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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Cohort Selection

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

*** Confidential***

1. | Select appropriate response - 30 JUN 2020
Protocol version
2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/19/2020

Page 2 of 294

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Demography

1. | Subject ID [12411279]

2. | Birth Date: (b) (6) 1985

3. | Sex: FEMALE

4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): BLACK OR AFRICAN AMERICAN

6. | Racial Designation:

*** Confidential***
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/19/2020
2. | Erroneous Visit
Page 4 of 294
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Site

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

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

Inclusion Criteria

L2 || Inclusion Number: 1
Criterion Description: Male or female participants between the ages of 18 and 55 years, inclusive, 65 and
85 years, inclusive, or 18 and 85 years, inclusive, at randomization (dependent
upon study stage)
Criterion met? YES
Criterion ID: (For Pfizer use only) | INO1A00
Lb {1 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

1d

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) | INO4AQ00
Exclusion Criteria
2.8 || 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

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Criterion ID: (For Pfizer use only) | EXO1A00
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
2.¢ || Exclusion Number: 3
Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe alergic
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 medicationsintended to prevent COVID-19
Criterion met? NO
Criterion ID: (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) | EX08A00
2 || 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

Page 6 of 294
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*** Confidential***

Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
2h Exclusion Number: 12
Criterion Description: Previous vaccination with any coronavirus vaccine
Criterion met? NO
Criterion ID: (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
2] Exclusion Number: 15
Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60 days before study
intervention administration or planned receipt throughout the study
Criterion met? NO
Criterion ID: (For Pfizer use only) | EX14A01
2Kk || 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
2.m || Exclusion Number: 22
Criterion Description: Investigator site staff or Pfizer employees directly involved in the conduct of the
study, site staff otherwise supervised by the investigator, and their respective family
members
Criterion met? NO
Criterion ID: (For Pfizer useonly) | EX21A01
Page 7 of 294
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/19/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 8 of 294
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Medical History Details

la

Line/MH Number:

(1]

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

[Bariatric surgery]

Start Date; Jan/5/2013
Ongoing: NO
End Date:
Jan/5/2013

1b

Line/MH Number:

(2]

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

[chronic low back pain]

Start Date: UNK/UNK/2013
Ongoing: YES
Page 9 of 294
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Vital Signs
1. |Date: Aug/19/2020
2. | Weight: [76.5]
3. | Unit: kg
4. | Height: [168.0]
5. | Unit: cm
6. | Body Mass Index: [27.1]
Vital Signs Details
7-a|| Record Identifier: 1
Temperature: [36.4]
Unit: C
Temperature Location: ORAL CAVITY
Page 10 of 294
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: LAB URINALYSIS- PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Lab Urinalysis

1. [Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Aug/19/2020

4. | Laboratory Name and Address [STUDY SITE]

(Derived)

5. | Specimen Type: URINE
Lab Result

6.a || sponsor ID: [113]

*** Confidential***

Test: Choriogonadotropin Beta. PX113
Result: NEGATIVE
Not Done:

Page 11 of 294
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Disposition
1. [ Randomization Date : Aug/19/2020
2. | Randomization Number: [56038]
3. | Randomization Group: [
Page 12 of 294
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:

Aug/19/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPSS9S]
5b || sampleID [BP5SOT]
5C || sampleID [BP5SOV]
5d || sampleID [BLCHFN]
5€ || sampleID [BLCHFP|
Page 13 of 294
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:

Aug/19/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPSS8K]
Page 14 of 294
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/19/2020 12:25
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [
9. [Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 15 of 294

FDA-CBER-2021-5683-0993487




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

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 294
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Header Text: 4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Sep/10/2020
2. | Erroneous Visit
Page 17 of 294
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 21-Aug-2020 02:51
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Vital Signs
1. |Date: Sep/10/2020
Vital Signs Details
2:a|| Record Identifier: 1
Temperature: [37.1]
Unit: C
Temperature Location: ORAL CAVITY
Page 18 of 294
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Header Text: c4591001

Visit: V2_ VAX2 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: LAB URINALYSIS- PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Lab Urinalysis

1. [Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Sep/10/2020

4. | Laboratory Name and Address [STUDY SITE]

(Derived)

5. | Specimen Type: URINE
Lab Result

6.a || sponsor ID: [113]

*** Confidential***

Test: Choriogonadotropin Beta. PX113
Result: POSITIVE
Not Done:

Page 19 of 294
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:

Sep/10/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPXOTR]
Page 20 of 294
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form Comments
eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of Not Done Comments
vaccination?
2. | Treatment Name Not Done Comments
[]
3. | Formulation: Not Done Comments
4, | Dose Date Time: Not Done Comments
1
5. | Anatomical Location: Not Done Comments
6. | Body Side: Not Done Comments
7. | Route: Not Done Comments
8. | Actua Dose: Not Done Comments
[]
9. [ Unit: Not Done Comments
10. | Timeframe Subject Was Observed Not Done Comments
11. | Was the subject observed for at least | Not Done Comments
the protocol specified observation
period after investigational product
administration?
Page 21 of 294
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Header Text: 4591001

Visit: V3_ MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Oct/8/2020
2. | Erroneous Visit
Page 22 of 294
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Oct/8/2020

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

Aliquot

Please enter barcode for each aliquot.

5a|| sample D [BPWXWS]

5b || sampleID [BHHZZM]

5C || sampleID [BHHZZN]
Page 23 of 294
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Nov/27/2020

2. | Erroneous Visit

COVID-19 IllIness Visit

3. | COVID-19 Iliness Visit: COVID_A

Page 24 of 294
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 10-Oct-2020 16:02
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Nov/27/2020
2. | Date of First Symptom Started: Nov/25/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/30/2020
Symptoms
44| symptoms: FEVER
Was symptom present? YES
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
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
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
Page 25 of 294
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 10-Oct-2020 16:02

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Symptoms - Other

5. Symptoms - Other Text:

(]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

# Date of Collecti | Specimen Ty | Specimen Cpllectlon Loc | Assay Cod(? and Descri Device Type | Form Instance
on pe ation ption
1. | Not Applicable | Not Applicab | Not Applicable Not Applicable Not Applicab Repeating
le le Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN

on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. [Actual Date of Collection: Not Applicable Comments
1
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 Resullt: 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 1- Unscheduled Visit  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Nov/27/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Nov/27/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [RW92922]
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Nov/27/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? NO
4. | If no sample was collected or sample | [Subject used self swab]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5 || sampleID [
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: HEALTH CARE UTILIZATION
on Nov/27/2020

Form Version: 10-Oct-2020 15:59
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts: | NO
1.d || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts: | NO

*** Confidential***

le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visitsor Contacts: | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts. | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat
# Form Instance
r d t t e
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:53
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Respiratory Treatment

1

Wheat is the treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Treatment:

Start Date:

1

ST I L I A

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:52
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS
2. | Was adiagnosis obtained for YES
Potential COVID-19 IlIness? Respiratory IlIness Diagnosis:
[Laryngotonsillitis]
Date of Diagnosis:
Nov/27/2020
3. | Toxicity Grade: 1
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

# | Category of Clinical Event:

Subcategory of Clinical Event

Diagnosis Obtained

Toxicity Grade | Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 17-Jul-2020 21:55
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was a diagnosis obtained?
4

Toxicity Grade:
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Header Text: c4591001

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Visit: POT_COVID_ILL 1
Form Version: 30-Jul-2020 21:27

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

# Category for Lab | Vendor Na Collectl.on D | Specimen T L ab Result Form Instance
Test me ate: ype
L Sponsor-Defined 1de | Test | Resul Repeating
ntifier |t Peges
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Lab Chemistry Details

1

Lab Panel:

2.

