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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: COHORT SELECTION
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

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

*** Confidential***

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

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Informed Consent

1. | Consent Was.

OBTAINED

Date Written Consent Obtained
Sep/7/2020
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

*** Confidential***

Demography

1. | Subject ID [12261599]

2. | Birth Date: (b) (6) /1979

3. [ Sex: FEMALE

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

Site No: 1226

Subject No: 12261599

Generated By:

(b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Sep/7/2020
2. | Erroneous Visit
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1226

Subject No: 12261599
Generated By:

(b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

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

Inclusion Criteria

12 | 1nclusion Number: 1
Criterion Description: Male or femal e participants between the ages of 18 and 55 years, inclusive, 65 and 85 years,
inclusive, or 18 and 85 years, inclusive, at randomization (dependent upon study stage)
Criterion met? YES
Criterion ID: (For Pfizer use only) INO1A00
L0 || inclusion 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 ID: (For Pfizer use only) INO2A00
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 only) INO3A00
Ld | Inclusion Number: 4
Criterion Description: Capable of giving personal signed informed consent, which includes compliance with the
requirements and restrictions listed in the ICD and in this protocol
Criterion met? YES
Criterion ID: (For Pfizer use only) INO4AQ0
Exclusion Criteria
2 || Exclusion Number: 1
Criterion Description: Other medical or psychiatric condition incl. recent (within past year) or active suicidal
ideation/behavior/lab abnormality that may increase the risk of study participation
Criterion met? NO
Criterion ID: (For Pfizer use only) EX01A00
2b || 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 only)

EX02A00

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

Form Version: 21-Aug-2020 02:50
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

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 only) EX03A00
2.d || Exclusion Number: 4

Criterion Description:

Receipt of medications intended to prevent COVID-19

Criterion met? NO
Criterion I1D: (For Pfizer use only) EX04A00
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 only) EX08AQ0
2F || Exclusion Number: 10

Criterion Description:

Bleeding diathesis or condition associated with prolonged bleeding that would, in the opinion
of the investigator, contraindicate intramuscular injection

Criterion met? NO
Criterion ID: (For Pfizer use only) EX10A00
2.9 || Exclusion Number: 1

Criterion Description:

Women who are pregnant or breastfeeding

Criterion met? NO
Criterion ID: (For Pfizer use only) EX11A00
2h || Exclusion Number: 12

Criterion Description:

Previous vaccination with any coronavirus vaccine

Criterion met? NO
Criterion I1D: (For Pfizer use only) EX12A00
21 || Exclusion Number: 13

Criterion Description:

Subjects who receive immunosuppressive therapy, such as cytotoxic agents or systemic
corticosteroids

Criterion met?

NO

Criterion ID: (For Pfizer use only)

EX13A01
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1226

Subject No: 12261599
Generated By:

(b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

2j

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 only) EX14A01
2k || Exclusion Number: 16
Criterion Description: Participation in other studies involving study intervention within 28 days prior to study entry
and/or during study participation
Criterion met? NO
Criterion ID: (For Pfizer use only) EX15A01
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 only) EX16A01
2m || Exclusion Number: 2

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 only)

EX21A01

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation Sep/7/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 8 of 409
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Header Text: C4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen

, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Medical History Details

la

Line/MH Number:

(1

Disease/Syndrome/Surgery/Non-Drug | [headache]
Allergies/Drug Allergies:

Start Date: UNK/UNK/2010
Ongoing: YES

1b

Line/MH Number:

(2]

Disease/Syndrome/Surgery/Non-Drug
Allergies/Drug Allergies:

[Albright's osteodystrophy]

Start Date:

UNK/UNK/2017

Ongoing:

YES

*** Confidential***
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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: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Vital Signs
1. |Dae Sep/7/2020
2. | weight: [71.3]
3. | Unit: kg
4. | Height: [160.9]
5. | Unit: cm
6. | Body Mass Index: [27.5]

Vital Signs Details

7.a

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Record Identifier: 1
Temperature: [36.7]
Unit: C
Temperature Location: FOREHEAD
Page 10 of 409
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. [Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. [ Collection Date: Sep/7/2020
4. | Laboratory Name and Address (Derived) | [STUDY SITE]
5. | Specimen Type: URINE
Lab Result
6.a || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 11 of 409
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Disposition
1. | Randomization Date : Sep/7/2020
2. | Randomization Number: [83114]
3. | Randomization Group: []
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1226

Subject No: 12261599

Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/7/2020
4. | If no sample was collected or samplewas | [ ]
not collected according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

52| sample D [BPTIVP |

5b ‘SampIeID ‘[BPTJVR] ‘

5¢ || sample D [BPTVS] |

5d | sample 1D |[BPHNYH] |

Se ‘SampIeID ‘[BPHNYJ] \
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/7/2020
4. |If no sample was collected or samplewas | [ ]
not collected according to protocol,
please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BPTIVB]
Page 14 of 409
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. |DoseDate Time: Sep/7/2020 13:18
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [
9. [Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least the | YES
protocol specified observation period
after investigational product
administration?
Page 15 of 409
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

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 409
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Header Text: C4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By:

(b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Oct/2/2020
2. | Erroneous Visit
Page 17 of 409
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Vital Signs
1. | Date: Oct/2/2020
Vital Signs Details
2 || Record Identifier: 1
Temperature: [36.5]
Unit: C
Temperature Location: FOREHEAD
Page 18 of 409
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. [Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. [ Collection Date: Oct/2/2020
4. | Laboratory Name and Address (Derived) | [STUDY SITE]
5. | Specimen Type: URINE
Lab Result
6.a || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 19 of 409
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/2/2020
4. |If no sample was collected or samplewas | [ ]
not collected according to protocol,
please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BPVYTX]
Page 20 of 409
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Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

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: Oct/2/2020 13:50
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [
9. [Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least the | YES
protocol specified observation period
after investigational product
administration?
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Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02

Site No: 1226

Subject No: 12261599

Generated By:

(b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Date of Visit
1. |Dateof Visit Nov/3/2020
2. | Erroneous Visit
Page 22 of 409
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/3/2020
4. |If no sample was collected or samplewas | [ ]
not collected according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

*** Confidential***

52| sample D |[BR78CT]

S5b ‘SampIeID ‘[BSZVCQ]

5c ‘SampIeID ‘[BSZVCB]
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Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Date of Visit

1. |Dateof Visit I

2. | Erroneous Visit
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Header Text: C4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sampleID []

*** Confidential***
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Header Text: C4591001

Visit: V5_ MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Date of Visit

1. |Dateof Visit I

2. | Erroneous Visit

Page 26 of 409

*** Confidential***
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Header Text: C4591001

Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sampleID []

*** Confidential***
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Header Text: C4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Date of Visit

1. |Dateof Visit I

2. | Erroneous Visit
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Header Text: C4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sampleID []

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Nov/7/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. [ COVID-19 llIness Visit: COVID_A

Page 30 of 409
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Header Text: C4591001

Nov/07/2020
Form Version: 10-Oct-2020 16:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Signsand Symptoms

*** Confidential***

1. | Date of Assessment: Nov/7/2020
2. | Date of First Symptom Started: Nov/6/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/13/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4. || symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? YES
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
52 || symptoms - Other Text: [Coryzd]
Page 31 of 409

FDA-CBER-2021-5683-0851461




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1226

Subject No: 12261599

Form: MICROBIOLOGY SPECIMEN

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Date of Coll . Specimen Collectio _ . Form Instanc
# action Specimen Type n L ocation Assay Code and Description Device Type e
1. | Nov/7/2020 | SWABBED MA | NASOPHARYNX | SEVERE ACUTE RESP SYNDROM | SARS-COV-2 DIAGN Repeating
TERIAL E CORONAVIRUS 2 OSTIC TEST Pages

Page 32 of 409
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN

Nov/07/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Form Comments

eCRF Audit Trail History

Form Audit Trail

Micraobiology Specimen
1. [Actud Date of Collection: Nov/7/2020 Comments
2. | Specimen Type: SWABBED MATERIAL Comments
3. | Specimen Collection Location: NASOPHARYNX Comments
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 Comments
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments
6. | Trade Name: OTHER Comments
7. | Test Result: POSITIVE Comments
8. | Comments/Findings/Details: [1 Comments
9. | Trade Name Other, Specify: [NALT Unknown] Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Nov/11/2020
4. | If no sample was collected or samplewas | [ ]
not collected according to protocoal,
please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [RW91550]
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES

Date of Collection:
Nov/7/2020

4. | If no sample was collected or samplewas | [ ]
not collected according to protocoal,
please provide reason:

*** Confidential***

Aliquot
Please enter barcode for each aliquot.
5a || sample ID [BR6946]
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020
Form Version: 10-Oct-2020 15:59
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Health Care Utilization

1a || prysician or Hedlthcare Professional: | SPECIALIST
Occurrence of Visits or Contacts: NO
1b Physician or Healthcare Professional: | EMERGENCY ROOM
Occurrence of Visits or Contacts: NO
1.¢ || prysician or Healthcare Professiona: | PRIMARY CARE PHY SICIAN
Occurrence of Visits or Contacts: NO
1d Physician or Healthcare Professional: | URGENT CARE
Occurrence of Visits or Contacts: NO
le Physician or Healthcare Professional: | TELEPHONE CONSULTATION
Occurrence of Visits or Contacts: NO
1f Physician or Hedlthcare Professional: | OTHER
Occurrence of Visits or Contacts: NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: []
Health Care Utilization
3. | Hasthe subject been hospitalized dueto | NO
potential COVID-19 illness?
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

*** Confidential***

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Treatmenrt Identifie | Con Non-Drug Treslments Pre-specifie Treatment Treatment Start Date Form Instance
1. | Not Applicable Not Applicable Not Applicable | Not Applicable | Not Applicable | Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT
Nov/07/2020

Form Version: 06-Jul-2020 21:53
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. | What isthe treatment | dentifier? Not Applicable Comments
[]

2. | Concomitant Non-drug Treatment Not Applicable Comments

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments

Page 38 of 409
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Header Text: C4591001

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS
Nov/07/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

*** Confidential***

IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS
2. | Wasadiagnosis obtained for Potential YES
COVID-19 lliness? Respiratory |lIness Diagnosis:

[COVID-19]
Date of Diagnosis:
Nov/7/2020

3. | Toxicity Grade: 2

Page 39 of 409
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

# | Category of Clinical Event:

Subcategory of Clinical Event Diagnosis Obtained | Toxicity Grade Form Instance

1. | Not Applicable

Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 17-Jul-2020 21:55
Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulistade
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Investigacao Clinica e Servicos

Back to Form
Form Comments
eCRF Audit Trail History

IlIness Details
1. | Category of Clinical Event: Not Applicable Comments
2. | Subcategory of Clinical Event: Not Applicable Comments
3. | Was adiagnosis obtained? Not Applicable Comments
4. | Toxicity Grade: Not Applicable Comments
Page 41 of 409
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:49
Site No: 1226

Subject No: 12261599

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Category for Lab | Vendor Na CollectllonD Specimen T L ab Result Form Instance
Test me ate: ype
1. | Not Applicable Not Applica | Not Applicab | Not Applica Sponsor -Defined 1de Repesating
ble le ble ntifier Test: Result: Pages
Not Applicable Not Applica | Not Applica
ble ble
Not Applicable Not Applica | Not Applica
ble ble
Not Applicable Not Applica | Not Applica
ble ble
Not Applicable Not Applica | Not Applica
ble ble
Not Applicable Not Applica | Not Applica
ble ble
Not Applicable Not Applica | Not Applica
ble ble
Not Applicable Not Applica | Not Applica
ble ble
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Header Text: C4591001

Nov/07/2020
Form Version: 21-Aug-2020 02:49
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

*** Confidential***

1. |Lab Panel: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
I
4. | Specimen Type: Not Applicable Comments
Lab Result
5a Sponsor |D: Not Applicable Comments
[]
Test: C Reactive Protein_PX329
Result: Not Applicable Comments
[1
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020
Form Version: 21-Aug-2020 02:49
Site No: 1226

Subject No: 12261599

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
5b Sponsor I1D: Not Applicable Comments
[]
Test: Alanine Aminotransferase_PX30
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5 || sponsor ID: Not Applicable Comments
[1
Test: Aspartate Aminotransferase PX28
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 44 of 409
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Nov/07/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
5d Sponsor I1D: Not Applicable Comments
[]
Test: Alkaline Phosphatase_PX35
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5 || sponsor ID: Not Applicable Comments
[]
Test: Bilirubin_PX21
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020
Form Version: 21-Aug-2020 02:49
Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen, Verified

Subject No: 12261599

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
S5t Sponsor I1D: Not Applicable Comments
[]
Test: Blood Urea Nitrogen_PX47
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5.9 || sponsor ID: Not Applicable Comments
[]
Test: Creatinine_PX48
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Page 46 of 409

*** Confidential***
FDA-CBER-2021-5683-0851476




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1226

Subject No: 12261599

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Category for La | Vendor Name (DE | Collection | Specimen Form Instanc
# b Test RIVED) Date: Type Lab Result e
1. | Not Applicable | Not Applicable Not Applica | Not Applic Sponsor -Defined Id Repeating
o Test: Result:
ble able entifier Pages
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic | Not Applic
able able
Not Applicable Not Applic |Not Applic
able able

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020
Form Version: 21-Aug-2020 02:51
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. |Lab Panel: Not Applicable Comments
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
I
4. | Specimen Type: Not Applicable Comments
Lab Result
5a Sponsor |D: Not Applicable Comments
[1
Test: Hemoglobin_PX1
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/07/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
5b Sponsor I1D: Not Applicable Comments
[]
Test: Hematocrit PX2
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5 || sponsor ID: Not Applicable Comments
[]
Test: Erythrocytes PX3
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020
Form Version: 21-Aug-2020 02:51
Site No: 1226

Subject No: 12261599

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
5d Sponsor I1D: Not Applicable Comments
[]
Test: Platelets PX5
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5 || sponsor ID: Not Applicable Comments
[1
Test: Leukocytes PX7
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/07/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
S5t Sponsor I1D: Not Applicable Comments
[]
Test: Neutrophils_PX608
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
5.9 || sponsor ID: Not Applicable Comments
[]
Test: Eosinophils_PX609
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020
Form Version: 21-Aug-2020 02:51
Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Verified

Subject No: 12261599

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
5h Sponsor I1D: Not Applicable Comments
[]
Test: Monocytes PX612
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
Si Sponsor 1D: Not Applicable Comments
[]
Test: Basophils PX610
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 21-Aug-2020 02:51
Site No: 1226

Subject No: 12261599

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 13:54
5] Sponsor I1D: Not Applicable Comments
[]
Test: Lymphocytes PX611
Result: Not Applicable Comments
[]
Not Done: Not Applicable Comments
LNMT Not Applicable Comments
Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:50

Site No: 1226

Subject No: 12261599

Form: VITAL SIGNS- COVID

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials:

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Date: Vital Signs Details Form Instance
1. |Nov/7/2020 Record I dentifier: Systalic: Diastolic: Repeating Pages
133 92
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS- COVID
Nov/07/2020

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

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. |Date: Nov/7/2020

Vital Signs Details

2.2 || Record Identifier: 1

Systalic: [133]

Diastolic: [92]

