: New Information

(UTC-03:00) City of (;‘)' . NO

Buenos Aires () (6) End Date Time:

Jan/20/2021 12:00

Dec-07-2020 19:45:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (3)' . YES

Buenos Aires (o) (6)
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

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

Subject Initials: ---

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

6. Toxicity Grade:

Date L ocation User Value Reason
Dec-07-2020 19:45:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), 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).

*** Confidential***

Date L ocation User Value Reason

Mar-04-2021 19:10:11 | ACVOPFEINFPGE000 |(b) (4), Query 2: Closed Response satisfies

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

Buenos Aires

Feb-17-2021 11:25:20 ACVOPFEINFPE000 |(b) (4), Query 2: Answered Two covid test was

(UTC-03:00) City of (b) (6) performed. Date of

Buenos Aires first covidtest is
unkown, the second
test was on
05DEC20.

Feb-15-2021 10:19:03 ACVOPFEINFPE000 |(b) (4), Query 2: Opened Clinical In SAE

(UTC-03:00) City of (b) (6) (#2021144832) lab

Buenos Aires report sectionis
05Dec20 Covid test
(neg) and another
Covid test (neg)
with NO date. Please
add DATE for 2nd
Covid tegt, or
removeit if only one
Covid test was
performed

Dec-09-2020 06:34:43 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Dec-07-2020 19:45:31 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE

(UTC-03:00) City of (autoquery) Staphylococcus
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Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12313730 Subject Initials: ---

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

Buenos Aires aureus bacteremia:

Response to "Isthe
adverse event
serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Dec-07-2020 19:45:31 | ACVOPFEINFPG000 |(b) (4), Data Entry:

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

Buenos Aires Is this serious event associated
with congenital anomaly or bir
th defect?

NO

Did this serious event result in
death?

NO

Did this serious event require
or prolong hospitalization?

YES
Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Isthis serious event life threat
ening?

NO

Other medically important seri
ous event

NO

Initial Entry

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
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Argerich

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

Buenos Aires

Dec-07-2020 19:45:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (ﬁ)' . NO

Buenos Aires (0) (6)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Jan-13-2021 00:15:43 ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query

Dec-31-2020 16:38:33
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Answered

the origin of the
sepsiswas the
epidural abscess.

Dec-21-2020 01:59:51
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1. Reissued:Opened

CLINICAL Please
clarify if the SAE
describes
spondylodiscitis due
to an infectious
process; narrative
has a search to
discover the source
of Staph (neg
ECHO) and
improvement after
local 1&D. If discis
not the source of
sepsis, what is
source.

Dec-19-2020 11:30:35
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Answered

At the moment there
isno information to
defineif the rescue
of SAereusin blood
cultures hasits
origin in the discitis
and / or the epidural
collection

Dec-18-2020 00:32:43
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Opened

CLINICAL SAE
reports staph aureus
cultured in blood; if
thisisfelt to be
derived from discitis
& epidural
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collection, please
consider if the Other
cause of infectious
discitiswould be the
organism

Dec-07-2020 19:45:31 | ACVOPFEINFP6000 |(b) (4),

(UTC-03:00) City of
Buenos Aires

(b) (6)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:
OTHER
If Other, specify:

unknown

Initial Entry
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Form Status: Data Complete, Locked, Frozen
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Back to Form

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason

Dec-07-2020 19:45:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (ﬁ)y . NOT APPLICABLE

Buenos Aires ) ©

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Dec-07-2020 19:45:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of gg R YES

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Dec-21-2020 01:53:05 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Buenos Aires

Dec-19-2020 11:30:48 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

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

Buenos Aires

Dec-19-2020 11:30:48 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: New Information

(UTC-03:00) City of YES

Buenos Aires

Dec-18-2020 00:29:48 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINICAL SAE

(UTC-03:00) City of (b) (6) report states subject

Buenos Aires underwent
discectomy and
cleaning of epidura
collection on
02Dec20. Please
review Non-Drug
treatment of event,
and update if
applicable