Laboratory Name and Address

[]

3.

Collection Date:

1

Specimen Type:

Lab

Result

Sponsor 1D:

(]

Test:

Result:

[]

Not Done:

LNMT

Low

[]
High

Unit

Page 38 of 294
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Header Text: c4591001
Visit: POT_COVID_ILL 1

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e
L Sponsor-Defined | | Tes | Resu Repedting
dentifier t | It Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 30-Jul-2020 21:28
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Laboratory Data Hematology

1. | Lab Panel:
2. | Laboratory Name and Address [
3. | Collection Date: 1
4. | Specimen Type:
Lab Result
5. Sponsor I1D: [1
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 1

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 30-Jul-2020 21:27
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

# Date: Vital Signs Details Form Instance
1 Record I dentifier: Systalic: Diastolic: Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Vital Signs

1. | Date: I

Vital Signs Details

2. || Record Identifier:
Systolic: []
Diastalic: [1
Respiratory Ratein []
respirations/minute:
Heart Rate in beats/minute: [1
Page 42 of 294
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Header Text: c4591001
Visit: POT_COVID_ILL 1

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

# Date: Vital Signs Details Form Instance
L Record | dentifier: Oxygen Saturation Repesting Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 30-Jul-2020 21:28
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Vital Signs

1. | Date: I

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry % []
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

#

Date Time of Assessment

Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen)

Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:52
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment: 1
2. | Arteria Blood Gases PaO2 [
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):

—

]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

# Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier cation e-specified ation ate e
1 Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:55
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Concomitant Medications

1

Wheat is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

1

Ongoing?
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Header Text: c4591001

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53

Form: IMAGING

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

# | Dateof Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1. Repeating Pages
Page 49 of 294

FDA-CBER-2021-5683-0993521




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:53
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: IMAGING

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Imaging

1. | Date of Assessment: I

Location of Assessment:

2
3. | Type of Imaging Exam:
4

Assessment:
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/28/2020

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/28/2020

2. | Erroneous Visit

COVID-19 IllIness Visit

3. | COVID-19 Iliness Visit: COVID_Al
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/28/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Dec/28/2020

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

Aliquot
Please enter barcode for each aliquot.
52| sample D [BR797H]
5b || sample 1D [BS2VC]
5C || sample D [BS2VD]
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Header Text: 4591001

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

Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Dateof Visit /!

2. | Erroneous Visit
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Header Text: c4591001

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

Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Unplanned Assessments

1. | Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 22-Apr-2020 21:05
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Sep/10/2020
/Degth :
2. | Phase of Disposition: VACCINATION
3. | Status: PREGNANCY
4. | Specify Status: []
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Disposition - Follow-Up

1. | Date of Completion/Discontinuation
/Desth :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1241) Hospita IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Electronic Sample Tracking

1. |DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sampleID []
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Header Text: c4591001
Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
# Category AE !dent Adverse Event Start Date Isthe Adverse_ Event Sti | Form Instanc
ifier Il Ongoing e
1. |ADVERSEE |1 Exposure during pregnancy Sep/10/2020 UN [ NO Repeating
VENT K:UNK End Date Time: Pages
Oct/14/2020 UNK:U
NK
2. |ADVERSEE |2 Vaginal bleeding Oct/5/2020 UNK | NO Repeating
VENT :UNK End Date Time; Pages
Oct/14/2020 UNK:U
NK
3. |ADVERSEE |3 RETAINED PRODUCTSOF | Oct/14/2020 UN | NO Repeating
VENT CONCEPTION K:UNK End Date Time: Pages
Oct/14/2020 UNK:U
NK
4. |ADVERSEE |4 Myalgia Feb/16/2021 20: | NO Repeating
VENT 00 End Date Time; Pages
Feb/19/2021 UNK:U
NK
5. |ADVERSEE |5 Chills Feb/16/2021 20: | NO Repeating
VENT 00 End Date Time: Pages
Feb/19/2021 UNK:U
NK
6. | ADVERSEE |6 Injection site pain Feb/16/2021 20: | NO Repeating
VENT 00 End Date Time: Pages
Feb/19/2021 UNK:U
NK
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

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)

[Exposure during pregnancy]

4, | Start Date Time:

Sep/10/2020 UNK:UNK

5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/14/2020 UNK:UNK
6. | Toxicity Grade: Not Applicable Comments
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 theresultof a | NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Pregnancy]

10. | Latest Action Taken with Study
Treatment:

DRUG WITHDRAWN
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For |[ ]
Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(2]

3.

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

[Vaginal bleeding]

Start Date Time:

Oct/5/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Oct/14/2020 UNK:UNK

Toxicity Grade:

Isthe 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:

NOT RELATED

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

OTHER
If Other, specify:
[threat of abortion]

10.

Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For |[ ]
Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [RETAINED PRODUCTS OF CONCEPTION]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/14/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/14/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ] Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
e_><|sF| ng hosp| @ !z_atlc_m; Pers! stent or Did this serious event require or prolong hospitalization?
significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi i it . anifi disability/i o
jeopardize subject and may require id this serious event result in persistent or significant disability/incapacity~
medical/surgical intervention to NO
prevent above outcomes). o ) )
Isthis serious event life threatening?
NO
Other medically important serious event
YES
8. |Isthisadverse event theresultof a | NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
9. | Isthisevent related to study NOT RELATED

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

OTHER
If Other, specify:
[Vaginal bleeding]

10. | Latest Action Taken with Study NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication YES

given?
12. | WasaNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED

adverse event?.
14. | Did the adverse event cause the NO

subject to be discontinued from the

study?
15. | Serious Adverse Event Number: For | [2020352761]

Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(4]

3.

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

[Myalgid]

Start Date Time:

Feb/16/2021 20:00

Isthe adverse event still ongoing?

NO

End Date Time:
Feb/19/2021 UNK:UNK

Toxicity Grade:

Isthe 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?

NO

12.