Respiratory Ratein [16]
respirations/minute:

Heart Rate in beats/minute: [89]
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Header Text: C4591001

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

Site No: 1226

Subject No: 12261599

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Date: Vital Signs Details Form Instance
1 Nov/7/2020 Repeating Pages

Record Identifier:

Oxygen Saturation

93.0
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS- PULSE OX ROOM AIR
Nov/07/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
eCRF Audit Trail History
Form Audit Trail
Vital Signs
1. |Date: Nov/7/2020
Vital Signs Details
2 || Record I dentifier: 1
SPO2 Pulse Oximetry % [93.0]
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1226

Subject No: 12261599

Form: OXYGENATION PARAMETERS

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

1. | Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXYGENATION PARAMETERS
Nov/07/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Form Comments
eCRF Audit Trail History
Oxygenation Parameters
1. | Date Time of Assessment: Not Applicable Comments
1
2. | Arterial Blood Gases PaO2 (mmHg): Not Applicable Comments
[]
3. | FiO2 (Fraction of Inhaled Oxygen): Not Applicable Comments
[]
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55

Site No: 1226

Subject No: 12261599

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Sponsor—l?gfmed Iden Category.for Medica | Concomitant M'e_dlcatlons Pre-sp Nameqf Medicat Start Date | Form Instance
tifier tion ecified ion
1. | Not Applicable Not Applicable Not Applicable Not Applicable Not Applicab Repesating
le Pages
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Header Text: C4591001

Nov/07/2020
Form Version: 06-Jul-2020 21:55
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

*** Confidential***

1. | What isthe medication identifier? Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Pre-specified: | Not Applicable Comments
4. | Medication: Not Applicable Comments
Provide the complete generic drug name | [ ]
(including salt form, where applicable).
Where generic name is unknown, enter
the full trade or proprietary name.
Include clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).
5. | Start Date: Not Applicable Comments
I
6. | Ongoing? Not Applicable Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1226

Subject No: 12261599

Form: IMAGING

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING

Nov/07/2020

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

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Form Comments

eCRF Audit Trail History

Imaging
1. | Date of Assessment: Not Applicable Comments

1
2. | Location of Assessment: Not Applicable Comments
3. | Type of Imaging Exam: Not Applicable Comments
4. | Assessment: Not Applicable Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Feb/6/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. [ COVID-19 llIness Visit: CovID_B

Page 64 of 409
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Feb/06/2021
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
eCRF Audit Trail History
Signsand Symptoms
1. | Date of Assessment: Feb/6/2021
2. | Date of First Symptom Started: Feb/4/2021
3. | Symptoms Ongoing? YES
Symptoms
4. || symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.C || symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4. || symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
4.9 || symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Weas symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
52 || symptoms - Other Text: [Runny nose]
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:54
Site No: 1226

Subject No: 12261599

Form: MICROBIOLOGY SPECIMEN

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

# Date of rC]:ollectlo Speumeen Typ | Specimen CoILectlon Locatio | Assay Code e;nd Descriptio Device Type | Form Instance

1. | Not Applicable Not Applicable | Not Applicable Not Applicable Not Applicable | Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 06-Jul-2020 21:54
Site No: 1226

Subject No: 12261599

Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

1. | Actual Date of Collection: Not Applicable Comments
I
2. | Specimen Type: Not Applicable Comments
3. | Specimen Collection Location: Not Applicable Comments
4. | Assay Code and Description: Not Applicable Comments
5. | Device Type: Not Applicable Comments
6. | Trade Name: Not Applicable Comments
7. | Test Result: Not Applicable Comments
8. [ Comments/Findings/Details: Not Applicable Comments
[]
9. | Trade Name Other, Specify: Not Applicable Comments
[]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no sample was collected or sample was | [Collected on site, recorded at SWAB PFE]
not collected according to protocol,
please provide reason:

Aliquot

Please enter barcode for each aiquot.

5 | sampleID [

Page 68 of 409

*** Confidential***
FDA-CBER-2021-5683-0851498




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES

Date of Collection:
Feb/6/2021

4. | If no sample was collected or samplewas | [ ]
not collected according to protocoal,
please provide reason:

*** Confidential***

Aliquot
Please enter barcode for each aliquot.
5a || sample ID [BRHO4K]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Feb/06/2021
Form Version: 14-Jan-2021 02:24
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Health Care Utilization

1a || prysician or Hedlthcare Professional: | SPECIALIST
Occurrence of Visits or Contacts: NO
1b Physician or Healthcare Professional: | EMERGENCY ROOM
Occurrence of Visits or Contacts: NO
1.¢ || prysician or Healthcare Professiona: | PRIMARY CARE PHY SICIAN
Occurrence of Visits or Contacts: NO
1d Physician or Healthcare Professional: | URGENT CARE
Occurrence of Visits or Contacts: NO
le Physician or Healthcare Professional: | TELEPHONE CONSULTATION
Occurrence of Visits or Contacts: NO
1f Physician or Hedlthcare Professional: | OTHER
Occurrence of Visits or Contacts: NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: []
Health Care Utilization
3. | Hasthe subject been hospitalized dueto | NO
potential COVID-19 illness?
Page 70 of 409
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:53
Site No: 1226

Subject No: 12261599

Form: RESPIRATORY TREATMENT

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# | Treatment |dentifier Con Non-Drug Treatments Pre-specified Treatment | Treatment | Start Date | Form Instance
1 Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 06-Jul-2020 21:53
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Respiratory Treatment

1

What is the treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

Start Date:

1

[S20 IS I )

Ongoing?

Page 72 of 409
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Header Text: C4591001

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS
Feb/06/2021
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

*** Confidential***

IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS
2. | Wasadiagnosis obtained for Potential NO
COVID-19 lliness?
3. | Toxicity Grade: 1
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 17-Jul-2020 21:55
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

# | Category of Clinical Event:

Subcategory of Clinical Event Diagnosis Obtained | Toxicity Grade Form Instance

1

Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 17-Jul-2020 21:55
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

llIness Details

1. | Category of Clinical Event:

Subcategory of Clinica Event:

2
3. | Wasadiagnosis obtained?
4

Toxicity Grade:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:49
Site No: 1226

Subject No: 12261599

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Category for Lab Te | Vendor Nam | Collection Dat | Specimen Typ L ab Result Form I nstance
st e e e
L Sponsor-Defined Identifi | Test | Result | | Reeating Pages
er : :
Page 76 of 409
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Feb/06/2021

Form Version: 21-Aug-2020 02:49
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

*** Confidential***

Lab Chemistry Details
1. [Lab Panel:
2. | Laboratory Name and Address [
3. | Collection Date: I
4. | Specimen Type:
Lab Result
5. .
Sponsor |D: [1
Test:
Result: [1
Not Done:
LNMT Low
[]
High
[]
Unit
Page 77 of 409
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Header Text: C4591001

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

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

Form Version: 21-Aug-2020 02:51

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

# Category for Lab | Vendor Name (DERI Collectllon Da | Specimen Ty Lab Result Form Instance
Test VED) te: pe

L Sponsor-Defined Iden | Test | Resul Repedting

tifier ot Pages
Page 78 of 409
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Feb/06/2021

Form Version: 21-Aug-2020 02:51
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Laboratory Data Hematology

*** Confidential***

1. [Lab Panel:
2. | Laboratory Name and Address [
3. | Collection Date: I
4. | Specimen Type:
Lab Result
5 Sponsor |D: [1
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 2
Form Version: 21-Aug-2020 02:50

Site No: 1226

Subject No: 12261599

Form: VITAL SIGNS- COVID

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Date: Vital Signs Details Form Instance
1 |Feb/6/2021 Record Identifier: Systalic: Diastolic: Repeating Pages
139 93
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS - COVID
Feb/06/2021

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Feb/6/2021

Vital Signs Details

2.2 || Record Identifier: 1

Systalic: [139]

Diastolic: [93]

Respiratory Ratein [16]
respirations/minute:

Heart Rate in beats/minute: [78]
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Header Text: C4591001

Visit: POT_COVID_ILL 2
Form Version: 21-Aug-2020 02:51

Site No: 1226

Subject No: 12261599

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Date: Vital Signs Details Form Instance
1. Feb/6/2021 Repeating Pages

Record Identifier:

Oxygen Saturation

99.0
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR
Feb/06/2021
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
eCRF Audit Trail History
Form Audit Trail
Vital Signs
1. | Date Feb/6/2021
Vital Signs Details
2.a || Record Identifier: 1
SPO2 Pulse Oximetry % [99.0]
Page 83 of 409

*** Confidential***
FDA-CBER-2021-5683-0851513



090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:52
Site No: 1226

Subject No: 12261599

Form: OXYGENATION PARAMETERS

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

1 Repesting Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 06-Jul-2020 21:52
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Oxygenation Parameters

*** Confidential***

1. |Date Time of Assessment: I
2. | Arterial Blood Gases PaO2 (mmHg): [
3. | FiO2 (Fraction of Inhaled Oxygen): [
Page 85 of 409
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1226

Subject No: 12261599

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Sponsor—Dgflned I denti Category_for Medicat | Concomitant M_e_dlcatlons Pre-spe | Nameof Medicati | Start Da Form I nstance
fier ion cified on te
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 06-Jul-2020 21:55
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Concomitant Medications

1. | What isthe medication identifier? []

Category:

2
3. | Concomitant Medications Pre-specified:
4

Medication: [1

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

5. | Start Date: I

6. [ Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:53
Site No: 1226

Subject No: 12261599

Form: IMAGING

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

# Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance

1 Repesting Pages
Page 88 of 409
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 06-Jul-2020 21:53
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: IMAGING

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Imaging

1. | Date of Assessment: I

L ocation of Assessment:

2
3. | Type of Imaging Exam:
4

Assessment:

*** Confidential***
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Header Text: C4591001

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

Dec/15/2020
Form Version: 22-Apr-2020 21:04
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Dec/15/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_A1l
Page 90 of 409
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Dec/15/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/15/2020
4. | If no sample was collected or samplewas | [ ]
not collected according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

*** Confidential***

52|/ sample D |[BRGTHM]
5b ‘SampIeID ‘[BSF217]
5c ‘SampIeID ‘[BSFZlD]
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Header Text: C4591001
Visit: Unplanned 1 - Unscheduled Visit on Sep/08/2020 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02

Site No: 1226

Subject No: 12261599

Generated By:

(b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Sep/8/2020
2. | Erroneous Visit
Page 92 of 409
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Header Text: C4591001

Form Version: 22-Apr-2020 21:04
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Visit: Unplanned 1 - Unscheduled Visit on Sep/08/2020 Form: UNPLANNED VISIT
Form Status: Data Complete, Locked, Frozen,

Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Unplanned Assessments

1. | Assessments

CONTACT OUTCOME

*** Confidential***
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Header Text: C4591001

Visit: Unplanned 1 - Unscheduled Visit on Sep/08/2020 Form: CONTACT OUTCOME - UNPLANNED

Form Version: 22-Apr-2020 21:04
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Contact Outcome

1. | Contact Type:

TELEPHONE VISIT

2. | Was contact made?

YES

Date of Contact:
Sep/8/2020

Contact Outcome:
VISIT NOT REQUIRED, INVESTIGATOR DECISION

3. | Comments:

[Contact made due to covid-19 symptom alert. Patient refers muscle pain on 07Sep2020
(gradel), related to vaccine reactogenicity.]

Page 94 of 409
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen,

Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation Nov/3/2020
/Desath :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [1
Page 95 of 409
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Header Text: C4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Disposition - Follow-Up

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

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [1

Page 96 of 409
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Date of Visit

1. | Dateof Visit

1

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

Page 97 of 409

*** Confidential***
FDA-CBER-2021-5683-0851527



090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

not collected according to protocol,
please provide reason:

If no sample was collected or sample was

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

Page 98 of 409
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Header Text: C4591001

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

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Date of Visit

1

Date of Visit

"

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

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

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Vital Signs

1. |Date

Vital Signs Details

2. || Record Identifier:

Temperature:

(]

Unit:

Temperature Location:

Page 100 of 409
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14

Site No: 1226

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Not Started
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Lab Urinalysis
1. [Lab Pand:

Lab Sub-Panel:

Collection Date:

1

2
3
4. | Laboratory Name and Address (Derived)
5

Specimen Type:

Lab Result

6. Sponsor I1D:

(]

Test:

Result:

Not Done:

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: VACCINATION
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actua Dose:

©|®| N |0~ wWIN

Unit:

=
©

Timeframe Subject Was Observed

-
=

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

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

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

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: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

Page 104 of 409
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Date of Visit

1. |Dateof Visit I

2. | Erroneous Visit

*** Confidential***

Page 105 of 409

FDA-CBER-2021-5683-0851535




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled
Form Version: 14-Jan-2021 02:29

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Informed Consent - Asymptomatic Surveillance

1. [ Consent Was.
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sampleID []

*** Confidential***
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sampleID []
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Header Text: C4591001

Visit: Potential ReVax Initial Contact - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulistade
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Investigacao Clinica e Servicos

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/5/2021

2. | Erroneous Visit
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Header Text: C4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION
Form Version: 10-Dec-2020 02:25
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Further Vaccination Confirmation

1

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Visit: Logs

Site No: 1226

Header Text: C4591001

Subject No: 12261599

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Sep/27/2020 UNK:UNK

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Category AE Idrentn‘le Adver se Event Start Date IstheAdverserlfg\]/ent Still Ongoi Form Instance
1. [ADVERSEEVEN |1 myalgia Sep/7/2020 20:00 NO Repeating Pages
T End Date Time:
Sep/10/2020 UNK:UNK
2. |ADVERSE EVEN |2 fatigue Sep/7/2020 20:00 NO Repeating Pages
T End Date Time:
Sep/10/2020 UNK:UNK
3. |ADVERSE EVEN |3 cornesal ulcer right ey | Sep/20/2020 UNK:UN | NO Repesting Pages
T e K End Date Time:

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

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(1

3.

Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[myalgial

Start Date Time:

Sep/7/2020 20:00

Is the adverse event still ongoing?

NO

End Date Time:
Sep/10/2020 UNK:UNK

Toxicity Grade:

|sthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

Isthis adverse event the result of a study
Medication Error?

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

NO

Isthis event related to study treatment:

RELATED

10.

Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11

Was a Concomitant Medication given?

YES

12.

Was a Non-Drug Treatment given?

NO

13.

What was the outcome of this adverse
event?.

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [fatigue]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/7/2020 20:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/10/2020 UNK:UNK
6. | Toxicity Grade: 1
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 astudy |NO
Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: RELATED
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the subject | NO
to be discontinued from the study?
15. | Serious Adverse Event Number: For []
Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [corneal ulcer right eye]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/20/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/27/2020 UNK:UNK
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 astudy | NO
Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[prolonged use of contact lens]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? YES
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse RECOVERED/RESOLVED
event?:
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
14. | Did the adverse event cause the subject NO
to be discontinued from the study?
15. | Serious Adverse Event Number: For [1
Pfizer Use Only
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Header Text: C4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54
Site No: 1226

Subject No: 12261599

Form: MEDICATION ERROR

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Categor | Medication Erro | Start Dat | |sthe medication error Still Ongoin | Study Medication ErrorsActio
# Form Instance
y r e g n
1 Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Medication Error

1

Category:

2.