Dec-07-2020 19:45:31 | ACVOPFEINFPS000 |(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

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

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

Argerich

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

Buenos Aires

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

Date L ocation User Value Reason

Jan-21-2021 10:46:31 ACVOPFEINFP6000 | auto query | Query 1: Closed Close Auto Query

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

Buenos Aires

Jan-21-2021 10:46:31 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

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

Buenos Aires

Jan-21-2021 10:46:17 ACVOPFEINFP6000 | auto query | Query 1: Opened For AE epidura

(UTC-03:00) City of (autoquery) abscess. Response to

Buenos Aires "What was the
outcome of this
adverseevent?' is
'Not Recovered/Not
Resolved' but AE
End Date/Timeis
present.

Dec-07-2020 19:45:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NOT RECOVERED/NOT RESO

Buenos Aires LVED

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

Date L ocation User Value Reason

Dec-07-2020 19:45:31 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of E‘b‘g B NO

Buenos Aires

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason

Feb-18-2021 06:51:59 ACVOPFEINFP6000 |(b) (4), Data Entry: AER for epidural

(UTC-03:00) City of (b) (6) 2020483018 abscess

Buenos Aires

Feb-15-2021 05:22:15 ACVOPFEINFPG6000 |(b) (4), DataEntry: new AER for the

(UTC-03:00) City of (b) (6) 2021144832 event term

Buenos Aires
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313730
Generated By: (b) (4)

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

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

Subject Initials: ---

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

Buenos Aires

Dec-09-2020 06:34:43 | ACVOPFEINFP6000 |(b) (4), = |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) 2020483018
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313730
Generated By: (b) (4)

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

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

Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason
Feb-12-2021 15:18:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason
Feb-12-2021 15:18:35 ACVOPFEINFPE000 |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
Feb-12-2021 15:18:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) L2 to L4 spinal osteoarthritis
Buenos Aires
4, Start Date Time:
Date L ocation User Value Reason
Feb-12-2021 15:18:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Dec/5/2020 14:00
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-12-2021 15:18:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Jan/20/2021 12:00
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

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

Argerich

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

6. Toxicity Grade:

Buenos Aires

Date L ocation User Value Reason
Feb-12-2021 15:18:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

*** Confidential***

Date L ocation User Value Reason
Feb-12-2021 15:18:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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
Feb-12-2021 15:18:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-12-2021 15:18:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatment
(s), thisevent isdue to:
OTHER
If Other, specify:
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313730
Generated By: (b) (4)

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

Argerich

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

10. Latest Action Taken wi

th Study Treatment:

Date L ocation User Value Reason
Feb-12-2021 15:18:35 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
Feb-12-2021 15:18:35 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
Feb-12-2021 15:18:35 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
Feb-12-2021 15:18:35 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
Feb-12-2021 15:18:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

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

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

1. Category:
Date L ocation User Value Reason
Feb-12-2021 15:22:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT
Buenos Aires
2. AEID:
Date L ocation User Value Reason
Feb-12-2021 15:22:52 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |3
Buenos Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Feb-12-2021 15:22:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Herniated disc L3 -L4
Buenos Aires
4, Start Date Time:
Date L ocation User Value Reason
Feb-12-2021 15:22:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Dec/5/2020 14:00
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-12-2021 15:22:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Jan/20/2021 12:00
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313730
Generated By: (b) (4)

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

Argerich

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

6. Toxicity Grade:

Date L ocation User Value Reason
Feb-12-2021 15:22:52 ACVOPFEINFP6000 |(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
Feb-12-2021 15:22:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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
Feb-12-2021 15:22:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-12-2021 15:22:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatment
(s), thisevent isdue to:
OTHER
If Other, specify:
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
unknown

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Feb-12-2021 15:22:52 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
Feb-12-2021 15:22:52 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
Feb-12-2021 15:22:52 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
Feb-12-2021 15:22:52 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
Feb-12-2021 15:22:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001

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

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

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

Subject No: 12313730 Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason
Feb-18-2021 12:55:33 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |4