Weas a Non-Drug Treatment given?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

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

—

]

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(5]

3.

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

[Chills]

Start Date Time:

Feb/16/2021 20:00

Isthe adverse event still ongoing?

NO

End Date Time:
Feb/19/2021 UNK:UNK

Toxicity Grade:

Isthe 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?

NO

12.

Weas a Non-Drug Treatment given?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

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

—

]

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(6]

3.

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

[Injection site pain]

Start Date Time:

Feb/16/2021 20:00

Isthe adverse event still ongoing?

NO

End Date Time:
Feb/19/2021 UNK:UNK

Toxicity Grade:

Isthe 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?

NO

12.

Weas a Non-Drug Treatment given?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

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

—

]

*** Confidential***
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Header Text: c4591001
Visit: Logs
Form Version: 17-Jul-2020 21:54

SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Categor | Medication Er | Start Da | Isthemedication error Still On | Study Medication Errors A
# . - Form Instance
y ror te going ction
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of [
Medication Error):
3. | Start Date: I
4. | 1sthe medication error still ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication
given?
7. | Was aNon-Drug Treatment given?
8. | Did the Medication Error cause the
subject to be discontinued from the
study?
9. | Was this medication error associated
with any adverse events?
10. | Serious Adverse Event Number: For |[]
Pfizer Use Only

*** Confidential***
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

# Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier cation e-specified ation ate e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Concomitant Medications

1. | What isthe medication identifier?

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

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

5. | Date:

1
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

# Sponsor-Defined | | Category for Me | Concomitant Medications P | Name of Medi | Dose Descri | Form Instanc
dentifier dication re-specified cation ption e
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
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
Concomitant Medications
1. | What isthe medication identifier? []
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [1
Provide the complete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: [
6. | Dose Unit:
7. | Dose Freguency:
8. | Route:
9. | Start Date: I
10. | Ongoing?

*** Confidential***
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:02

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

# Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Start Dat Form Instance
y r d t e
1 Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment |dentifier?

—
[a—

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

4. | Treatment: [1
5. | Start Date: 1
6. | Ongoing?
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

# Transfusion Type Date of Transfusion Form Instance
1. Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

I

*** Confidential***
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Header Text: 4591001

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

Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Dateof Visit /!

2. | Erroneous Visit
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Header Text: c4591001

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:16

Form: VITAL SIGNS - TEMP

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Vital Signs

1. | Date:

1

Vital Signs Details

2. || Record Identifier:

Temperature:

[]

Unit:

Temperature Location:

*** Confidential***
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status: Not Started
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Lab

Urinalysis

1

Lab Panel:

Lab Sub-Panel:

Collection Date:

1

2
3.
4

Laboratory Name and Address
(Derived)

Specimen Type:

Result

Sponsor 1D:

(]

Test:

Result:

Not Done:
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Header Text: c4591001

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

SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Vaccination

1. | Wasthere atemporary delay of
vaccination?

Treatment Name []

Formulation:

Dose Date Time: 1

Anatomical Location:

Body Side:

Route:

Actua Dose: [

|l | N[ |a| &~ WD

Unit:

=
©

Timeframe Subject Was Observed

[y
[y

. | 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

SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: c4591001

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

SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Jan/29/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Further Vaccination Confirmation

1

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

Participant is willing to return for Vaccination 3
Participant is:
eligible per local/national recommendations and confirmed to have received only
placebo at Vaccination 1/2

*** Confidential***

Page 89 of 294

FDA-CBER-2021-5683-0993561




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Jan/29/2021

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: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

1

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Death Details

1

Date of Collection / Natification of
Death:

Cause of Death

2.

Cause of Death Status:

Cause of Death:
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Header Text: 4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Feb/16/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION
Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/11/2021

Page 94 of 294

*** Confidential***
FDA-CBER-2021-5683-0993566




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Site

Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30

No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Form Comments

Inclusion Criteria Not M et

*** Confidential***

1 Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Completion/Discontinuation
/Desth :

Feb/16/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

3. | Status:

COMPLETED

4. | Specify Status:

[]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 14-Jan-2021 02:21
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: LAB URINALYSIS- PREGNANCY TEST
Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Lab Urinalysis

1. [Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Feb/16/2021

4. | Laboratory Name and Address [STUDY SITE]

(Derived)

5. | Specimen Type: URINE
Lab Result

6.a || sponsor ID: [113]

*** Confidential***

Test: Choriogonadotropin Beta. PX113
Result: NEGATIVE
Not Done:
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/16/2021
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BRKF3D]
5b || sampleID [BS2Y73]
5C || sampleID [BS2Y74]
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Header Text: c4591001

Visit: V101 VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

SiteNo: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? YES
Date of Collection:
Feb/16/2021

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

Aliquot

Please enter barcode for each aliquot.

5a|| sample D [BRKF65]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/16/2021 11:46
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: 4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Mar/9/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 14-Jan-2021 02:21
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: LAB URINALYSIS- PREGNANCY TEST
Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Lab Urinalysis

1. [Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Mar/9/2021

4. | Laboratory Name and Address [STUDY SITE]

(Derived)

5. | Specimen Type: URINE
Lab Result

6.a || sponsor ID: [113]

Test: Choriogonadotropin Beta. PX113
Result: NEGATIVE
Not Done:
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

SiteNo: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Electronic Sample Tracking

1. [DataOrigin SITE

2. | Sample Type NASAL_SWAB

3. | Sample Collected? YES
Date of Collection:
Mar/9/2021

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

Aliquot

Please enter barcode for each aliquot.

5a|| sample D [BRCFLC]
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/9/2021 08:33
5. [ Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: 4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Dateof Visit

1

2. | Erroneous Visit

*** Confidential***

Page 105 of 294

FDA-CBER-2021-5683-0993577




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:04
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Contact Outcome

1. | Contact Type:
2. | Was contact made?
3. | Comments: [
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Header Text: 4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Dateof Visit

1

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V104 MONTHG6

Form Version: 22-Apr-2020 21:04
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:
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Header Text: 4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date of Visit

1. | Dateof Visit

1

2. | Erroneous Visit

*** Confidential***

Page 109 of 294

FDA-CBER-2021-5683-0993581




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:04
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1241) Hospita IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Disposition - Treatment

1. | Date of Completion/Discontinuation
/Desth :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

*** Confidential***
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Header Text: 4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Subject Status

1. | Subject Status

DISCONTINUED

2. | Subject Status Date

Sep/10/2020
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Header Text: 4591001

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

Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM
Form Status: Data Complete, Signed, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable

*** Confidential***
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form Status: Data Complete, Signed, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

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
(b) (6) Approved Mar-10-2021 17:36:32 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item | Date User Comment
Form | Sep-10-2020 13:01:55 (UTC-03:00) City of (b) (4), Not Done
Buenos Aires (b) (6)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