Medication Error (Type of Medication
Error):

Start Date:

1

Is the medication error still ongoing?

Latest Action Taken with Study
Treatment:

Was a Concomitant Medication given?

Was a Non-Drug Treatment given?

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

Was this medication error associated with
any adverse events?

10.

Serious Adverse Event Number: For
Pfizer Use Only
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Header Text: C4591001
Visit: Logs

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1226

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Sponsor—Dgflned I denti Category_for Medicat | Concomitant M_e_dlcatlons Pre-spe | Nameof Medicati | Start Da Form I nstance
fier ion cified on te
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Concomitant Medications

1. | What isthe medication identifier?

Category:

2
3. | Concomitant Medications Pre-specified:
4. | Medication:

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

5. | Date:

1
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Header Text: C4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1226

Subject No: 12261599

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Sponsor-Defined Iden | Category for Medic | Concomitant Medications Pre-s | Name of Medica | Dose Descript
# . . e . . Form Instance
tifier ation pecified tion ion
1 Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Concomitant M edications
1. [ What isthe medication identifier? [
2. | Category:
3. | Concomitant Medications Pre-specified:
4. | Medication: []
Provide the complete generic drug name
(including salt form, where applicable).
Where generic name is unknown, enter
the full trade or proprietary name.
Include clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).
5. | Dose: [1
6. |Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: I
10. | Ongoing?

*** Confidential***

Page 121 of 409

FDA-CBER-2021-5683-0851551




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

# | Category | Treatment |dentifier

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

1

Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? [1

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

4. | Treatment: [1

5. | Start Date: i

6. | Ongoing?
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599

Form: TRANSFUSIONS

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
# Transfusion Type Date of Transfusion Form Instance
1 Repesting Pages
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Header Text: C4591001

Site No: 1226

Subject No: 12261599

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

Generated By: (b) (4)

Form: TRANSFUSIONS
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion:

1

*** Confidential***
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Header Text: C4591001

Visit: UNPLANNED_BOOSTER_CONTACT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Date of Visit

1. | Dateof Visit I

2. | Erroneous Visit
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Header Text: C4591001

Visit: UNPLANNED_BOOSTER_CONTACT -
Unscheduled

Form Version: 20-Feb-2021 02:20
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: BOOSTER DOSE TRIGGER FORM

Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Booster Dose Trigger Form

1

Select appropriate response - Will the
participant return for consent/eligibility

assessment for the booster dose visit?

*** Confidential***
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Feb/5/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

*** Confidential***
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Death Details
1. | Date of Collection/ Notification of 1
Death:
Cause of Death

2. || Cause of Desath Status:

Cause of Death:

[]
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Header Text: C4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By:

(b) (4)

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Nov/3/2020
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Header Text: C4591001

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

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulistade
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Investigacao Clinica e Servicos

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Here to Enable

Page 132 of 409
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04
SiteNo: 1226

Subject No: 12261599

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Audit Trail

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

e CRF_Sign

Name Signature Date Type Action
Meaning

Cristiano Zerbini Approved Feb-11-2021 17:33:50 (UTC-03:00) City of Buenos BOOK Signed

Aires

Affidavit:

By my dated signature below, |, CristianoZerbini, 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.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 06-Jul-2020 21:54
Site No: 1226

Subject No: 12261599

Medicos Ltda

Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
Form | Nov-11-2020 15:59:50 (UTC-03:00) City of Buenos (b) (4), (b) (6)
Aires
Form | Nov-07-2020 12:53:38 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
Page 134 of 409

*** Confidential***
FDA-CBER-2021-5683-0851564




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020
Form Version: 06-Jul-2020 21:54
Site No: 1226
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
1 Nov-11-2020 15:59:50 (UTC-03:00) City of Buenos (b) (4), (b) (6)
Aires
1 Nov-07-2020 12:53:38 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 06-Jul-2020 21:54
Site No: 1226

Subject No: 12261599

Medicos Ltda

Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
2 Nov-11-2020 15:59:50 (UTC-03:00) City of Buenos (b) (4), (b) (6)
Aires
2 Nov-07-2020 12:53:38 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Site No: 1226
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
3 Nov-11-2020 15:59:50 (UTC-03:00) City of Buenos (b) (4), (b) (6)
Aires
3 Nov-07-2020 12:53:38 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Back to Form

Item |Date User Comment
4 Nov-11-2020 15:59:50 (UTC-03:00) City of Buenos (b) (4), (b) (6)
Aires
4 Nov-07-2020 12:53:38 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
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Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
5 Nov-11-2020 15:59:50 (UTC-03:00) City of Buenos (b) (4), (b) (6)
Aires
5 Nov-07-2020 12:53:38 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Medicos Ltda
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Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
6 Nov-11-2020 15:59:50 (UTC-03:00) City of Buenos (b) (4), (b) (6)
Aires
6 Nov-07-2020 12:53:38 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
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Site No: 1226
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Subject No: 12261599 Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
7 Nov-11-2020 15:59:50 (UTC-03:00) City of Buenos (b) (4), (b) (6)
Aires
7 Nov-07-2020 12:53:38 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Medicos Ltda

Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
8 Nov-11-2020 15:59:50 (UTC-03:00) City of Buenos (b) (4), (b) (6)
Aires
8 Nov-07-2020 12:53:38 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Form Version: 06-Jul-2020 21:54
Site No: 1226
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
9 Nov-11-2020 15:59:50 (UTC-03:00) City of Buenos (b) (4), (b) (6)
Aires
9 Nov-07-2020 12:53:38 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Site No: 1226
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Medicos Ltda

Subject Initials: ---

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item | Date User Comment
Form | Nov-07-2020 12:54:08 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Nov/07/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
1 Nov-07-2020 12:54:08 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Site No: 1226
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Medicos Ltda

Subject Initials: ---

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
2 Nov-07-2020 12:54:08 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Nov/07/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
3 Nov-07-2020 12:54:08 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Form Version: 06-Jul-2020 21:53
Site No: 1226

Subject No: 12261599

Medicos Ltda

Subject Initials: ---

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
4 Nov-07-2020 12:54:08 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Nov/07/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
5 Nov-07-2020 12:54:08 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Nov/07/2020
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Site No: 1226

Subject No: 12261599

Medicos Ltda

Subject Initials: ---

Form: RESPIRATORY TREATMENT - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
6 Nov-07-2020 12:54:08 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on

(b) (4)
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Form Version: 17-Jul-2020 21:55
Site No: 1226
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Item

Date

User

Comment

Form

Nov-07-2020 12:54:40 (UTC-03:00) City of Buenos
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(b) (4), (b) (6)

Not Applicable
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Site No: 1226
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Medicos Ltda

Subject Initials: ---

Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
1 Nov-07-2020 12:54:40 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Nov/07/2020
Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
2 Nov-07-2020 12:54:40 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
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Medicos Ltda
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Form: ILLNESS DETAILS - SEVERE - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
3 Nov-07-2020 12:54:40 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
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Nov/07/2020
Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
4 Nov-07-2020 12:54:40 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

Item | Date
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Comment

Form | Nov-07-2020 12:54:54 (UTC-03:00) City of Buenos (b) (4), (b) (6)
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Subject No: 12261599 Subject Initials: ---

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
1 Nov-07-2020 12:54:54 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
2 Nov-07-2020 12:54:54 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
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Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
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Back to Form
Item |Date User Comment
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
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Nov/07/2020
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Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
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Form Status: Data Complete, Frozen, Verified
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
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Form Status: Data Complete, Frozen, Verified
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Form | Nov-07-2020 12:58:23 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
Page 238 of 409

*** Confidential***
FDA-CBER-2021-5683-0851668




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

*** Confidential***

Nov/07/2020
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
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Back to Form
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
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Form | Nov-07-2020 12:58:55 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
Page 245 of 409

FDA-CBER-2021-5683-0851675




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 06-Jul-2020 21:53
Site No: 1226

Subject No: 12261599

Medicos Ltda

Subject Initials: ---

Form: IMAGING - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
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Feb/06/2021

Form Version: 06-Jul-2020 21:54
Site No: 1226

Subject No: 12261599

Medicos Ltda

Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
6 Feb-08-2021 08:25:41 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Form: MICROBIOLOGY SPECIMEN - Comments

*** Confidential***

Feb/06/2021
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
7 Feb-08-2021 08:25:41 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Feb/06/2021

Form Version: 06-Jul-2020 21:54
Site No: 1226

Subject No: 12261599

Medicos Ltda

Subject Initials: ---

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
8 Feb-08-2021 08:25:41 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Form: MICROBIOLOGY SPECIMEN - Comments

*** Confidential***

Feb/06/2021
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Item |Date User Comment
9 Feb-08-2021 08:25:41 (UTC-03:00) City of Buenos (b) (4), (b) (6) Not Applicable
Aires
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
M eaning
Cristiano Zerbini Approved Feb-11-2021 17:33:50 (UTC-03:00) City of Buenos BOOK Signed
Aires
Affidavit:

By my dated signature below, |, CristianoZerbini, verify that all case report form pages accurately display the results of the examinations,
tests, evaluations and trestments 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-08-2021 08:24:08 (UTC-03:00) City of Buenos Edit - All
Aires signatures
invalidated
Affidavit:
N/A
Cristiano Zerbini Approved Jan-21-2021 16:50:53 (UTC-03:00) City of Buenos BOOK Signed

Aires

Affidavit:
By my dated signature below, |, CristianoZerbini, 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-15-2020 16:46:07 (UTC-03:00) City of Buenos Edit - All
Aires signatures
invalidated
Affidavit:
N/A
Cristiano Zerbini Approved Nov-16-2020 09:29:09 (UTC-03:00) City of Buenos BOOK Signed

Aires
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Affidavit:

By my dated signature below, |, CristianoZerbini, 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
thelegally 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 Nov-16-2020 08:00:34 (UTC-03:00) City of Buenos Edit - All
Aires signatures
invalidated
Affidavit:
N/A
Cristiano Zerbini Approved Nov-15-2020 09:47:47 (UTC-03:00) City of Buenos BOOK Signed

Aires

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

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

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

(b) (6) N/A Nov-13-2020 15:30:55 (UTC-03:00) City of Buenos Edit - All
Aires signatures
invalidated
Affidavit:
N/A

Cristiano Zerbini Approved Nov-11-2020 21:53:20 (UTC-03:00) City of Buenos BOOK Signed

Aires

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

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

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

(b) (6) N/A Nov-07-2020 12:51:41 (UTC-03:00) City of Buenos Edit - All
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, Signed, Verified

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Cristiano Zerbini Approved Nov-06-2020 15:39:20 (UTC-03:00) City of Buenos BOOK Signed

Aires

Affidavit:
By my dated signature below, |, CristianoZerbini, 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.

Page 262 of 409

*** Confidential***
FDA-CBER-2021-5683-0851692




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Select appropriate response - Protocol version

| Date L ocation User Value Reason
Sep-07-2020 15:42:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) 30 JUN 2020

Aires

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

| Date Location User Value Reason
Sep-07-2020 15:42:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) STAGE 3 COHORTS
Aires
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Consent Was:
| Date Location User Value Reason
Sep-07-2020 15:42:24 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) OBTAINED
Aires Date Written Consent Obtained
Sep/7/2020
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Header Text: C4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1 Subject 1D
| Date L ocation | User | Value Reason
Sep-07-2020 15:42:03 ACVOPFEINFP6000 | auto calc Data Entry: Item copied from
(UTC-03:00) City of Buenos (autocalc) 12261599 previous form
Aires
| 2. Birth Date:
| Date L ocation | User | Value Reason
Sep-07-2020 15:42:00 ACVOPFEINFP6000 |auto calc Data Entry: Enrollment Entry
(UTC-03:00) City of Buenos (autocalc) [(b) (6) /1979
Aires
| 3. Sex:
| Date L ocation User Value Reason
Sep-07-2020 15:42:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) FEMALE
Aires
| 4. Ethnicity:
| Date L ocation User Value Reason
Sep-07-2020 15:42:38 ACVOPFEINFPE000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) HISPANIC OR LATINO(A) OR OF SPA
Aires NISH ORIGIN

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

| Date L ocation User Value Reason
Sep-07-2020 15:42:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) WHITE
Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Sep-07-2020 15:42:54 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sep/7/2020
Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| la
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Inclusi 1
Aires on Nu
mber:
Criteri Male or female participants betw
on Des een the ages of 18 and 55 years,
criptio inclusive, 65 and 85 years, inclu
n: sive, or 18 and 85 years, inclusiv
e, at randomization (dependent u
pon study stage)
Criteri YES
on met
2
Criteri INOLAOO
on ID:
(For Pf
izer use
only):
| l.alnclusion Number:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 1
Aires
| 1l.a Criterion Description:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Male or female participants between the a
Aires gesof 18 and 55 years, inclusive, 65 and 8
5 years, inclusive, or 18 and 85 years, incl
usive, at randomization (dependent upon s
tudy stage)
| 1.a Criterion met?
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

| 1.a Criterion ID: (For Pfizer use only)

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) INO1A00
Aires
|1b
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Inclusio 2
Aires n Numb
er:

Criterio Participants who are willing and

n Descri able to comply with all schedule

ption:  d visits, vaccination plan, labora
tory tests, lifestyle consideratio
ns, and other study procedures

Criterio YES

n met?:

Criterio INO2A00

niID: (F

or Pfize

r useon

ly):
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

|1.b Inclusion Number:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 2

Aires

| 1.b Criterion Description:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of Buenos (b) (6) Participants who are willing and able to co
Aires mply with all scheduled visits, vaccination
plan, laboratory tests, lifestyle considerati
ons, and other study procedures
| 1.b Criterion met?
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) YES
Aires
| 1.b Criterion ID: (For Pfizer use only)
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) INO2A00
Aires
| lc
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) Inclusio 3
Aires n Numb
er:
Criterio Healthy participants who are det
n Descri ermined by medical history, phy
ption:  sical examination, and clinical j
udgment of the investigator to b
eeligiblefor inclusion in the stu
dy
Criterio YES
n met?:
Page 269 of 409

*** Confidential***
FDA-CBER-2021-5683-0851699



090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1226

Subject No: 12261599
Generated By:

(b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Criterio INO3AQ0

niD: (F
or Pfize
ruseon
ly):
| 1.cInclusion Number:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 3
Aires
| 1.c Criterion Description:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Healthy participants who are determined b
Aires y medical history, physical examination, a
nd clinical judgment of the investigator to
be eligible for inclusion in the study
| 1.c Criterion met?
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) YES
Aires
| 1.c Criterion ID: (For Pfizer use only)
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) INO3A00
Aires
|1d
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) Inclusio 4
Aires n Numb
er:
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Criterio Capable of giving personal sign

n Descri ed informed consent, which incl

ption:  udes compliance with the requir
ements and restrictions listed in
the ICD and in this protocol

Criterio YES
n met?:
Criterio INO4AQ0
niD: (F
or Pfize
ruseon
ly):
| 1.d Inclusion Number:
| Date Location User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) 4
Aires
| 1.d Criterion Description:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) Capable of giving personal signed informe
Aires d consent, which includes compliance wit
h the requirements and restrictions listed i
n the ICD and in this protocol
| 1.d Criterion met?
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires
| 1.d Criterion ID: (For Pfizer use only)
| Date Location User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) INO4A00
Aires
| 2.a
| Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1226