Buenos Aires

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of gg' R Oxacillin sensitive Staphylococcus

Buenos Aires aureus sepsis

4, Start Date Time:

Date Location User Value Reason
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of ), Dec/1/2020 10:00

. (b) (6)
Buenos Aires

5. Isthe adverse event still ongoing?

Date Location User Value Reason
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (;‘)' . NO
Buenos Aires ®®) End Date Time:

Jan/20/2021 12:00

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

6. Toxicity Grade:
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

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

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

Subject No: 12313730 Subject Initials: ---

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

Date L ocation User Value Reason

Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of ), 3

Buenos Aires () (6)

7. Isthe 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).

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Date L ocation User Value Reason

Feb-19-2021 03:49:57 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query

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

Buenos Aires

Feb-18-2021 12:55:33 ACVOPFEINFP6000 |autoquery |Query 1: Candidate For AE Oxacillin

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

Buenos Aires Staphylococcus
aureus sepsis.
Response to "Isthe
adverse event

serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Feb-18-2021 12:55:33
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000 |(b) (4), Data Entry:

(b) (6) YES

Is this serious event associated
with congenital anomaly or birth
defect?

Initial Entry

NO

Did this serious event result ind
eath?

NO

Did this serious event require or
prolong hospitaization?
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12313730
Generated By: (b) (4)

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

Argerich

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

YES
Did this serious event result in p
ersistent or significant disability/
incapacity?

NO

Isthis serious event life threaten
ing?

NO

Other medically important serio
us 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
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (;)‘)' . NO
Buenos Aires () (6)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Eg R NOT RELATED
Buenos Aires If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
epidural abscess
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12313730 Subject Initials: ---

Generated By: (b) (4)

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

Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (ﬁ)- . NOT APPLICABLE
Buenos Aires ®©
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (ﬁ)- . YES
Buenos Aires ®©
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (3% . YES
Buenos Aires ®©
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of ), RECOVERED/RESOLVED

) (b) (6)
Buenos Aires
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Feb-18-2021 12:55:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of Eg i NO
Buenos Aires
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Mar-08-2021 00:25:04 ACVOPFEINFP6000 |(b) (4), Data Entry: updated AER
(UTC-03:00) City of (b) (6) 2020483018
Buenos Aires
Feb-19-2021 03:49:57 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2021144832
Buenos Aires
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Header Text: C4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

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

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

Subject No: 12313730 Subject Initials: ---

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

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Mar-03-2021 10:46:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/3/2021

Buenos Aires (b) (6)

2. Primary Reason for Unblinding:

090177e196ae2e8e\Final\Final On: 01-Apr-2021 03:16 (GMT)

Date L ocation User Value Reason
Mar-03-2021 10:46:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), ASSESS ELIGIBILITY FOR
Buenos Aires (b) (6) ADDITIONAL VACCINATIO
N
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Site No: 1231

Subject No: 12313730
Generated By: (b) (4)

Header Text: C4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

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

Back to Form

*** Confidential***

1. Subject Status

Date L ocation User Value Reason

Oct-20-2020 10:07:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | FOLLOW-UP

Buenos Aires

Aug-25-2020 11:37:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | ENROLLED/RANDOMIZED

Buenos Aires

Aug-25-2020 11:37:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Subject Status Date

Date L ocation User Value Reason

Feb-17-2021 18:02:14 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies query

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

Buenos Aires

Feb-17-2021 11:20:55 | ACVOPFEINFP6000 | (b) Query 1: Answered Epidural abscess was

(UTC-03:00) City of ), uploaded. In this case,

) (b) (6) - .

Buenos Aires oxacillin-sensitive
Staphylococcus aureus
sepsiswas interpreted as a
complication of SAE
Epidural abscess. FU was
sent to the sponsor.

Feb-15-2021 07:32:50 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened SAE

(UTC-03:00) City of (b) (6) RECON:AER#2020483018

Buenos Aires Epidural abscess(onset
date:01Dec2020)was
reported as seriousin
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Oct-20-2020 10:07:25 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
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