1

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

2

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

3

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

4

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

5

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

6

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

7

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

8

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

9

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

10

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

1

Sep-10-2020 13:01:55 (UTC-03:00) City of
Buenos Aires

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

*** Confidential***

Item | Date User Comment
Form | Dec-23-2020 10:09:04 (UTC-03:00) City of (b) (4), Subject refused collection at the local lab
Buenos Aires (b) (6)
Not Applicable
Form | Dec-23-2020 09:41:50 (UTC-03:00) City of (b) (4), Subject refused collection at the local 1ab
Buenos Aires (b) (6)
Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

1

Dec-23-2020 10:09:04 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local 1ab

Not Applicable

Dec-23-2020 09:41:50 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local lab

Not Done

Page 128 of 294

*** Confidential***
FDA-CBER-2021-5683-0993600




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

2

Dec-23-2020 10:09:04 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local 1ab

Not Applicable

Dec-23-2020 09:41:50 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local lab

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

3

Dec-23-2020 10:09:04 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local 1ab

Not Applicable

Dec-23-2020 09:41:50 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local lab

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

4

Dec-23-2020 10:09:04 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local 1ab

Not Applicable

Dec-23-2020 09:41:50 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local lab

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

5

Dec-23-2020 10:09:04 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local 1ab

Not Applicable

Dec-23-2020 09:41:50 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local lab

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

6

Dec-23-2020 10:09:04 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local 1ab

Not Applicable

Dec-23-2020 09:41:50 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local lab

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

7

Dec-23-2020 10:09:04 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local 1ab

Not Applicable

Dec-23-2020 09:41:50 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local lab

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

8

Dec-23-2020 10:09:04 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local 1ab

Not Applicable

Dec-23-2020 09:41:50 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local lab

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 06-Jul-2020 21:54
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

9

Dec-23-2020 10:09:04 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local 1ab

Not Applicable

Dec-23-2020 09:41:50 (UTC-03:00) City of
Buenos Aires

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

Subject refused collection at the local lab

Not Done
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Comments
Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item

Date

User

Comment

6

Sep-14-2020 08:13:24 (UTC-03:00) City of
Buenos Aires

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

Not Applicable
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

Item | Date User Comment
Form | Feb-16-2021 12:43:26 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1241 Site Name: (1241) Hospital Irma Dulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-10-2021 17:36:32 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:

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

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

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

(b) (6) N/A Mar-09-2021 09:20:23 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-24-2021 15:01:37 (UTC-03:00) City of BOOK Signed

Buenos Aires

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

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

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

(b) (6) N/A Feb-16-2021 12:41:58 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Edson Moreira | Approved Jan-21-2021 17:31:14 (UTC-03:00) City of BOOK Signed
Buenos Aires
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1241 Site Name: (1241) Hospital Irma Dulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Affidavit:

By my dated signature below, |, EdsonMoreira, 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-30-2020 15:43:03 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A

Edson Moreira | Approved Nov-04-2020 16:55:34 (UTC-03:00) City of BOOK

Buenos Aires

Signed

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

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

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

(b) (6) N/A Nov-02-2020 11:06:30 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-30-2020 18:54:53 (UTC-03:00) City of BOOK Signed

Buenos Aires

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
(b) (6) N/A Oct-30-2020 18:29:20 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A

Edson Moreira | Approved Oct-30-2020 16:28:49 (UTC-03:00) City of BOOK

Buenos Aires

Signed

Affidavit:
By my dated signature below, |, EdsonMoreira, 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 Oct-30-2020 16:07:41 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A

Edson Moreira | Approved Oct-26-2020 21:02:03 (UTC-03:00) City of BOOK

Buenos Aires

Signed

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

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

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

(b) (6) N/A Oct-23-2020 20:11:56 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Edson Moreira | Approved Oct-22-2020 23:32:53 (UTC-03:00) City of BOOK Signed
Buenos Aires
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History
Form Status: Data Complete, Signed, Verified

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Affidavit:

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-19-2020 13:39:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), 30 JUN 2020
Buenos Aires (b) (6)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-19-2020 13:39:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), STAGE 3 COHORTS
Buenos Aires (b) (6)
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Consent Was.
Date L ocation User Value Reason
Aug-19-2020 13:39:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), OBTAINED
Buenos Aires (b) (6) Date Written Consent Obtained

Aug/19/2020

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)
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Header Text: c4591001

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

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Subject ID

Date L ocation User Value Reason

Sep-15-2020 06:58:39 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed event added

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

Buenos Aires

Sep-14-2020 08:14:37 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered data updated

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

Buenos Aires

Sep-14-2020 07:10:16 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened SAE

(UTC-03:00) City of (b) (6) RECON:AER#2020352761

Buenos Aires Pregnancy(onset
date:10Sep2020)was
reported as seriousin
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Aug-19-2020 13:39:37 | ACVOPFEINFP6000 | auto calc Data Entry: Item copied from previous

(UTC-03:00) City of (autocalc) 12411279 form

Buenos Aires

2. Birth Date:

Date L ocation User Value Reason

Aug-19-2020 13:39:29 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry

(UTC-03:00) City of (autocalc) |(b) (6)1985

Buenos Aires

3. Sex:

Date L ocation User Value Reason

Aug-19-2020 13:40:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

Buenos Aires (b) (6)

4. Ethnicity:

Date L ocation User Value Reason

Page 145 of 294

*** Confidential***
FDA-CBER-2021-5683-0993617



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: 1241 Site Name: (1241) Hospital Irma Dulce

Subject No: 12411279 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Aug-19-2020 13:40:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NOT HISPANIC OR LATINO(A)

Buenos Aires (b) (6) OR OF SPANISH ORIGIN

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

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Date L ocation User Value Reason
Aug-19-2020 13:40:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BLACK OR AFRICAN AMERIC
Buenos Aires (b) (6) AN
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Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Header Text: 4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:02

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Aug-19-2020 13:40:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Aug/19/2020
Buenos Aires (b) (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

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

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

la
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Inclus 1
Buenos Aires (b) (6) ion N
umbe
r:
Criter Male or female participant
ion De s between the ages of 18 a
scripti nd 55 years, inclusive, 65
on: and 85 years, inclusive, or
18 and 85 years, inclusive,
at randomization (depende
nt upon study stage)
Criter YES
ionm
et?:
Criter INO1A0O
ionID
. (For
Pfizer
useon
ly):
1.aInclusion Number:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 1
Buenos Aires (b) (6)
1.a Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Male or female participants betwee
Buenos Aires (b) (6) n the ages of 18 and 55 years, inclu
sive, 65 and 85 years, inclusive, or
18 and 85 years, inclusive, at rando
mization (dependent upon study st
age)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1241 Site Name: (1241) Hospital Irma Dulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

1.a Criterion met?