Subject No: 12261599

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Exclusi 1
Aires on Num
ber:
Criterio Other medical or psychiatric con
n Descr dition incl. recent (within past y
iption: ear) or active suicidal ideation/b
ehavior/lab abnormality that ma
y increase therisk of study parti
cipation
CriterioNO
n met?:
Criterio EX01A00
niD: (F
or Pfize
r useon
ly):
| 2.a Exclusion Number:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 1
Aires
| 2.a Criterion Description:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) Other medical or psychiatric condition incl
Aires . recent (within past year) or active suicida
| ideation/behavior/lab abnormality that m
ay increase the risk of study participation
| 2.a Criterion met?
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| 2.aCriterion I D: (For Pfizer use only)
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) EX01A00
Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1226

Subject No: 12261599

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 2b

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Exclusion 2
Aires Number:

Criterion Known infection with human
Descriptio immunodeficiency virus (HIV

n: ), hepatitis C virus (HCV), or
hepatitis B virus (HBV)
Criterion NO
met?:
Criterion EX02A00
ID: (For
Pfizer use
only):
| 2.b Exclusion Number:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 2
Aires
| 2.b Criterion Description:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Known infection with human immunodefi
Aires ciency virus (HIV), hepatitis C virus (HC

V), or hepatitis B virus (HBV)

| 2.b Criterion met?

| Date Location User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) NO
Aires
| 2.b Criterion ID: (For Pfizer use only)
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) EX02A00
Aires
2.c
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1226

Subject No: 12261599

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---

Generated By: (b) (4 Generated Time (GMT): 29-Mar-2021 13:54
Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Exclusio 3
Aires n Numb
er:
Criterio History of severe adverse reacti
n Descri on associated with avaccine an
ption:  d/or severe alergic reaction (eg,
anaphylaxis) to any component
of the study intervention(s)
Criterio NO
n met?:
Criterio EX03A00
niD: (F
or Pfize
r useon
ly):
| 2.c Exclusion Number:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 3
Aires
| 2.c Criterion Description:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) History of severe adverse reaction associat
Aires ed with avaccine and/or severe alergic re
action (eg, anaphylaxis) to any component
of the study intervention(s)
| 2.c Criterion met?
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| 2.c Criterion ID: (For Pfizer use only)
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) EX03A00
Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
|2
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Exclusion Num 4
Aires ber:
Criterion Descr Receipt of medications
iption: intended to prevent CO
VID-19

Criterion met?: NO

Criterion ID: ( EX04A00
For Pfizer useo

nly):

| 2.d Exclusion Number:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 4

Aires

| 2.d Criterion Description:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Receipt of medications intended to prevent

Aires COVID-19

| 2.d Criterion met?

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

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

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) EX04A00

Aires

| 2e

| Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1226

Subject No: 12261599

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Exclusio 8
Aires n Numb
er:
Criterio Immunocompromised individu
n Descri alswith known or suspected im
ption:  munodeficiency, as determined
by history and/or laboratory/ph
ysical examination
Criterio NO
n met?:
Criterio EXO08A00
niD: (F
or Pfizer
useonly)
| 2.e Exclusion Number:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 8
Aires
| 2.e Criterion Description:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Immunocompromised individuals with kn
Aires own or suspected immunodeficiency, as de
termined by history and/or laboratory/phys
ical examination
| 2.eCriterion met?
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| 2.eCriterion ID: (For Pfizer use only)
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) EX08AQ0
Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
|2
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Exclusio 10

Aires n Numb

er:

Criterio Bleeding diathesis or condition

n Descri associated with prolonged bleed

ption:  ing that would, in the opinion o
f the investigator, contraindicat
eintramuscular injection

Criterio NO

n met?:

Criterio EX10A00

niD: (F

or Pfize

r useonl

y):
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

| 2.f Exclusion Number:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 10

Aires

| 2.f Criterion Description:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Bleeding diathesis or condition associated

with prolonged bleeding that would, in the
opinion of the investigator, contraindicate

intramuscular injection

| 2.f Criterion met?

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) NO
Aires
| 2.f Criterion ID: (For Pfizer use only)
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) EX10A00
Aires
| 29
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Exclusion Numbe 11
Aires r
Criterion Descrip Women who are preg
tion: nant or breastfeeding
Criterion met?:  NO
Criterion ID: (Fo EX11A00
r Pfizer use only):
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 2.9 Exclusion Number:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 1n
Aires

| 2.9 Criterion Description:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Women who are pregnant or breastfeeding

Aires

| 2.9 Criterion met?

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

|2.g Criterion ID: (For Pfizer use only)

| Date Location User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) EX11A00
Aires
| 2h
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Exclusion Numb 12
Aires er:
Criterion Descri Previous vaccination w
ption: ith any coronavirus vac
cine

Criterion met?: NO

Criterion ID: (F EX12A00
or Pfizer useonl

y):
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 2.h Exclusion Number:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 12
Aires

| 2.h Criterion Description:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Previous vaccination with any coronavirus

Aires vaccine

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

| 2.h Criterion met?

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

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

| Date Location User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) EX12A00
Aires
| 2i
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Excluson 13
Aires Number:

Criterion  Subjects who receive immun

Descriptio osuppressive therapy, such as

n: cytotoxic agents or systemic
corticosteroids

Criterion NO

met?:

Criterion | EX13A01

D: (For Pfi

zer useonl

y):
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 2.i Exclusion Number:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 13
Aires

| 2.i Criterion Description:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Subjects who receive immunosuppressive

Aires therapy, such as cytotoxic agents or syste

mic corticosteroids

| 2.i Criterion met?

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

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

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) EX13A01
Aires
| 2]
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Exclusio 15
Aires n Numb
er:

Criterio Receipt of blood/plasma produc

n Descri ts or immunoglobulin, from 60

ption:  days before study intervention a
dministration or planned receipt
throughout the study

Criterio NO

n met?:
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Criterio EX14A01

niD: (F
or Pfize
r useonl
y):
| 2.j Exclusion Number:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 15
Aires
| 2.j Criterion Description:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Receipt of blood/plasma products or immu
Aires noglobulin, from 60 days before study inte
rvention administration or planned receipt
throughout the study
| 2.j Criterion met?
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) NO
Aires
|2.j Criterion ID: (For Pfizer use only)
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) EX14A01

Aires
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 2k

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Exclusio 16

Aires n Numbe

r:

Criterion Participation in other studiesi

Descripti nvolving study intervention w

on: ithin 28 days prior to study ent
ry and/or during study particip
ation

Criterion NO

met?:

Criterion EX15A01

ID: (For

Pfizer us

eonly):
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 2.k Exclusion Number:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 16

Aires

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

| 2.k Criterion Description:

| Date Location User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Participation in other studies involving stu

Aires dy intervention within 28 days prior to stu

dy entry and/or during study participation

| 2.k Criterion met?

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

| 2.k Criterion | D: (For Pfizer useonly)

| Date Location User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) EX15A01
Aires
K
| Date Location User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Exclusion 17
Aires Number:

Criterion  Previous participation in oth

Descriptio er studiesinvolving study in

n: tervention containing lipid n
anoparticles

Criterion NO

met?:

Criterion | EX16A01

D: (For Pfi

zer useonl

y):
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

|2.I Exclusion Number:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 17

Aires

| 2| Criterion Description:

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Previous participation in other studiesinv
Aires olving study intervention containing lipid

nanoparticles

| 2.l Criterion met?

| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

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

| Date Location User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (0) (6) EX16A01

Aires

| 2.m

| Date Location User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Exclusi 22

Aires on Nu

mber:

Criteri Investigator site staff or Pfizer e

on Desc mployees directly involved in th

ription: e conduct of the study, site staff
otherwise supervised by theinv
estigator, and their respective fa
mily members

Criteri NO

on met
?
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Criteri EX21A01

onID: (
For Pfi
zer use
only):
| 2.m Exclusion Number:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 22
Aires
| 2.m Criterion Description:
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Investigator site staff or Pfizer employees
Aires directly involved in the conduct of the stu
dy, site staff otherwise supervised by thei
nvestigator, and their respective family m
embers
| 2.m Criterion met?
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| 2.m Criterion ID: (For Pfizer use only)
| Date L ocation User Value Reason
Sep-07-2020 15:43:11 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) EX21A01

Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Completion/Discontinuation/Death

| Date L ocation User Value Reason
Sep-07-2020 15:43:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sep/7/2020

Aires

| 2. Phase of Disposition:

| Date L ocation User Value Reason
Sep-07-2020 15:43:29 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SCREENING

Aires

| 3. Status:

| Date L ocation User Value Reason
Sep-07-2020 15:43:29 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) COMPLETED

Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| la
| Date Location User Value Reason
Sep-07-2020 15:45:04 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) | LingMH Number: 1
Medical History Term: headache

Start Date: UNK/UNK/2010
Ongoing: YES

| l.alLine/MH Number:

| Date L ocation User Value Reason
Sep-07-2020 15:45:04 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) 1
Aires

| 1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date L ocation User Value Reason
Sep-07-2020 15:45:04 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) headache
Aires

| 1.a Start Date:

| Date L ocation User Value Reason
Sep-07-2020 15:45:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) UNK/UNK/2010
Aires

| 1.a Ongoing:

| Date L ocation User Value Reason
Sep-07-2020 15:45:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires

|1b

| Date L ocation User Value Reason
Sep-11-2020 12:56:50 ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of Buenos

Aires

(b) (6) Line/MH Number 2
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Site No: 1226

Subject No: 12261599

Form Version: 22-Apr-2020 21:03

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Medical History T Albright's osteodystr
erm: ophy
Start Date: UNK/UNK/2017
Ongoing: YES
Sep-07-2020 15:46:57 ACVOPFEINFP6000 |auto calc Data Entry: Initia Entry
(UTC-03:00) City of Buenos (autocalc) LineeMH Nu 2
Aires mber:
Medical Histo hypothyroidism (Albright
ry Term: 's osteodystrophy)
Start Date:  UNK/UNK/2017
Ongoing: YES

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By:

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

(b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

| 1.b Line/MH Number:

| Date L ocation User Value Reason
Sep-07-2020 15:46:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) 2
Aires
| 1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
| Date L ocation User ‘ Value | Reason
Sep-12-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Discrepancy has been closed.
03:30:02 Oracle 1: Clo
(UTC-03:00) (b) (4) sed
City of
Buenos
Aires
Sep-11-2020 | ACVOPFEINFPG000 auto query Query | New Information
12:56:50 (autoquery) 1: Ans
(UTC-03:00) wered
City of
Buenos
Aires
Sep-11-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) |Data |New Information
12:56:50 Entr
(UTC-03:00) H
City of Albrig
Buenos ht's os
Aires teodys
trophy
Sep-07-2020 | ACVOPFEINFPE000.InFormAdapter.Discrepancy | PFETMS Query | Clarify HYPOTHYROIDISM (ALBRIGHT'S
18:32:53 Orecle 1: Op |OSTEODY STROPHY) asfollows...Termis
(UTC-03:00) (b) (4) ened | unclear. Areyou reporting
City of PSEUDOHY POPARATHY ROIDISM
Buenos (ALBRIGHT'S OSTEODY STROPHY)? Or
Aires PSEUDOPSEUDOHY POPARATHYROIDISM
(ALBRIGHT'S OSTEODY STROPHY)?If so,
update the verbatim term as such. If reporting
HYPOTHYROIDISM and ALBRIGHT'S
OSTEODY STROPHY, split and report as 2
separate entries. Otherwise clarify and update
the term as appropriate. Thank you.
Sep-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) |Data |Initia Entry
15:46:57 Entr
(UTC-03:00) N
City of hypot
Buenos hyroid
Aires ism (
Albrig
ht's os
teodys
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
trophy
)
| 1.b Start Date:
| Date L ocation | User | Value Reason
Sep-07-2020 15:46:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) UNK/UNK/2017
Aires
| 1.b Ongoing:
| Date L ocation User Value Reason
Sep-07-2020 15:46:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

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

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date:

| Date Location User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sep/7/2020

Aires

| 2. Weight:

| Date L ocation User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 71.3

Aires

|3 unit:

| Date L ocation User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFPE000 |(b) (), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) kg

Aires

| 4. Height:

| Date Location User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 160.9

Aires

| 5. Unit:

| Date L ocation User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) cm

Aires

| 6. Body Mass Index:

| Date Location User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) 275
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
| 7.a
| Date L ocation User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Record | dentifier:: 1

Aires Temperature: 36.7

Temperatur e Unit: C

Temperature L ocation:: FOREHEAD

| 7.a Record | dentifier:

| Date Location User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFPE000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) 1
Aires
| 7.a Temperature:
| Date L ocation User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 36.7
Aires
| 7.aUnit:
| Date L ocation User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) C
Aires

| 7.a Temperature Location:

| Date L ocation User Value Reason
Sep-07-2020 15:47:28 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) FOREHEAD
Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Lab Panel:
| Date L ocation User Value Reason
Sep-07-2020 15:48:30 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) URINALYSIS
Aires
|2 Lab sub-Panel:
| Date L ocation User Value Reason
Sep-07-2020 15:48:30 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) PREGNANCY
Aires
| 3. Collection Date:
| Date L ocation User Value Reason
Sep-07-2020 15:48:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sep/7/2020
Aires
| 4. Laboratory Name and Address (Derived)
| Date L ocation User Value Reason
Sep-07-2020 15:48:30 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) STUDY SITE
Aires
| 5. Specimen Type:
| Date L ocation User Value Reason
Sep-07-2020 15:48:30 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) URINE
Aires
|6a
| Date L ocation User Value Reason
Sep-07-2020 15:48:30 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) Sponsor-Defined | 113
Aires dentifier:
Test:: Choriogonadotropin
Beta PX113
Result:: NEGATIVE
Not Done::
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1226

Subject No: 12261599

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 6.a Sponsor 1D:

| Date L ocation User Value Reason
Sep-07-2020 15:48:30 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) 113
Aires

| 6.a Test:

| Date L ocation User Value Reason
Sep-07-2020 15:48:30 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Choriogonadotropin Beta PX113
Aires

| 6.a Result:

| Date L ocation User Value Reason
Sep-07-2020 15:48:30 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEGATIVE

Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Randomization Date :

| Date Location User Value Reason
Sep-07-2020 15:50:10 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sep/7/2020
Aires
| 2. Randomization Number:
| Date L ocation User Value Reason
Sep-07-2020 15:50:10 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) 83114

Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF Audit
Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Data Origin
| Date L ocation User Value Reason
Sep-08-2020 09:04:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SITE
Aires
| 2. Sample Type
| Date L ocation User Value Reason
Sep-08-2020 09:04:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SERUM
Aires

| 3. Sample Collected?

| Date L ocation User Value Reason
Sep-08-2020 09:04:27 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Sep-08-2020 09:04:19 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-03:00) City of Buenos (autoquery) Yes, however no
Aires barcodes are entered.
Please review and
correct as appropriate.
Sep-08-2020 09:04:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires Date of Collection:
Sep/7/2020
| 5.a
| Date L ocation User Value Reason
Sep-08-2020 09:04:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample ID: BPTVP
Aires
| 5.aSample|D
| Date L ocation User Value Reason
Sep-08-2020 09:04:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) BPTIVP
Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1226

Subject No: 12261599

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF Audit
Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 5b

| Date L ocation User Value Reason
Sep-08-2020 09:04:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) Sample ID: BPTVR
Aires

| 5.b Sample 1D

| Date L ocation User Value Reason
Sep-08-2020 09:04:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) BPTIVR
Aires

| 5.c

| Date L ocation User Value Reason
Sep-08-2020 09:04:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample ID: BPTIVS
Aires

| 5.c Sample 1D

| Date L ocation User Value Reason
Sep-08-2020 09:04:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) BPTIVS
Aires

EX

| Date Location User Value Reason
Sep-08-2020 09:04:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample |D: BPHNYH
Aires

| 5.d Sample D

| Date L ocation User Value Reason
Sep-08-2020 09:04:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) BPHNYH
Aires
5e
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1226

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Date L ocation User Value Reason
Sep-08-2020 09:05:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample |D: BPHNYJ
Aires
| 5.e Sample 1D
| Date L ocation User Value Reason
Sep-08-2020 09:05:07 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) BPHNYJ
Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

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

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Data Origin
| Date L ocation User Value Reason
Sep-07-2020 17:28:00 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SITE

Aires
| 2. Sample Type
| Date L ocation User Value Reason
Sep-07-2020 17:28:00 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) NASAL_SWAB

Aires

| 3. Sample Collected?

|Date L ocation User Value Reason
Sep-07-2020 17:28:06 ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)

Aires

Sep-07-2020 17:28:00 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is

(UTC-03:00) City of Buenos
Aires

(autoquery)

Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Sep-07-2020 17:28:00 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos YES
Aires Date of Collection:
Sep/7/2020

| 5.a

| Date L ocation User Value Reason
Sep-07-2020 17:28:06 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Sample|D: BPTIVB
Aires

| 5.aSample|D

| Date Location User Value Reason
Sep-07-2020 17:28:06 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos
Aires

BPTJVB
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Was there a temporary delay of vaccination?

| Date Location User Value Reason
Sep-07-2020 15:50:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

| 2. Treatment Name

| Date L ocation User Value Reason
Sep-07-2020 15:50:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) BLINDED THERAPY

| 3. Formulation:

| Date L ocation User Value Reason
Sep-07-2020 15:50:45 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) | INJECTION

| 4. Dose Date Time:

| Date Location User Value Reason
Sep-07-2020 15:50:45 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sep/7/2020 13:18

Aires

| 5. Anatomical Location:

| Date L ocation User Value Reason
Sep-07-2020 15:50:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) | DELTOID MUSCLE

| 6. Body Side:

| Date L ocation User Value Reason

Sep-07-2020 15:50:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Aires

| 7. Route:

| Date L ocation User Value Reason
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Header Text: C4591001

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

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Sep-07-2020 15:50:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

Aires

| 10. Timeframe Subject Was Observed

| Date L ocation User Value Reason
Sep-07-2020 15:50:45 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | THE PROTOCOL SPECIFIED OBSERVA

Aires TION 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-07-2020 15:50:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Generated By: (b) (4)

Form: REACTOGENICITY DIARY - eCRF Audit Trail History

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

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Select appropriate response - Reactogenicity diary collection

| Date Location User Value Reason
Sep-07-2020 15:50:58 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO - REACTOGENICITY E-DIARY NO

Aires

T COLLECTED FOR THIS SUBJECT
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Header Text: C4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:02

Site No: 1226

Subject No: 12261599
Generated By:

(b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason

Oct-07-2020 06:36:00 ACVOPFEINFP6000 |/(b) (4), Query 1: Closed Closed per SITE

(UTC-03:00) City of Buenos (b) (6) response, added to PD

Aires tracker

Oct-06-2020 09:31:29 ACVOPFEINFPE000 |/ (b) (4), (b) Query 1: Answered Confirm date as correct

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

Aires

Oct-06-2020 09:06:18 ACVOPFEINFP6000 || (b) Query 1: Opened PDQ: DOV at thisvisit

(UTC-03:00) City of Buenos 4), is out of window (2 day)

Aires (b) (6) from DOV (07/Sep
/2020) at V1D1VX1L.
Please either update
DOV or confirm
whether visit is out of
window dueto
temporary delay of
vaccination/ else
provide details as
appropriate.

Oct-03-2020 09:38:02 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of Buenos (b) (6) Oct/2/2020

Aires
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Header Text: C4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date:
| Date L ocation User Value Reason
Oct-03-2020 09:38:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/2/2020

Aires
| 2.a
| Date L ocation User Value Reason
Oct-03-2020 09:38:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Record | dentifier:: 1

Aires Temperature: 365

Temperature Unit: C
Temperature Location:: FOREHEAD

| 2.a Record | dentifier:

| Date L ocation User Value Reason
Oct-03-2020 09:38:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 1

Aires

| 2.a Temperature:

| Date L ocation User Value Reason
Oct-03-2020 09:38:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 36.5

Aires

| 2.aUnit:

| Date L ocation User Value Reason
Oct-03-2020 09:38:29 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) C

Aires

| 2.a Temperature Location:

| Date L ocation User Value Reason
Oct-03-2020 09:38:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) FOREHEAD

Aires

Page 305 of 409

*** Confidential***

FDA-CBER-2021-5683-0851735




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: V2_VAX2_ L

Form Version: 15-Sep-2020 21:54
SiteNo: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

(b) (4). () (6)
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Header Text: C4591001

Visit: V2_VAX2 L Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Lab Panel:

| Date L ocation User Value Reason
Oct-03-2020 09:38:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) URINALYSIS

Aires

|2 Lab sub-Panel:

| Date L ocation User Value Reason
Oct-03-2020 09:38:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) PREGNANCY

Aires

| 3. Collection Date:

| Date L ocation User Value Reason
Oct-03-2020 09:38:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/2/2020

Aires

| 4. Laboratory Name and Address (Derived)

| Date L ocation User Value Reason
Oct-03-2020 09:38:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) STUDY SITE
Aires
| 5. Specimen Type:
| Date L ocation User Value Reason
Oct-03-2020 09:38:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) URINE
Aires
|6a
| Date L ocation User Value Reason
Oct-03-2020 09:38:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) Sponsor-Defined | 113
Aires dentifier:

Test:: Choriogonadotropin

Beta PX113
Result:: NEGATIVE
Not Done::
Page 307 of 409

*** Confidential***
FDA-CBER-2021-5683-0851737



090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: V2_VAX2_ L

Form Version: 21-Aug-2020 02:49
Site No: 1226

Subject No: 12261599

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 6.a Sponsor 1D:

| Date L ocation User Value Reason
Oct-03-2020 09:38:48 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) 113
Aires

| 6.a Test:

| Date L ocation User Value Reason
Oct-03-2020 09:38:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry

(UTC-03:00) City of Buenos

(b) (6)

Choriogonadotropin Beta PX113

Aires

| 6.a Result:

| Date Location User Value Reason
Oct-03-2020 09:38:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEGATIVE

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: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Data Origin
| Date L ocation User Value Reason
Oct-03-2020 12:01:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SITE
Aires
| 2. Sample Type
| Date L ocation User Value Reason
Oct-03-2020 12:01:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) NASAL_SWAB
Aires
| 3. Sample Collected?
| Date Location User Value Reason
Oct-03-2020 12:02:15 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Oct-03-2020 12:01:57 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-03:00) City of Buenos (autoquery) Yes, however no
Aires barcodes are entered.
Please review and
correct as appropriate.
Oct-03-2020 12:01:57 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires Date of Collection:
Oct/2/2020
| 5.a
| Date L ocation User Value Reason
Oct-03-2020 12:02:15 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample|D: BPVYTX
Aires
| 5.aSample|D
| Date L ocation User Value Reason
Oct-03-2020 12:02:15 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) BPVYTX
Aires
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Was there a temporary delay of vaccination?

| Date Location User Value Reason
Oct-03-2020 09:39:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| 2. Treatment Name
| Date L ocation User Value Reason
Oct-03-2020 09:39:49 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) BLINDED THERAPY

| 3. Formulation:

| Date L ocation User Value Reason
Oct-03-2020 09:39:49 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) | INJECTION

| 4. Dose Date Time:

| Date Location User Value Reason
Oct-03-2020 09:39:49 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Oct/2/2020 13:50

Aires

| 5. Anatomical Location:

| Date L ocation User Value Reason
Oct-03-2020 09:39:49 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) DELTOID MUSCLE

Aires

| 6. Body Side:

| Date L ocation User Value Reason
Oct-03-2020 09:39:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) LEFT

Aires

| 7. Route:

| Date L ocation User Value Reason
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Header Text: C4591001

Visit: V2_VAX2 L Form: VACCINATION - eCRF Audit Trail History

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Oct-03-2020 09:39:49 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

Aires

| 10. Timeframe Subject Was Observed

| Date L ocation User Value Reason
Oct-03-2020 09:39:49 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | THE PROTOCOL SPECIFIED OBSERVA

Aires TION PERIOD

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

| Date L ocation User Value Reason
Oct-03-2020 09:39:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Nov-03-2020 16:09:44 ACVOPFEINFPE000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Nov/3/2020
Aires
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Header Text: C4591001

Site No: 1226

Subject No: 12261599
Generated By:

(b) (4)

Visit: V3_MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF Audit

Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Data Origin
| Date L ocation User Value Reason
Nov-03-2020 18:00:27 ACVOPFEINFPE000 | autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) SITE
Aires
| 2. Sample Type
| Date L ocation User Value Reason
Nov-03-2020 18:00:27 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) SERUM
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Nov-03-2020 18:00:34 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Nov-03-2020 18:00:27 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-03:00) City of Buenos (autoquery) Yes, however no
Aires barcodes are entered.
Please review and
correct as appropriate.
Nov-03-2020 18:00:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires Date of Collection:
Nov/3/2020
| 5.a
| Date L ocation User Value Reason
Nov-03-2020 18:00:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample | D: BR78CT
Aires
| 5.aSample|D
| Date L ocation User Value Reason
Nov-03-2020 18:00:34 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) BR78CT
Aires
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF Audit
Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

|5b

| Date L ocation User Value Reason
Nov-03-2020 18:00:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample | D: BS2VC9
Aires

| 5.b Sample 1D

| Date L ocation User Value Reason
Nov-03-2020 18:00:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) BS2VC9
Aires

| 5.c

| Date L ocation User Value Reason
Nov-03-2020 18:00:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample | D: BS2VCB
Aires

| 5.c Sample 1D

| Date L ocation User Value Reason
Nov-03-2020 18:00:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) BS2VCB
Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History
Nov/07/2020
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
| 1. Date of Visit
| Date L ocation User Value Reason
Nov-07-2020 12:55:40 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Nov-07-2020 12:53:16 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Nov-07-2020 12:51:38 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis
(UTC-03:00) City of Buenos (autoquery) completed but Date of
Aires Assessment in the Signs
and Symptoms form is
missing. Please review
and update as
appropriate.
Nov-07-2020 12:51:38 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis
(UTC-03:00) City of Buenos (autoquery) completed but Date of
Aires Collection in both Nasal
Swab Self and Nasal
Swab are missing.
Please review and
update as appropriate.
Nov-07-2020 12:51:38 ACVOPFEINFPG000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Nov/7/2020
Aires
|3.COVID-19 IlIness Visit:
| Date L ocation User Value Reason
Nov-07-2020 12:51:38 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | COVID_A

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1226) CEPIC - Centro Paulistad
Medicos Ltda

Subject Initials: ---

e Investigacao Clinica e Servicos

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Assessment:

| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Nov/7/2020
Aires
| 2. Date of First Symptom Started:
| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Nov/6/2020
Aires
| 3. Symptoms Ongoing?
| Date Location User Value Reason
Dec-15-2020 17:38:59 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of Buenos NO
Aires Date of Last Symptom Resolved:
Nov/13/2020
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires
| 4a
| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms: FEVER
Aires Symptom Present: NO
| 4.a Symptoms:
| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) FEVER
Aires
| 4.a Was symptom present?
| Date Location User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1226

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
| ires | [CYCXCICN |
|ab
| Date ‘ L ocation | User |VaJue | Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms.  NEW OR INCREASED
Aires COUGH
Symptom Pre YES
sent:
| 4.b Symptoms:
| Date Location User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW OR INCREASED COUGH
Aires
| 4.b Was symptom present?
| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires
| 4.c
| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms NEW OR INCREASED SH
Aires : ORTNESS OF BREATH
Symptom NO
Present:
| 4.c Symptoms:
| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 (I (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW OR INCREASED SHORTNESS O
Aires F BREATH
| 4.c Was symptom present?
| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 (I (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) NO
Aires
Page 317 of 409

*** Confidential***

FDA-CBER-2021-5683-0851747




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1226

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail

History
Form Status: Data Complete, Frozen, Not Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

|ad

| Date Location User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms: CHILLS
Aires Symptom Present: NO

| 4.d Symptoms:

| Date Location User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) CHILLS
Aires

| 4.d Was symptom present?

| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

[1e

| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms. NEW OR INCREASED M
Aires USCLE PAIN

Symptom P NO
resent:

| 4.e Symptoms:

| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW OR INCREASED MUSCLE PAIN
Aires

| 4.e Was symptom present?

| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 (I (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

|af

| Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1226

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail

History
Form Status: Data Complete, Frozen, Not Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Nov-11-2020 15:57:56 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of Buenos (b) (6) Symptoms.  NEW LOSS OF TASTE
Aires OR SMELL
Symptom Pr YES
esent:
Nov-07-2020 12:53:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms.  NEW LOSS OF TASTE
Aires OR SMELL
Symptom Pr NO
esent:
| 4.f Symptoms:
| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW LOSS OF TASTE OR SMELL
Aires
| 4.f Was symptom present?
| Date L ocation User Value Reason
Nov-11-2020 15:57:56 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of Buenos (b) (6) YES
Aires
Nov-07-2020 12:53:16 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
49
| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms; NEW OR INCREASED S
Aires ORE THROAT
Symptom P YES

resent:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1226

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 4.9 Symptoms:

| Date Location User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NEW OR INCREASED SORE THROAT
Aires

| 4.9 Was symptom present?

| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) YES
Aires

|ah

| Date Location User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Symptoms: DIARRHEA
Aires Symptom Present: NO

| 4.h Symptoms:

| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) DIARRHEA
Aires

| 4.h Was symptom present?

| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

|ai

| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms: VOMITING
Aires Symptom Present: NO
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail
Nov/07/2020 History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
|4.i Symptoms:
| Date L ocation User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) VOMITING
Aires

| 4.i Was symptom present?

| Date Location User Value Reason
Nov-07-2020 12:53:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) NO
Aires
| 5a
| Date Location User Value Reason
Nov-07-2020 12:53:29 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Symptoms - Other: Coryza
Aires

| 5.a Symptoms - Other Text:

| Date L ocation User Value Reason
Nov-07-2020 12:53:29 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Coryza
Aires
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail
Nov/07/2020
Form Version: 06-Jul-2020 21:54 Form Status:
SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Date L ocation User Value Reason
Nov-11-2020 16:00:31 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 06-Jul-2020 21:54
Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Actual Date of Collection:

| Date Location User Value Reason
Nov-11-2020 16:01:25 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Nov/7/2020