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES

Buenos Aires (b) (6)

l.aCriterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), INO1A00
Buenos Aires (b) (6)
1b
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Inclus 2
Buenos Aires (b) (6) on Nu

mber:

Criteri Participants who are willi

on Des ng and able to comply wit

criptio h al scheduled visits, vac

n: cination plan, laboratory t
ests, lifestyle consideratio
ns, and other study proce
dures

Criteri YES

on met

?

Criteri INO2A0O

onID:

(For P

fizer u

seonly

):
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

1.b Inclusion Number:

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 2
Buenos Aires (b) (6)
1.b Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Participants who are willing and ab
Buenos Aires (b) (6) le to comply with all scheduled vis

its, vaccination plan, laboratory tes

ts, lifestyle considerations, and oth

er study procedures
1.b Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
1.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), INO2AQ0
Buenos Aires (b) (6)
1c
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Inclusi 3
Buenos Aires (b) (6) on Nu

mber:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1241 Site Name: (1241) Hospital Irma Dulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Criteri Healthy participants who

on Des are determined by medica

criptio | history, physical examin

n: ation, and clinical judgme
nt of the investigator to be
eligiblefor inclusionin th
e study

Criteri YES

on met

?

Criteri INO3AOO

onID:

(For P

fizer u

seonly

):
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

1.c Inclusion Number:

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), 3
Buenos Aires (b) (6)
1.c Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Healthy participants who are deter
Buenos Aires (b) (6) mined by medical history, physical

examination, and clinical judgment

of the investigator to be eligible for

inclusion in the study

1.c Criterion met?

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
1.c Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), INO3AQ0
Buenos Aires (b) (6)
1d
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Inclusi 4
Buenos Aires (b) (6) on Nu

mber:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1241 Site Name: (1241) Hospital Irma Dulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Criteri Capable of giving person

on Des al signed informed conse

criptio nt, which includes compli

n: ance with the requirement
sand restrictionslisted in
the ICD and in this protoc
ol

Criteri YES

on met

?

Criteri INO4A00

on |D:

(For P

fizer u

seonly

):
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

1.d Inclusion Number:

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 4
Buenos Aires (b) (6)
1.d Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Capable of giving personal signed
Buenos Aires (b) (6) informed consent, which includes

compliance with the requirements

and restrictions listed in the ICD a

nd in this protocol

1.d Criterion met?

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
1.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), INO4AQ0
Buenos Aires (b) (6)
2a
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (OF Exclus 1
Buenos Aires (b) (6) ion Nu
mber:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1241 Site Name: (1241) Hospital Irma Dulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Criter Other medical or psychiat
ion De ric condition incl. recent (
scripti within past year) or active
on: suicidal ideation/behavior
/lab abnormality that may
increase the risk of study

participation

Criter NO

ion me

t?:

Criter EX01A00

ion 1D

. (For

Pfizer

useon

ly):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 1
Buenos Aires (b) (6)
2.a Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Other medical or psychiatric condit
Buenos Aires (b) (6) ionincl. recent (within past year) o

r active suicidal ideation/behavior/|
ab abnormality that may increase t

he risk of study participation
2.a Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
2.aCriterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EXO01A00
Buenos Aires (b) (6)
2b
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-OSOO) Clty of (4), Exclusio 2
Buenos Aires (b) (6) n Numb

er:

Criterio Known infection with h

n Descri uman immunodeficienc

ption:  y virus (HIV), hepatitis
C virus (HCV), or hepat
itisB virus (HBV)

Criterio NO

n met?:

Criterio EX02A00

niD: (F

or Pfize

r useonl

y):
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1241 Site Name: (1241) Hospital Irma Dulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

2.b Exclusion Number:

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), 2

Buenos Aires (b) (6)

2.b Criterion Description:

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Known infection with human imm
Buenos Aires (b) (6) unodeficiency virus (HIV), hepatiti

s Cvirus (HCV), or hepatitis B vir

us (HBV)

2.b Criterion met?

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), NO

Buenos Aires () (6)

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

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX02A00
Buenos Aires (b) (6)
2.c
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Exclus 3
Buenos Aires (b) (6) ion Nu

mber:

Criteri History of severe adverse
on Des reaction associated with a
criptio vaccine and/or severe dle
n: rgic reaction (eg, anaphyl
axis) to any component of
the study intervention(s)
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Header Text: c4591001

Visit: V1_DAY1_VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Criteri NO
on met
?.
Criteri EX03A00
on ID:
(For P
fizer u
seonly
):
2.c Exclusion Number:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 3
Buenos Aires (b) (6)
2.c Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), History of severe adverse reaction
Buenos Aires (b) (6) associated with a vaccine and/or se
vere allergic reaction (eg, anaphyla
Xis) to any component of the study
intervention(s)
2.c Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
2.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX03A00
Buenos Aires (b) (6)
2d
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:27

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

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Exclusion N 4
Buenos Aires (b) (6) umber:

Criterion De Receipt of medicati

scription: onsintended to pre

vent COVID-19

Criterion me NO

t?:

Criterion ID EX04A00

: (For Pfizer

use only):
2.d Exclusion Number:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 4
Buenos Aires (b) (6)
2.d Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Receipt of medications intended to
Buenos Aires (b) (6) prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b) (6)
2.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX04A00
Buenos Aires (b) (6)
2e
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Aug-19-2020 13:41:10
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b)

),
(b) (6)

Data Entry:
Exclus 8
on Nu
mber:

Criteri Immunocompromised in

on Des dividuals with known or

criptio suspected immunodeficie

n: ncy, as determined by his
tory and/or laboratory/ph
ysical examination

Criteri NO

on met

?

Criteri EX08A00

on |D:

(For Pf

izer us

eonly):

Initial Entry
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:27

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

2.e Exclusion Number:

*** Confidential***

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), 8
Buenos Aires (b) (6)
2.e Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Immunocompromised individuals
Buenos Aires (b) (6) with known or suspected immunod

eficiency, as determined by history

and/or laboratory/physical examina

tion
2.e Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
2.eCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX08A00
Buenos Aires (b) (6)
2f
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Exclus 10
Buenos Aires (b) (6) on Nu

mber:

Criteri Bleeding diathesis or con

on Des dition associated with pro

criptio longed bleeding that woul

n: d, inthe opinion of thein

vestigator, contraindicate
intramuscular injection
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Header Text: c4591001

Visit: V1_DAY1_VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Criteri NO

on met

?.

Criteri EX10A00

on ID:

(For Pf

izer us

eonly)
2.f Exclusion Number:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 10
Buenos Aires (b) (6)
2.f Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Bleeding diathesis or condition ass
Buenos Aires (b) (6) ociated with prolonged bleeding th

at would, in the opinion of theinve

stigator, contraindicate intramuscul

ar injection
2.f Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
2.f Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX10A00
Buenos Aires (b) (6)
29
Date L ocation User Value Reason

Page 162 of 294

*** Confidential***
FDA-CBER-2021-5683-0993634




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:27

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

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Exclusion Nu 11
Buenos Aires (b) (6) mber:

Criterion Desc Women who are

ription: pregnant or breas

tfeeding

Criterion met? NO

Criterion ID: ( EX11A00

For Pfizer use

only):
2.g Exclusion Number:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 1
Buenos Aires (b) (6)
2.9 Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Women who are pregnant or breast
Buenos Aires (b) (6) feeding
2.g Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b) (6)
2.g Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX11A00
Buenos Aires (b) (6)
2.h
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Exclusion Nu 12
Buenos Aires (b) (6) mber:

Criterion Des Previous vaccinati

cription: on with any coron

avirus vaccine

Criterion met NO

?.

Criterion ID: EX12A00

(For Pfizer u

seonly):
2.h Exclusion Number:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 12
Buenos Aires (b) (6)
2.h Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Previous vaccination with any coro
Buenos Aires (b) (6) navirus vaccine
2.h Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
2.h Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX12A00
Buenos Aires (b) (6)
2.
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Form Status: Data Complete, Locked, Frozen, Verified

Aug-19-2020 13:41:10
(UTC-03:00) City of
Buenos Aires

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

Data Entry:

Exclusio 13

n Numbe

r:

Criterio Subjectswho receivei

n Descri mmunosuppressive ther

ption:  apy, such as cytotoxic a
gents or systemic cortic
osteroids

Criterio NO

n met?:

Criterio EX13A01

niD: (F

or Pfizer

use only)

Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

2.i Exclusion Number:

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), 13
Buenos Aires (b) (6)
2.i Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Subjects who receive immunosupp
Buenos Aires (b) (6) ressive therapy, such as cytotoxic a

gents or systemic corticosteroids

2.i Criterion met?

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
2.i Criterion | D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX13A01
Buenos Aires (b) (6)
2
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Exclusi 15
Buenos Aires (b) (6) on Nu

mber:

Criteri Receipt of blood/plasma

on Des products or immunoglobu

criptio lin, from 60 days before s

n: tudy intervention adminis

tration or planned receipt
throughout the study
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

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

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Criteri NO

on met

?

Criteri EX14A01

on ID:

(For Pf

izer us

eonly)
2.j Exclusion Number:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 15
Buenos Aires (b) (6)
2.j Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Receipt of blood/plasma products
Buenos Aires (b) (6) or immunoglobulin, from 60 days

before study intervention administr

ation or planned receipt throughout

the study
2.j Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
2.j Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX14A01
Buenos Aires (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

2.k
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Exclus 16
Buenos Aires (b) (6) on Num

ber:

Criterio Participation in other stu

n Descr diesinvolving study inte

iption: rvention within 28 days
prior to study entry and/
or during study participa
tion

Criterio NO

n met?:

Criterio EX15A01

niD: (F

or Pfize

r useon

ly):
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:27

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

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

2.k Exclusion Number:

*** Confidential***

FDA-CBER-2021-5683-0993641

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 16
Buenos Aires (b) (6)
2.k Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Participation in other studies invol
Buenos Aires (b) (6) ving study intervention within 28

days prior to study entry and/or du

ring study participation
2.k Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
2.k Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX15A01
Buenos Aires (b) (6)
2l
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Exclusio 17
Buenos Aires (b) (6) n Numbe

r:

Criterion Previous participation i

Descripti n other studiesinvolvi

on: ng study intervention ¢

ontaining lipid nanopar
ticles
Criterion NO
met?:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 19:09

Criterion EX16A01

ID: (For

Pfizer us

eonly):
2.1 Exclusion Number:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 17
Buenos Aires (b) (6)
2.| Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Previous participation in other stu
Buenos Aires (b) (6) diesinvolving study intervention ¢

ontaining lipid nanoparticles
2. Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b) (6)
2.1 Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX16A01
Buenos Aires (b) (6)
2.m
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Exclus 22
Buenos Aires (b) (6) ion N

umber
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1241 Site Name: (1241) Hospital Irma Dulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Criter Investigator site staff or P

ion De fizer employees directly i

scripti nvolved in the conduct of

on: the study, site staff otherw
ise supervised by theinve
stigator, and their respecti
ve family members

Criter NO

ionm

et?:

Criter EX21A01

ion ID

: (For

Pfizer

useon

ly):
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

2.m Exclusion Number:

Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 22
Buenos Aires (b) (6)
2.m Criterion Description:
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Investigator site staff or Pfizer em
Buenos Aires (b) (6) ployees directly involved in the co

nduct of the study, site staff other

wise supervised by the investigator

, and their respective family memb

ers
2.m Criterion met?
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
2.m Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-19-2020 13:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), EX21A01
Buenos Aires (b) (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Completion/Discontinuation/Death
Date L ocation User Value Reason
Aug-19-2020 13:41:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @, Aug/19/2020
Buenos Aires (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-19-2020 13:41:19 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING
Buenos Aires
3. Status:
Date L ocation User Value Reason
Aug-19-2020 13:41:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), COMPLETED
Buenos Aires (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

la
Date L ocation User Value Reason
Aug-19-2020 13:44:32 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of (4), LineMH Number 1
Buenos Aires (b) (6) ;
Medical History T Bariatric surg
erm: ery
Start Date: Jan/5/2013
Ongoing: NO
End Date:
Jan/5/201
3
Aug-19-2020 13:43:53 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Line/MH Num 1
Buenos Aires ber:
Medical Histor Allergic rhinosi
y Term: nusitis
Start Date: Jan/5/2013
Ongoing: NO
End Date:
Jan/5/2013
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-19-2020 13:43:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1
Buenos Aires
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 13:44:32 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of @), Bariatric surgery
Buenos Aires (b) (6)
Aug-19-2020 13:43:53 | ACVOPFEINFP6000 |(B) (4), (b) | Data Entry: Initial Entry
(UTC-03:00) City of (6) Allergic rhinosinusitis
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

b) (4), (b) (6
Buenos Aires (b) (4). (0) (6)
1l.a Start Date:
Date L ocation User Value Reason
Aug-19-2020 13:43:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Jan/5/2013
Buenos Aires (b) (6)
1.a Ongoing:
Date L ocation User Value Reason
Aug-19-2020 13:43:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6) End Date:
Jan/5/2013

1b
Date L ocation User Value Reason
Oct-20-2020 13:40:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Numbe 2
Buenos Aires r:

Medical History chronic low bac

Term: k pain

Start Date: UNK/UNK/201

3
Ongoing: YES
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

1.b Line/MH Number:

Date L ocation User Value Reason
Oct-20-2020 13:40:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |2
Buenos Aires
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-20-2020 13:40:27 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) chronic low back pain
Buenos Aires
1.b Start Date:
Date L ocation User Value Reason
Oct-20-2020 13:40:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) UNK/UNK/2013
Buenos Aires
1.b Ongoing:
Date L ocation User Value Reason
Oct-20-2020 13:40:27 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date:

Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Aug/19/2020

Buenos Aires (b) (6)

2. Weight:

Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 76.5

Buenos Aires (b) (6)

3. Unit:

Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), kg

Buenos Aires (b) (6)

4. Height:

Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), 168.0

Buenos Aires (b) (6)

5. Unit:

Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), cm

Buenos Aires (b) (6)

6. Body Mass | ndex:

Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 27.1

Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1241

Subject No: 12411279

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 19:09

7.a
Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (;1), . Record I dentifier:: 1
Buenos Aires (b) (6) Temperature: 36.4

Temperature Unit: C

TemperatureLoca ORAL CAVI

tion:: TY
7.a Record I dentifier:
Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), 1
Buenos Aires (b) (6)
7.a Temperature:
Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 36.4
Buenos Aires (b) (6)
7.aUnit:
Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), C
Buenos Aires (b) (6)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-19-2020 13:44:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), ORAL CAVITY
Buenos Aires (b) (6)
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS- PREGNANCY TEST - eCRF Audit Trall
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1241 Site Name: (1241) Hospital IrmaDulce

Subject No: 12411279 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Aug-19-2020 13:45:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALYSIS

Buenos Aires

2. Lab Sub-Panel:

Date L ocation User Value Reason
Aug-19-2020 13:45:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | PREGNANCY

Buenos Aires

3. Collection Date:

Date L ocation User Value Reason
Aug-19-2020 13:45:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Aug/19/2020

Buenos Aires (b) (6)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Aug-19-2020 13:45:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | STUDY SITE
Buenos Aires
5. Specimen Type:
Date L ocation User Value Reason
Aug-19-2020 13:45:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
Buenos Aires
6.a
Date L ocation User Value Reason
Aug-19-2020 13:45:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Define 113
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Buenos Aires d Identifier:

Test:: Choriogonadotrop

in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Aug-19-2020 13:45:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Aug-19-2020 13:45:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Choriogonadotropin Beta PX113
Buenos Aires (b) (6)
6.a Result:
Date L ocation User Value Reason
Aug-19-2020 13:45:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NEGATIVE
Buenos Aires (b) (6)
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

*** Confidential***

1. Randomization Date :
Date L ocation User Value Reason
Aug-19-2020 13:45:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @, Aug/19/2020
Buenos Aires (b) (6)
2. Randomization Number:
Date L ocation User Value Reason
Aug-19-2020 13:45:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 56038
Buenos Aires (b) (6)
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-20-2020 07:21:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Aug-20-2020 07:21:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Aug-20-2020 07:21:18 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-20-2020 07:21:11 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Aug-20-2020 07:21:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Aug/19/2020
5.a
Date L ocation User Value Reason
Aug-20-2020 07:21:18 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BP5S9S
Buenos Aires
5.aSample|D
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

Date L ocation User Value Reason
Aug-20-2020 07:21:18 ACVOPFEINFPG000 |(b) (4), Data Entry: [nitial Entry
(UTC-03:00) City of (b) (6) BP5S9S
Buenos Aires
5b
Date L ocation User Value Reason
Aug-20-2020 07:21:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BP5S9T
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Aug-20-2020 07:21:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BP5S9T
Buenos Aires
5.c
Date L ocation User Value Reason
Aug-20-2020 07:21:35 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BP5S9V
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Aug-20-2020 07:21:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BP5S9V
Buenos Aires
5.d
Date L ocation User Value Reason
Aug-20-2020 07:21:58 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BLCHFN
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V1_DAY1_VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

5.d Sample D
Date L ocation User Value Reason
Aug-20-2020 07:21:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BLCHFN
Buenos Aires
5.e
Date L ocation User Value Reason
Aug-20-2020 07:22:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BLCHFP
Buenos Aires
5.eSample|ID
Date L ocation User Value Reason
Aug-20-2020 07:22:07 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BLCHFP
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-20-2020 07:22:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Aug-20-2020 07:22:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Aug-20-2020 07:22:36 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-20-2020 07:22:29 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Aug-20-2020 07:22:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Aug/19/2020
5.a
Date L ocation User Value Reason
Aug-20-2020 07:22:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BP5S8K
Buenos Aires
5.aSample|D
Page 185 of 294

*** Confidential***

FDA-CBER-2021-5683-0993657




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Aug-20-2020 07:22:36 ACVOPFEINFPG000 |(b) (4), Data Entry: [nitial Entry
(UTC-03:00) City of (b) (6) BP5S8K
Buenos Aires
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-19-2020 13:45:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
2. Treatment Name
Date L ocation User Value Reason
Aug-19-2020 13:45:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Aug-19-2020 13:45:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION
Buenos Aires
4, Dose Date Time:
Date L ocation User Value Reason
Aug-19-2020 13:45:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Aug/19/2020 12:25
Buenos Aires (b) (6)
5. Anatomical Location:
Date L ocation User Value Reason
Aug-19-2020 13:45:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
6. Body Side:
Date L ocation User Value Reason
Aug-19-2020 13:45:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), LEFT
Buenos Aires (b) (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

7. Route:

Date L ocation User Value Reason
Aug-19-2020 13:45:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-19-2020 13:45:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED OBS

Buenos Aires ERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Aug-19-2020 13:45:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
1. Select appropriate response - Reactogenicity diary collection
Date L ocation User Value Reason
Aug-19-2020 13:45:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO - REACTOGENICITY E-DIA
Buenos Aires (b) (6) RY NOT COLLECTED FOR THI
SSUBJECT
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Header Text: 4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-10-2020 12:56:56 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/10/2020
Buenos Aires
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Header Text: c4591001

Visit: V2_VAX2 L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
1. Date:
Date L ocation User Value Reason
Sep-10-2020 13:01:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/10/2020
Buenos Aires
2a
Date L ocation User Value Reason
Sep-10-2020 13:01:30 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC'03190) City of (b) (6) Record I dentifier:: 1
Buenos Aires Temperature: 37.1

Temperature Unit: C

Temperature Locat ORAL CAVI

jon:: TY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-10-2020 13:01:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
2.a Temperature:
Date L ocation User Value Reason
Sep-10-2020 13:01:30 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 371
Buenos Aires
2.aUnit:
Date L ocation User Value Reason
Sep-10-2020 13:01:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) C
Buenos Aires
2.a Temperature Location:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2_VAX2 L

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Sep-10-2020 13:01:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ORAL CAVITY
Buenos Aires
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:27