Aires

Nov-11-2020 15:59:50 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6)

Aires

Nov-07-2020 12:53:38 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Not Applicable

Aires
| 2. Specimen Type:
| Date Location User Value Reason
Nov-11-2020 16:00:31 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) SWABBED MATERIAL

Aires

Nov-11-2020 15:59:50 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6)

Aires

Nov-07-2020 12:53:38 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Not Applicable

Aires

| 3. Specimen Collection Location:

| Date Location User Value Reason
Nov-11-2020 16:00:31 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NASOPHARY NX

Aires

Nov-11-2020 15:59:50 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6)

Aires

Nov-07-2020 12:53:38 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable

Aires

| 4. Assay Code and Description:

| Date Location User Value Reason
Nov-11-2020 16:01:25 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) SEVERE ACUTE RESP SYNDROME C

Aires ORONAVIRUS 2
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 06-Jul-2020 21:54

Site No: 1226

Subject No: 12261599

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Nov-11-2020 15:59:50 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-07-2020 12:53:38 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

| 5. Device Type:

| Date Location User Value Reason
Nov-11-2020 16:01:25 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) SARS-COV-2 DIAGNOSTIC TEST
Aires
Nov-11-2020 15:59:50 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-07-2020 12:53:38 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

| 6. Trade Name:

| Date L ocation User Value Reason
Nov-11-2020 16:00:31 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) OTHER
Aires
Nov-11-2020 15:59:50 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-07-2020 12:53:38 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

| 7. Test Result:

| Date L ocation User Value Reason
Nov-11-2020 16:00:31 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) POSITIVE
Aires
Nov-11-2020 15:59:50 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-07-2020 12:53:38 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
Nov/07/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 8. Comments/Findings/Details

| Date L ocation User Value Reason
Nov-11-2020 15:59:50 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-07-2020 12:53:38 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

| 9. Trade Name Other, Specify:

| Date L ocation User Value Reason
Nov-11-2020 16:00:31 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NALT Unknown
Aires
Nov-11-2020 15:59:50 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-07-2020 12:53:38 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 22-Apr-2020 21:03

Site No: 1226

Subject No: 12261599
Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Data Origin
| Date L ocation User Value Reason
Nov-07-2020 12:55:32 ACVOPFEINFPE000 | autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) SITE
Aires
| 2. Sample Type
| Date L ocation User Value Reason
Nov-07-2020 12:55:32 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) NASAL_SWAB_SELF
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Nov-11-2020 16:18:45 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Nov-11-2020 16:16:22 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-03:00) City of Buenos (autoquery) Yes, however no

Aires

barcodes are entered.
Please review and
correct as appropriate.

Nov-11-2020 16:16:22
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFP6000

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

Data Entry:
YES

Date of Collection:

New Information

Nov/11/2020
Nov-07-2020 12:55:32 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires
| 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
| Date L ocation User Value Reason
Nov-11-2020 16:16:32 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of Buenos (b) (6)
Aires
Nov-07-2020 12:55:32 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-03:00) City of Buenos The nasal swab was performed on site an
Aires d the information ison "SWAB PFE" ite
m
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 22-Apr-2020 21:03
Site No: 1226

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 5.a

| Date L ocation User Value Reason
Nov-11-2020 16:18:45 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample | D: RW91559
Aires

| 5.aSample|D

| Date L ocation User Value Reason
Nov-11-2020 16:18:45 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) RW91559

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 22-Apr-2020 21:03

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

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

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Data Origin
| Date L ocation User Value Reason
Nov-07-2020 12:55:40 ACVOPFEINFPE000 | autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) SITE
Aires
| 2. Sample Type
| Date L ocation User Value Reason
Nov-07-2020 12:55:40 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) NASAL_SWAB
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Nov-07-2020 12:55:51 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Nov-07-2020 12:55:40 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-03:00) City of Buenos (autoquery) Yes, however no
Aires barcodes are entered.
Please review and
correct as appropriate.
Nov-07-2020 12:55:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires Date of Collection:
Nov/7/2020
| 5.a
| Date L ocation User Value Reason
Nov-07-2020 12:55:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sample | D: BR6946
Aires
| 5.aSample|D
| Date L ocation User Value Reason
Nov-07-2020 12:55:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) BR6946
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/07/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| la
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Type of Practitioner: SPECIALI
Aires ST
Occurrence of Visitsor Co NO
ntacts:
| 1l.aPhysician or Healthcare Professional:
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) SPECIALIST
Aires
| 1.a Occurrence of Visitsor Contacts:
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| 1b
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Typeof Practitioner: EMERGENCY
Aires ROOM
Occurrence of Visitso NO
r Contacts:
| 1.b Physician or Healthcare Professional:
| Date L ocation User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) EMERGENCY ROOM
Aires
| 1.b Occurrence of Visits or Contacts:
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 10-Oct-2020 15:59
Site No: 1226

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
| 1.c
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Type of Practitione PRIMARY CARE
Aires r: PHYSICIAN
Occurrence of Visit NO
sor Contacts:
| 1.c Physician or Healthcare Professional:
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) PRIMARY CARE PHYSICIAN
Aires
| 1.c Occurrence of Visits or Contacts:
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
|1
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Typeof Practitioner: ~ URGENT C
Aires ARE
Occurrence of Visitsor C NO
ontacts:
| 1.d Physician or Healthcare Professional:
| Date L ocation User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) URGENT CARE
Aires
| 1.d Occurrence of Visits or Contacts:
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| le
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 10-Oct-2020 15:59
Site No: 1226

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Type of Practitione TELEPHONE CO
Aires r: NSULTATION

Occurrence of Visit NO
sor Contacts:

| 1.e Physician or Healthcare Professional:

| Date L ocation User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) TELEPHONE CONSULTATION

Aires
| 1.e Occurrence of Visits or Contacts:
| Date L ocation User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires
| 1f
| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Type of Practitioner: OTHE

Aires R

Occurrence of Visitsor Contac NO
ts

| 1.f Physician or Healthcare Professional:

| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) OTHER

Aires

| 1.f Occurrence of Visits or Contacts:

| Date Location User Value Reason
Nov-07-2020 12:53:57 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

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

| Date Location

User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/07/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Nov-07-2020 12:53:57 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 06-Jul-2020 21:53
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. What isthe treatment I dentifier?

| Date L ocation User Value Reason
Nov-07-2020 12:54.:08 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 2. Concomitant Non-drug Treatment Pre-specified:
| Date L ocation User Value Reason
Nov-07-2020 12:54:08 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 3. Treatment:
| Date Location User Value Reason
Nov-07-2020 12:54:08 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 4. Treatment:
| Date Location User Value Reason
Nov-07-2020 12:54:08 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5. Start Date:
| Date L ocation User Value Reason
Nov-07-2020 12:54:08 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 6. Ongoing?
| Date L ocation User Value Reason
Nov-07-2020 12:54:08 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 06-Jul-2020 21:52

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Category of Clinical Event:

| Date L ocation User Value Reason
Nov-07-2020 12:54:29 ACVOPFEINFPE000 | autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) POTENTIAL COVID-19 ILLNESS
Aires
| 2. Was a diagnosis obtained for Potential COVID-19 |lIness?
| Date L ocation User Value Reason
Nov-16-2020 08:44:16 ACVOPFEINFP6000 | Rupal N Shah | Query 2: Closed Response satisfies query
(UTC-03:00) City of Buenos (b) (4)
Aires
Nov-16-2020 08:43:43 ACVOPFEINFP6000 | Rupal N Shah | Query 1: Closed Response satisfies query
(UTC-03:00) City of Buenos (b) 4)
Aires
Nov-16-2020 08:00:34 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-03:00) City of Buenos (autoquery)
Aires
Nov-16-2020 08:00:34 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of Buenos (autoquery)
Aires
Nov-16-2020 08:00:34 ACVOPFEINFPE000 | (b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6) YES
Aires Respiratory Iliness Diagnosis
COVID-19
Date of Diagnosis:
Nov/7/2020
Nov-16-2020 07:29:08 ACVOPFEINFP6000 | Rupal N Shah | Query 2: Opened CLIQUERY: Please
(UTC-03:00) City of Buenos (b) (4) confirm the date of the
Aires diagnosis as the date of
local COVID-19 test
collection is 07Nov2020
Nov-16-2020 07:24:51 ACVOPFEINFP6000 | Rupal N Shah | Query 1: Opened CLIQUERY: Please
(UTC-03:00) City of Buenos (b) (4) update the diagnosis as
Aires diagnosis (ie.
COVID-19), should not
be test result.
Nov-13-2020 15:32:50 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of Buenos YES
Aires Respiratory |lIness Diagnosis
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Header Text: C4591001

Nov/07/2020

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 06-Jul-2020 21:52

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

COVID-19 RT-PCR TEST POSITIVE

Date of Diagnosis:

Aires

Respiratory IlIness Diagnosis
COVID-19 RT-PCR TEST POSITIVE

Date of Diagnosis:

Nov/13/2020
Nov-13-2020 15:30:55 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of Buenos YES

Aires

Respiratory Iliness Diagnosis
COVID-19

Date of Diagnosis:

Nov/7/2020
Nov-11-2020 15:59:33 ACVOPFEINFPE000 | (b) (4), Data Entry: New Information
(UTC-03:00) City of Buenos (b) (6) YES

Nov/7/2020
Nov-07-2020 12:54:29 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| 3. Toxicity Grade:
| Date L ocation User Value Reason
Nov-07-2020 12:54:29 ACVOPFEINFPE000 (I (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) 2
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 17-Jul-2020 21:55
Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Investigacao Clinica e Servicos

Back to Form

| 1. Category of Clinical Event:

| Date L ocation User Value Reason
Nov-07-2020 12:54:40 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable

Aires
| 2. Subcategory of Clinical Event:
| Date L ocation User Value Reason
Nov-07-2020 12:54:40 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable

Aires

| 3. Was a diagnosis obtained?

| Date Location User Value Reason
Nov-07-2020 12:54:40 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable

Aires

| 4. Toxicity Grade:

| Date Location User Value Reason
Nov-07-2020 12:54:40 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable

Aires

Page 336 of 409

*

** Confidential***
FDA-CBER-2021-5683-0851766




Header Text: C4591001

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

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Nov/07/2020

Form Version: 21-Aug-2020 02:49

Trail History

Form Status: Data Complete, Frozen, Verified

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Lab Panel:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 2. Laboratory Name and Address
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 3. Collection Date:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 4. Specimen Type:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5a
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor -Defined Identifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.a Sponsor 1D:
| Date Location User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 21-Aug-2020 02:49

Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.a Test:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.a Result:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Not Applicable
Aires
| 5.a Not Done:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5aLNMT
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5b
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 (' (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor-Defined I dentifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 21-Aug-2020 02:49

Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
| 5.b Sponsor 1D:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.b Test:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.b Result:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.b Not Done:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5bLNMT
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5c
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor-Defined I dentifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 21-Aug-2020 02:49

Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Lab Normal Range: Not Applicab
le
| 5.c Sponsor ID:
| Date ’ L ocation | User |Value | Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.c Test:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.c Result:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.c Not Done:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.CLNMT
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 (' (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor -Defined I dentifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
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Header Text: C4591001

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

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Nov/07/2020 Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.d Sponsor 1D:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.d Test:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.d Result:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.d Not Done:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5dLNMT
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5e
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor -Defined Identifi Not Applicab
Aires er: le
Test:: Not Applicab

le
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 21-Aug-2020 02:49
Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.e Sponsor |D:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.eTest:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.e Result:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.eNot Done:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.eLNMT
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
E
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor-Defined Identifi Not Applicab
Aires er: le
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 21-Aug-2020 02:49
Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.f Sponsor 1D:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Not Applicable
Aires
|56 Test:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|51 Result:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.f Not Done:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5f LNMT
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.9
| Date ‘ L ocation | User |VaJue | Reason
Nov-07-2020 12:54:54 ‘ ACVOPFEINFPS000 ‘(b) (4), (b) (6)‘ Data Entry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 21-Aug-2020 02:49

Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
. b) (4), (b
(UTC-03:00) City of Buenos () ((6)) () Sponsor-Defined Identifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.9 Sponsor 1D:
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|59 Test
| Date Location User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.9 Result:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.9 Not Done:
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|59LNMT
| Date L ocation User Value Reason
Nov-07-2020 12:54:54 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
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Header Text: C4591001

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

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Nov/07/2020

Form Version: 21-Aug-2020 02:51

Trail History

Form Status: Data Complete, Frozen, Verified

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Lab Panel:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 2. Laboratory Name and Address
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 3. Collection Date:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 4. Specimen Type:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5a
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor -Defined Identifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.a Sponsor 1D:
| Date Location User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.a Test:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.a Result:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Not Applicable
Aires
| 5.a Not Done:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5aLNMT
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5b
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor-Defined I dentifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
| 5.b Sponsor 1D:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.b Test:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.b Result:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.b Not Done:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5bLNMT
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5c
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor-Defined I dentifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Lab Normal Range: Not Applicab
le
| 5.c Sponsor ID:
| Date ’ L ocation | User |Value | Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.c Test:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.c Result:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.c Not Done:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.CLNMT
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 (' (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor -Defined I dentifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
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Header Text: C4591001

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

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Nov/07/2020 Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.d Sponsor 1D:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.d Test:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.d Result:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.d Not Done:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5dLNMT
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5e
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor -Defined Identifi Not Applicab
Aires er: le
Test:: Not Applicab

le
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 21-Aug-2020 02:51
Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.e Sponsor |D:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.eTest:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.e Result:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.eNot Done:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5eLNMT
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
E
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor-Defined I dentifi Not Applicab
Aires er: le
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF Audit
Nov/07/2020 Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.f Sponsor 1D:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) Not Applicable
Aires
|56 Test:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|51 Result:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.f Not Done:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5fLNMT
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.9
| Date ‘ L ocation | User |VaJue | Reason
Nov-07-2020 12:55:16 ‘ACVOPFEINFPGOOO (b) (4), (b) |DataEntry: Initial Entry
(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 21-Aug-2020 02:51
Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
(UTC-03:00) City of Buenos () (Aé)’ () Sponsor-Defined Identifi Not Applicab
Aires ©) er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.9 Sponsor 1D:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|59 Test
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.9 Result:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.9 Not Done:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|59LNMT
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5h
| Date L ocation User Value Reason
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Header Text: C4591001

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

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Nov/07/2020 Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor-Defined I dentifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
| 5.h Sponsor 1D:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.h Test:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.h Result:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5.h Not Done:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5hLNMT
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
E
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 21-Aug-2020 02:51
Site No: 1226

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor -Defined Identifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le
Lab Normal Range: Not Applicab
le
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 5.i Sponsor ID:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5 Test:
| Date Location User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5 Result:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 |[(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5.i Not Done:
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
|5.i LNMT
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5,
| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sponsor-Defined I dentifi Not Applicab
Aires er: le
Test:: Not Applicab
le
Result:: Not Applicab
le
Not Done:: Not Applicab
le

*** Confidential***
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Header Text: C4591001

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

Nov/07/2020 Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Medicos Ltda

Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Lab Normal Range: Not Applicab
le

| 5.j Sponsor ID:

| Date ’ L ocation | User |Value | Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 |’ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

|5 Test:

| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

| 5, Result:

| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

|5.j Not Done:

| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

|5.j LNMT

| Date L ocation User Value Reason
Nov-07-2020 12:55:16 ACVOPFEINFPE000 (' (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
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Header Text: C4591001

Nov/07/2020

Site No: 1226

Subject No: 12261599

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:50

Form: VITAL SIGNS - COVID - Audit Trail

Form Status:

Site Name: (1226) CEPIC - Centro Paulista de
Medicos Ltda

Subject Initials: ---

Investigacao Clinica e Servicos

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Date Location User Value Reason
Nov-07-2020 12:55:46 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 21-Aug-2020 02:50
Site No: 1226

Subject No: 12261599
(b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Generated By:

Back to Form

| 1. Date:
| Date Location User Value Reason
Nov-07-2020 12:55:46 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Nov/7/2020
Aires
| 2.a
| Date Location User Value Reason
Nov-07-2020 12:55:46 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Record | dentifier:: 1
Aires Systolic:: 13
3
Diastolic:: 92
Respiratory Ratein respirations/m 16
inute:
Heart Ratein beatsminute: 89
| 2.a Record | dentifier:
| Date Location User Value Reason
Nov-07-2020 12:55:46 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 1
Aires
| 2.a Systalic:
| Date L ocation User Value Reason
Nov-07-2020 12:55:46 ACVOPFEINFP6000 (' (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 133
Aires
| 2.aDiastalic:
| Date L ocation User Value Reason
Nov-09-2020 19:12:03 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies
(UTC-03:00) City of Buenos query
Aires
Nov-09-2020 15:34:58 ACVOPFEINFP6000 |/ (b) (4), Query 1: Answered The S| evaluated as not
(UTC-03:00) City of Buenos (b) (6) clinically significant.
Aires
Nov-07-2020 12:55:46 ACVOPFEINFP6000 | auto query Query 1: Opened Diastolic BP 92 is
(UTC-03:00) City of Buenos (autoquery) outside of Normal
Aires Range 60 - 90.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 21-Aug-2020 02:50
Site No: 1226

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Nov-07-2020 12:55:46 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 92
Aires
| 2.a Respiratory Rate in respirations/minute:
| Date L ocation User Value Reason
Nov-07-2020 12:55:46 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 16
Aires
| 2.aHeart Ratein beatsminute:
| Date Location User Value Reason
Nov-07-2020 12:55:46 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 89
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1226

Subject No: 12261599

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Status:

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Date Location User Value Reason
Nov-07-2020 12:57:04 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date:

| Date Location User Value Reason
Nov-07-2020 12:57:04 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Nov/7/2020

Aires

| 2.a

| Date Location User Value Reason
Nov-07-2020 12:57:04 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Record | dentifier:: 1

Aires

Oxygen Saturation: 93.0

| 2.a Record I dentifier:

| Date L ocation User Value Reason
Nov-07-2020 12:57:04 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 1
Aires
| 2.a SPO2 Pulse Oximetry %
| Date Location User Value Reason
Nov-07-2020 12:57:04 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 93.0
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Nov/07/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date Time of Assessment:

| Date L ocation User Value Reason
Nov-07-2020 12:58:10 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable

Aires

| 2. Arterial Blood Gases PaO2 (mmHg):

| Date L ocation User Value Reason
Nov-07-2020 12:58:10 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable

Aires

| 3. FiO2 (Fraction of Inhaled Oxygen):

| Date Location User Value Reason
Nov-07-2020 12:58:10 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/07/2020

Form Version: 06-Jul-2020 21:55
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF Audit Trail
History
Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. What is the medication identifier?

| Date L ocation User Value Reason
Nov-07-2020 12:58:23 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 2. Category:
| Date L ocation User Value Reason
Nov-07-2020 12:58:23 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 3. Concomitant Medications Pre-specified:
| Date Location User Value Reason
Nov-07-2020 12:58:23 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
4. Medication:

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

| Date L ocation User Value Reason
Nov-07-2020 12:58:23 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 5. Start Date:
| Date Location User Value Reason
Nov-07-2020 12:58:23 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 6. Ongoing?
| Date L ocation User Value Reason
Nov-07-2020 12:58:23 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Nov/07/2020

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Assessment:

| Date Location User Value Reason
Nov-07-2020 12:58:55 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

| 2. Location of Assessment:

| Date Location User Value Reason
Nov-07-2020 12:58:55 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires

| 3. Type of Imaging Exam:

| Date Location User Value Reason
Nov-07-2020 12:58:55 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
| 4. Assessment:
| Date Location User Value Reason
Nov-07-2020 12:58:55 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Not Applicable
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Mar-25-2021 03:18:40 ACVOPFEINFPE000 |/ (b) (4), (b) Query 3: Closed Query to be raised post
(UTC-03:00) City of Buenos (6) BLA. PD tracker will be
Aires updated accordingly.
Mar-16-2021 03:57:23 ACVOPFEINFP6000 |/(b) (4), Query 3: Reissued:Candidate PDQ RQ1: As per
(UTC-03:00) City of Buenos (b) (6) Query response,
Aires CONVA visit will be
checked after 30Mar21.
Mar-15-2021 10:01:00 ACVOPFEINFP6000 |/ (b) (4), Query 3: Answered The CONVA is
(UTC-03:00) City of Buenos (b) (6) scheduled to
Aires 30MAR2021
Mar-15-2021 07:30:18 ACVOPFEINFPE000 |/(b) (4), Query 3: Opened PDQ: Convalescent visit
(UTC-03:00) City of Buenos (b) (6) is missing and 35+ days
Aires (37) have passed since
COVID llIness Visit. If
visit occurred record
data as amatching
CONVA visit; if visit
did not occur attempt to
schedule visit even if
OOW and obtain the
CONVA sample else
clarify.
Feb-08-2021 12:15:59 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Feb-08-2021 08:25:19 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Feb-08-2021 08:24:07 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis
(UTC-03:00) City of Buenos (autoquery) completed but Date of
Aires Assessment in the Signs
and Symptoms formis
missing. Please review
and update as
appropriate.
Feb-08-2021 08:24:07 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis
(UTC-03:00) City of Buenos (autoquery) completed but Date of
Aires Collection in both Nasal
Swab Self and Nasal
Swab are missing.
Please review and
update as appropriate.
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Feb-08-2021 08:24:07 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Feb/6/2021
Aires
|3.COVID-19 lliness Visit
| Date L ocation User Value Reason
Feb-08-2021 08:24:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | COVID_B
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 14-Jan-2021 02:23
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail
History
Form Status: Data Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Assessment:

| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Feb/6/2021
Aires
| 2. Date of First Symptom Started:
| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Feb/4/2021
Aires
| 3. Symptoms Ongoing?
| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos YES
Aires
| 4a
| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-03:00) City of Buenos Symptoms: FEVER

Aires Symptom Present: NO
| 4.a Symptoms:
| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFPS000 |[(b) (4), (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of Buenos FEVER
Aires
| 4.a Was symptom present?
| Date L ocation User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires
|ab
| Date L ocation User Value Reason
Page 367 of 409

*** Confidential***

FDA-CBER-2021-5683-0851797




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Feb/06/2021

Form Version: 14-Jan-2021 02:23

Site No: 1226

Subject No: 12261599

Subject Initials: ---

Form Status: Data Complete
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Feb-08-2021 08:25:19 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-03:00) City of Buenos NEW OR INCREASED
Aires COUGH
Symptom Pre YES

| 4.b Symptoms:

| Date Location Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-03:00) City of Buenos NEW OR INCREASED COUGH
Aires

| 4.b Was symptom present?

| Date Location Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-03:00) City of Buenos
Aires

| 4.c

| Date L ocation Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 Data Entry: Initia Entry
(UTC-03:00) City of Buenos NEW OR INCREASED SH
Aires ORTNESS OF BREATH

Symptom NO

| 4.c Symptoms:

| Date L ocation Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 Data Entry: Initia Entry
(UTC-03:00) City of Buenos NEW OR INCREASED SHORTNESS O
Aires

| 4.c Was symptom present?

| Date L ocation Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 Data Entry: Initia Entry
(UTC-03:00) City of Buenos
Aires

|ad

| Date L ocation Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 Data Entry: Initial Entry

(UTC-03:00) City of Buenos

CHILLS
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 14-Jan-2021 02:23
Site No: 1226

Subject No: 12261599

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail
History
Form Status: Data Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
|Aires | ‘ Symptom Present: NO ‘
| 4.d Symptoms:
| Date | L ocation ‘ User |VaJue ‘ Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos CHILLS
Aires
| 4.d Was symptom present?
| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires
| 4.e
| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-03:00) City of Buenos Symptoms: NEW OR INCREASED M
Aires USCLE PAIN
Symptom P YES
resent:
| 4.e Symptoms:
| Date L ocation User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFPE000 |[(b) (4), (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of Buenos NEW OR INCREASED MUSCLE PAIN
Aires
| 4.e Was symptom present?
| Date L ocation User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFPE000 |[(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos YES
Aires
| 4f
| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Symptoms:  NEW LOSS OF TASTE
Aires OR SMELL
Symptom Pr NO
esent:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail

Feb/06/2021 History
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
| 4.f Symptoms:
| Date L ocation User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos

NEW LOSS OF TASTE OR SMELL

Aires
| 4.f Was symptom present?
| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires
| 49
| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Symptoms: NEW OR INCREASED S
Aires ORE THROAT
Symptom P YES
resent:
| 4.g Symptoms:
| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initia Entry

(UTC-03:00) City of Buenos

NEW OR INCREASED SORE THROAT

Aires

| 4.9 Was symptom present?

| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of Buenos YES
Aires

| 4h

| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of Buenos Symptoms: DIARRHEA

Aires

Symptom Present: NO
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 14-Jan-2021 02:23
Site No: 1226

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit Trail
History

Form Status: Data Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject No: 12261599 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 4.h Symptoms:

| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos DIARRHEA
Aires

| 4.h Was symptom present?

| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires

|ai

| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(QTC-OS:OO) City of Buenos Symptoms: VOMITING
Aires Symptom Present: NO

|4.i Symptoms:

| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFPE000 |[(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos VOMITING
Aires

| 4.i Was symptom present?

| Date Location User Value Reason
Feb-08-2021 08:25:19 ACVOPFEINFPS000 |[(b) (4), (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires

| 5a

| Date Location User Value Reason
Feb-08-2021 08:25:31 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos
Aires

Symptoms - Other: Runny nose

| 5.a Symptoms - Other Text:

| Date Location User Value Reason
Feb-08-2021 08:25:31 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Runny nose
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Feb/06/2021

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Actual Date of Collection:

| Date Location User Value Reason
Feb-08-2021 08:25:41 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Not Applicable
Aires
| 2. Specimen Type:
| Date L ocation User Value Reason
Feb-08-2021 08:25:41 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Not Applicable

Aires

| 3. Specimen Collection Location:

| Date Location User Value Reason
Feb-08-2021 08:25:41 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Not Applicable

Aires

| 4. Assay Code and Description:

| Date Location User Value Reason
Feb-08-2021 08:25:41 ACVOPFEINFPE000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Not Applicable

Aires

| 5. Device Type:

| Date Location User Value Reason
Feb-08-2021 08:25:41 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Not Applicable

Aires

| 6. Trade Name:

| Date Location User Value Reason
Feb-08-2021 08:25:41 ACVOPFEINFPS000 |[(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Not Applicable

Aires

| 7. Test Result:

| Date Location User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Feb/06/2021

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Feb-08-2021 08:25:41 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Not Applicable
Aires

| 8. Comments/Findings/Details:

| Date L ocation User Value Reason
Feb-08-2021 08:25:41 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Not Applicable
Aires

| 9. Trade Name Other, Specify:

| Date Location User Value Reason
Feb-08-2021 08:25:41 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Not Applicable
Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF Audit
Feb/06/2021 Trail History

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Data Origin
| Date L ocation User Value Reason
Feb-08-2021 08:26:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SITE
Aires
| 2. Sample Type
| Date L ocation User Value Reason
Feb-08-2021 08:26:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) NASAL_SWAB_SELF
Aires

| 3. Sample Collected?

| Date Location User Value Reason
Feb-08-2021 08:26:07 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires

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

| Date Location User Value Reason
Feb-08-2021 08:26:07 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-03:00) City of Buenos Collected on site, recorded at SWAB PFE
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Feb/06/2021

Form Version: 22-Apr-2020 21:03

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

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

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Data Origin

| Date L ocation User Value Reason
Feb-08-2021 12:15:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SITE

Aires

| 2. Sample Type

| Date L ocation User Value Reason
Feb-08-2021 12:15:59 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) NASAL_SWAB

Aires

| 3. Sample Collected?

|Date L ocation User Value Reason
Feb-08-2021 12:16:11 ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)

Aires

Feb-08-2021 12:15:59 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is

(UTC-03:00) City of Buenos
Aires

(autoquery)

Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Feb-08-2021 12:15:59 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos YES
Aires Date of Collection:
Feb/6/2021

| 5a

| Date Location User Value Reason
Feb-08-2021 12:16:11 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Sample | D: BRHO4K
Aires

| 5.aSample|D

| Date Location User Value Reason
Feb-08-2021 12:16:11 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos
Aires

BRHO4K

*** Confidential***

Page 375 of 409

FDA-CBER-2021-5683-0851805




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 14-Jan-2021 02:24
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| la
| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Type of Practitioner: SPECIALI
Aires ST
Occurrence of Visitsor Co NO
ntacts:
| 1l.aPhysician or Healthcare Professional:
| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos SPECIALIST
Aires
| 1.a Occurrence of Visitsor Contacts:
| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires
| 1b
| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Typeof Practitioner: EMERGENCY
Aires ROOM
Occurrence of Visitso NO
r Contacts:
| 1.b Physician or Healthcare Professional:
| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos EMERGENCY ROOM
Aires
| 1.b Occurrence of Visits or Contacts:
| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos
Aires

NO
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 14-Jan-2021 02:24
Site No: 1226

Subject No: 12261599

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

| 1c

| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(QTC—03:00) City of Buenos Type of Practitione PRIMARY CARE
Aires r: PHYSICIAN

Occurrence of Visit NO
sor Contacts:

| 1.c Physician or Healthcare Professional:

| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos PRIMARY CARE PHYSICIAN
Aires

| 1.c Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires
| 1d
| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Type of Practitioner: URGENT C
Aires ARE

Occurrence of Visitsor C NO

ontacts:
| 1.d Physician or Healthcare Professional:
| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos URGENT CARE
Aires
| 1.d Occurrence of Visits or Contacts:
| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires
| le
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 14-Jan-2021 02:24
Site No: 1226

Subject No: 12261599

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Date L ocation User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-03:00) City of Buenos Type of Practitione TELEPHONE CO

Aires r: NSULTATION

Occurrence of Visit NO
sor Contacts:

| 1.e Physician or Healthcare Professional:

| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos
Aires

TELEPHONE CONSULTATION

| 1.e Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFPE000 |[(b) (4), (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO

Aires
| 1f
| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Type of Practitioner: OTHE

Aires R

Occurrence of Visitsor Conta NO
cts:

| 1.f Physician or Healthcare Professional:

| Date Location User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-03:00) City of Buenos OTHER

Aires

| 1.f Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-03:00) City of Buenos NO

Aires

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

| Date Location

User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Feb/06/2021

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Feb-08-2021 08:26:18 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 06-Jul-2020 21:52
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Category of Clinical Event:

| Date L ocation User Value Reason
Feb-08-2021 08:26:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) POTENTIAL COVID-19 ILLNESS

Aires

| 2. Was a diagnosis obtained for Potential COVID-19 |lIness?

| Date L ocation User Value Reason
Feb-08-2021 08:26:27 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos NO

Aires

| 3. Toxicity Grade:

| Date Location User Value Reason
Feb-08-2021 08:26:27 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos
Aires

1

Page 380 of 409

*** Confidential***
FDA-CBER-2021-5683-0851810




090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 21-Aug-2020 02:50
SiteNo: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: VITAL SIGNS - COVID - Audit Trail

Form Status:

Site Name: (1226) CEPIC - Centro Paulista de
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Investigacao Clinica e Servicos

Back to Form

Date Location

User Value

Reason

Feb-08-2021 08:26:50
(UTC-03:00) City of Buenos
Aires

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

Form Created
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Feb/06/2021

Form Version: 21-Aug-2020 02:50

Site No: 1226

Subject No: 12261599
Generated By:

(b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date:
| Date Location User Value Reason
Feb-08-2021 08:26:50 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Feb/6/2021
Aires
| 2.a
| Date L ocation User Value Reason
Feb-08-2021 08:26:50 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Record | dentifier:: 1
Aires Systolic:: 13
9
Diastalic:: 93
Respiratory Ratein respirations/m 16
inute:
Heart Rate in beatsminute: 78
| 2.a Record I dentifier:
| Date Location User Value Reason
Feb-08-2021 08:26:50 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos 1
Aires
| 2.a Systalic:
| Date Location User Value Reason
Feb-08-2021 08:26:50 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos 139
Aires
| 2.a Diastolic:
| Date Location User Value Reason
Feb-08-2021 15:21:04 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of Buenos (b) (6) query

Aires

Feb-08-2021 08:27:18
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFP6000

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

Query 1: Answered

oot clinicaly signifincat

*

Feb-08-2021 08:26:50 ACVOPFEINFP6000 | auto query Query 1. Opened Diastolic BP93is

(UTC-03:00) City of Buenos (autoquery) outside of Normal

Aires Range 60 - 90.
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Header Text: C4591001

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Feb/06/2021

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Feb-08-2021 08:26:50
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
93

| 2.a Respiratory Rate in respirations/minute:

| Date Location User Value Reason
Feb-08-2021 08:26:50 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos 16
Aires
| 2.a Heart Rate in beats/minute:
| Date Location User Value Reason
Feb-08-2021 08:26:50 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos 78
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1226

Subject No: 12261599

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Status:

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Date L ocation User Value Reason
Feb-08-2021 08:27:03 ACVOPFEINFP6000 | (b) (4), (b) (6) | Form Created
(UTC-03:00) City of Buenos
Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Feb/06/2021

Form Version: 21-Aug-2020 02:51
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date:

| Date Location User Value Reason
Feb-08-2021 08:27:03 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Feb/6/2021

Aires

| 2.a

| Date L ocation User Value Reason
Feb-08-2021 08:27:03 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initia Entry

(UTC-03:00) City of Buenos
Aires

Record ldentifier:: 1
Oxygen Saturation: 99.0

| 2.a Record I dentifier:

| Date Location User Value Reason
Feb-08-2021 08:27:03 ACVOPFEINFP6000 |/(b) (4), (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of Buenos 1
Aires
| 2.a SPO2 Pulse Oximetry %
| Date Location User Value Reason
Feb-08-2021 08:27:03 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos 99.0
Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit on
Dec/15/2020

Form Version: 22-Apr-2020 21:04
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Visit

| Date Location User Value Reason
Dec-15-2020 16:46:06 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Dec/15/2020

Aires

| 3. COVID-19 IlIness Visit:

| Date Location User Value Reason
Dec-15-2020 16:46:06 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos
Aires

COVID_A1l
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit on

Dec/15/2020

Form Version: 22-Apr-2020 21:03

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF Audit
Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Data Origin
| Date L ocation User Value Reason
Dec-15-2020 17:16:53 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SITE
Aires
| 2. Sample Type
| Date L ocation User Value Reason
Dec-15-2020 17:16:53 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SERUM
Aires
| 3. Sample Collected?
| Date L ocation User Value Reason
Dec-15-2020 17:17:03 ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Dec-15-2020 17:16:53 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-03:00) City of Buenos (autoquery) Yes, however no
Aires barcodes are entered.
Please review and
correct as appropriate.
Dec-15-2020 17:16:53 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos YES
Aires Date of Collection:
Dec/15/2020
| 5.a
| Date L ocation User Value Reason
Dec-15-2020 17:17:03 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Sample | D: BRGTHM
Aires
| 5.aSample|D
| Date Location User Value Reason
Dec-15-2020 17:17:03 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos BRGTHM
Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF Audit

Dec/15/2020 Trail History

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

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
|5b
| Date L ocation User Value Reason
Dec-15-2020 17:17:12 ACVOPFEINFPE000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos
Aires

Sample |D: BSF217

| 5.b Sample D

| Date Location User Value Reason
Dec-15-2020 17:17:12 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos BSF217

Aires

| 5.c

| Date Location User Value Reason
Dec-15-2020 17:17:20 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Buenos
Aires

Sample | D: BSF21D

| 5.c SampleID
| Date L ocation User Value Reason
Dec-15-2020 17:17:20 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-03:00) City of Buenos BSF21D
Aires
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Header Text: C4591001

Form Version: 22-Apr-2020 21:02
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

Visit: Unplanned 1 - Unscheduled Visit on Sep/08/2020 Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Visit

| Date Location User Value Reason
Sep-08-2020 15:11:07 ACVOPFEINFP6000 |/(b) (4), (b) (6) | DataEntry: Initial Entry
(UTC-03:00) City of Buenos Sep/8/2020
Aires
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Header Text: C4591001

Visit: Unplanned 1 - Unscheduled Visit on Sep/08/2020 Form: UNPLANNED VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Assessments

| Date

L ocation User

Value

Reason

Sep-08-2020 15:13:04

Aires

(UTC-03:00) City of Buenos

ACVOPFEINFP6000 | auto query
(autoquery)

Query 1: Deleted

Close Auto Query

Sep-08-2020 15:11:11

Aires

(UTC-03:00) City of Buenos

ACVOPFEINFP6000 | auto query
(autoquery)

Query 1: Candidate

'Contact Outcomeis
ticked however
'CONTACT
OUTCOME' form is not
entered. Please review

Aires

and update as

appropriate.
Sep-08-2020 15:11:11 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos CONTACT OUTCOME
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Header Text: C4591001

Form Version: 22-Apr-2020 21:04
Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Visit: Unplanned 1 - Unscheduled Visit on Sep/08/2020 Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Contact Type:

| Date L ocation User Value Reason
Sep-08-2020 15:13:04 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) TELEPHONE VISIT
Aires
| 2. Was contact made?
| Date L ocation User Value Reason
Sep-08-2020 15:13:04 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos YES
Aires Date of Contact:
Sep/8/2020
Contact Outcome:
VISIT NOT REQUIRED, INVESTIG
ATOR DECISION
| 3. Comments:
| Date L ocation User Value Reason
Sep-08-2020 15:13:04 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Contact made due to covid-19 symptom a
Aires lert. Patient refers muscle pain on 07Sep2
020 (gradel), related to vaccine reactogen
icity.
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Completion/Discontinuation/Death :

| Date L ocation User Value Reason
Nov-03-2020 16:10:06 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos Nov/3/2020

Aires

| 2. Phase of Disposition:

| Date L ocation User Value Reason
Nov-03-2020 16:10:06 ACVOPFEINFPE000 |autocac Data Entry: Initial Entry

(UTC-03:00) City of Buenos
Aires

(autocalc) | VACCINATION

| 3. Status:
| Date L ocation User Value Reason
Nov-03-2020 16:10:06 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Buenos COMPLETED
Aires
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Header Text: C4591001
Visit: Potential ReVax Initial Contact - Unscheduled
Form Version: 22-Apr-2020 21:02

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

090177e196ae405d\Final\Final On: 01-Apr-2021 05:38 (GMT)

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date of Visit

| Date Location User Value Reason

Feb-09-2021 17:33:19 Initial Entry
(UTC-03:00) City of Buenos

Aires

ACVOPFEINFP6000 |/(b)(@); (b)(6) |DataEntry:
Feb/5/2021
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Header Text: C4591001

Visit: Potential ReVax Initial Contact - Unscheduled
Form Version: 10-Dec-2020 02:25

Site No: 1226

Subject No: 12261599

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

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

| Date L ocation User Value Reason
Feb-09-2021 17:33:27 ACVOPFEINFP6000 |/(b) (4), (b) (6) |DataEntry: Initia Entry

(UTC-03:00) City of Buenos
Aires

Participant iswilling to return for Vaccina
tion 3
Participant is:

eligible and NOT confirmed to havere
ceived only placebo at Vaccination 1/2
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1226

Subject No: 12261599

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

*** Confidential***

FDA-CBER-2021-5683-0851825

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1226

Subject No: 12261599

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1226

Subject No: 12261599

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda
Subject Initials: ---

*** Confidential***

FDA-CBER-2021-5683-0851827

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Back to Form
Date L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of Buenos (b) (6)
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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Category:
| Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | ADVERSE EVENT

Aires
| 2. AE ID:
| Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) 1

Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) myalgia

Aires

| 4. Start Date Time:

| Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sep/7/2020 20:00

Aires

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires End Date Time:

Sep/10/2020 UNK:UNK

| 6. Toxicity Grade:

| Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) 1

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

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

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

Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

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

Date Location User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires

| 9. Isthis event related to study treatment:

| Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) RELATED

Aires

| 10. Latest Action Taken with Study Treatment:

| Date Location User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT APPLICABLE

Aires

| 11. Was a Concomitant Medication given?

| Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES

Aires

| 12. Was a Non-Drug Treatment given?

| Date L ocation User Value Reason
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Header Text: C4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 13:54

Oct-03-2020 09:42:57
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFPG000 | (b) (4); Data Entry: Initial Entry
(b) (6) NO

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

| Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) RECOVERED/RESOLVED

Aires

| 14. Did the adver se event cause the subject to be discontinued from the study?

| Date L ocation User Value Reason
Oct-03-2020 09:42:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Category:
| Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | ADVERSE EVENT
Aires
| 2. AE ID:
| Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) 2
Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) fatigue
Aires

| 4. Start Date Time:

| Date Location User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sep/7/2020 20:00

Aires

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires End Date Time:

Sep/10/2020 UNK:UNK

| 6. Toxicity Grade:

| Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos () (6) 1
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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

prevent above outcomes).

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

Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFPE000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

| 9. Isthis event related to study treatment:

| Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of Buenos (b) (6) RELATED
Aires

| 10. Latest Action Taken with Study Treatment:

| Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT APPLICABLE
Aires

| 11. Was a Concomitant Medication given?

| Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires

| 12. Was a Non-Drug Treatment given?

| Date L ocation User Value Reason
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Header Text: C4591001
Visit: Logs - Unscheduled

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Oct-03-2020 09:43:38
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFPG000 | (b) (4); Data Entry: Initial Entry
(b) (6) NO

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

| Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) RECOVERED/RESOLVED

Aires

| 14. Did the adver se event cause the subject to be discontinued from the study?

| Date L ocation User Value Reason
Oct-03-2020 09:43:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Category:
| Date | L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | ADVERSE EVENT
Aires
| 2. AE ID:
| Date L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) 3
Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) corneal ulcer right eye
Aires
| 4. Start Date Time:
| Date L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) Sep/20/2020 UNK:UNK
Aires
| 5. Isthe adverse event still ongoing?
| Date L ocation User Value Reason
Oct-08-2020 08:03:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of Buenos (b) (6) NO
Aires End Date Time:
Sep/27/2020 UNK:UNK
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires
| 6. Toxicity Grade:
| 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

SiteNo: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda
Subject No: 12261599 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Oct-03-2020 09:47:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) 2

Aires

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

prevent above outcomes).

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

Date L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
8. Isthis adverse event theresult of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| 9. Isthis event related to study treatment:
| Date L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT RELATED
Aires If Not Related to study treatment(s), this
event isdueto:
OTHER
If Other, specify
prolonged use of contact lens
| 10. Latest Action Taken with Study Treatment:
| Date L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NOT APPLICABLE

Aires

11. Was a Concomitant Medication given?
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1226

Subject No: 12261599

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 13:54
Date | L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) YES
Aires
| 12. Was a Non-Drug Treatment given?
| Date L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO
Aires
| 13. What was the outcome of this adverse event?:
| Date L ocation User Value Reason
Oct-08-2020 08:27:40 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of Buenos (autoquery)
Aires
Oct-08-2020 08:27:40 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of Buenos (b) (6) RECOVERED/RESOLVED
Aires
Oct-08-2020 08:03:39 ACVOPFEINFP6000 | auto query Query 1: Opened For AE corneal ulcer
(UTC-03:00) City of Buenos (autoquery) right eye: Response to
Aires "What was the outcome
of thisadverse event?' is
'Recovering/Resolving'
but AE End Date/Timeis
present.
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) RECOVERING/RESOLVING
Aires
| 14. Did the adverse event cause the subject to be discontinued from the study?
| Date L ocation User Value Reason
Oct-03-2020 09:47:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of Buenos (b) (6) NO

Aires
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1226

Subject No: 12261599
Generated By: (b) (4)

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

Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Date Treatment Unblinded :

| Date | Location ‘ User |Value Reason
Feb-09-2021 17:33:11 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of Buenos (6) Feb/5/2021

Aires

| 2. Primary Reason for Unblinding:

| Date L ocation ‘ User | Value Reason

Feb-09-2021 17:33:11
(UTC-03:00) City of Buenos
Aires

ACVOPFEINFPB000 |((b) (4), (b) |DataEntry:

Initia Entry
(6) ASSESSELIGIBILITY FOR ADDITIO
NAL VACCINATION
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Header Text: C4591001

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

Site No: 1226

Subject No: 12261599
Generated By:

(b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos

Medicos Ltda

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Subject Status

| Date | L ocation User Value Reason
Nov-03-2020 16:10:06 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) FOLLOW-UP

Aires

Sep-07-2020 15:50:10 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) ENROLLED/RANDOMIZED

Aires

Sep-07-2020 15:43:29 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | SCREENED

Aires

| 2. Subject Status Date

| Date L ocation User Value Reason
Nov-03-2020 16:10:06 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) Nov/3/2020

Aires

Sep-07-2020 15:50:10 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) Sep/7/2020

Aires

Sep-07-2020 15:43:29 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of Buenos (autocalc) | Sep/7/2020

Aires
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Header Text: C4591001

Generated By: (b) (4)

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

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

Site No: 1226 Site Name: (1226) CEPIC - Centro Paulista de Investigacao Clinica e Servicos
Medicos Ltda

Subject No: 12261599 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 13:54

Back to Form

| 1. Casebook Signature

| Date

Nov-06-2020 14:58:19
(UTC-03:00) City of Buenos
Aires

| Location | User | Value Reason
ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initia Entry

Click Hereto Enable
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