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Sep-10-2020 13:01:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALYSIS
Buenos Aires
2. Lab Sub-Pandl:
Date L ocation User Value Reason
Sep-10-2020 13:01:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | PREGNANCY
Buenos Aires
3. Collection Date:
Date L ocation User Value Reason
Sep-10-2020 13:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/10/2020
Buenos Aires
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Sep-10-2020 13:01:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | STUDY SITE
Buenos Aires
5. Specimen Type:
Date L ocation User Value Reason
Sep-10-2020 13:01:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
Buenos Aires
6.a
Date L ocation User Value Reason
Sep-10-2020 13:01:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 113
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Form Status. Data Complete, Locked, Frozen, Verified

Buenos Aires d I dentifier:

Test:: Choriogonadotrop

inBeta PX113

Result:: POSITIVE

Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Sep-10-2020 13:01:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Sep-10-2020 13:01:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Choriogonadotropin Beta PX113
Buenos Aires
6.a Result:
Date L ocation User Value Reason
Sep-17-2020 07:45:46 ACVOPFEINFPG000 |(b) (4), Query 2: Closed Closed per SITE
(UTC-03:00) City of (b) (6) response
Buenos Aires
Sep-16-2020 09:56:31 ACVOPFEINFP6000 |(b) (4), Query 2: Answered It was Positive at V2

(UTC-03:00) City of

(b) (6)

and was reported as

Buenos Aires SAE

Sep-16-2020 06:56:56 ACVOPFEINFPE000 |(b) (4), Query 2: Opened PDQ: Resultis

(UTC-03:00) City of (b) (6) POSITIVE however,

Buenos Aires Subject is
Randomized. Please
review and correct
or confirm."

Sep-11-2020 06:22:00 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-03:00) City of
Buenos Aires

(6)

query

Sep-10-2020 13:08:42
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPS000 |(b) (4),
(b) (6)

Query 1: Answered

The vaccination is
"Not Done" at this
visit
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Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:27

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

*** Confidential***

Sep-10-2020 13:01:40 ACVOPFEINFPG000 | auto query Query 1: Opened Labresultis

(UTC-03:00) City of (autoquery) “Positive”, but

Buenos Aires subject has been
vaccinated. Please
review and update as
appropriate. Else
explain.

Sep-10-2020 13:01:40 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-10-2020 18:52:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Sep-10-2020 18:52:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Sep-10-2020 18:53:09 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-10-2020 18:52:59 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Sep-10-2020 18:52:59 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Sep/10/2020
5.a
Date L ocation User Value Reason
Sep-10-2020 18:53:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BPXOTR
Buenos Aires
5.aSample|D
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Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

Date L ocation User Value Reason
Sep-10-2020 18:53:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPXOTR
Buenos Aires
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
SiteNo: 1241

Subject No: 12411279

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
2. Treatment Name
Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
4, Dose Date Time:
Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
5. Anatomical Location:
Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
6. Body Side:
Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
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Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:04

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

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

7. Route:

Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done

Buenos Aires

8. Actual Dose:

Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done

Buenos Aires

9. Unit:

Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done

Buenos Aires

administration?

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

*** Confidential***

Date L ocation User Value Reason
Sep-10-2020 13:01:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
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Header Text: 4591001

Visit: V3_ MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-09-2020 14:39:56 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/8/2020
Buenos Aires
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_ L

Form Version: 22-Apr-2020 21:03

Site No: 1241

Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-09-2020 11:43:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Oct-09-2020 11:43:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Oct-09-2020 11:43:19 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-09-2020 11:43:11 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Oct-09-2020 11:43:11 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Oct/8/2020
5.a
Date L ocation User Value Reason
Oct-09-2020 11:43:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BPWXW8
Buenos Aires
5.aSample|D
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Oct-09-2020 11:43:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPWXWS8
Buenos Aires
5.b
Date L ocation User Value Reason
Oct-09-2020 11:43:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BHHZZM
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Oct-09-2020 11:43:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BHHZZM
Buenos Aires
5.c
Date L ocation User Value Reason
Oct-09-2020 11:43:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BHHZZN
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Oct-09-2020 11:43:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BHHZZN
Buenos Aires
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1241
Subject No: 12411279

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospita IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Generated By: (b) (4)

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-30-2020 15:44:06 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Nov-30-2020 15:43:42 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

Buenos Aires

Nov-30-2020 15:43:01 ACVOPFEINFPG000 | auto query Query 2: Candidate Date of Visitis

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

Buenos Aires of Assessment in
the Signs and
Symptomsform is
missing. Please
review and update
as appropriate.

Nov-30-2020 15:43:01 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

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

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

Nov-30-2020 15:43:01 | ACVOPFEINFP6000 |(b) (4), (b) DataEntry: Initial Entry

(UTC-03:00) City of (6) Nov/27/2020

Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Nov-30-2020 15:43:01 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 10-Oct-2020 16:02

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Nov/27/2020
Buenos Aires
2. Date of First Symptom Started:
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Nov/25/2020
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Jan-04-2021 16:25:47 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Jan-04-2021 16:21:45 ACVOPFEINFPG000 |(b) (4), Query 1: Opened Patient chart is not
(UTC-03:00) City of (b) (6) clear if symptoms
Buenos Aires were resolved on
27Nov2020 or
30Nov2020. Plesse
review and correct,
if necessary.
Dec-28-2020 11:04:54 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) () NO
Buenos Aires Date of Last Symptom Resolve
d:
Nov/30/2020
Nov-30-2020 15:43:42 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
4a
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

FDA-CBER-2021-5683-0993677

Nov-30-2020 15:43:42 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:QO) City of (6) Symptoms: FEVER
Buenos Aires Symptom Present: YES
4.a Symptoms:
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) FEVER
Buenos Aires
4.a \Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
4.b
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Symptoms. NEW OR INCREA
Buenos Aires SED COUGH

Symptom YES

Present:
4.b Symptoms:
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NEW OR INCREASED COUGH
Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
4.c
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Header Text: c4591001
Visit: POT_COVID_ILL 1-Unscheduled Visit  Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Nov/27/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sympto NEW OR INCREASE
Buenos Aires ms: D SHORTNESS OF B
REATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NEW OR INCREASED SHORT
Buenos Aires NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
4d
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC—O3:QO) City of (6) Symptoms: CHILLS
Buenos Aires Symptom Present: NO

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 1-Unscheduled Visit  Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Nov/27/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
4.d Symptoms:
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) CHILLS
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
4.e
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Symptom NEW OR INCREAS
Buenos Aires S ED MUSCLE PAIN

Symptom YES

Present:
4.e Symptoms:
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NEW OR INCREASED MUSCL
Buenos Aires E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
4f
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Symptoms NEW LOSS OF TA
Buenos Aires
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 10-Oct-2020 16:02

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

: STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NEW LOSS OF TASTE OR SM
Buenos Aires ELL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
4.9
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC—O3:QO) City of (6) Symptom NEW OR INCREAS
Buenos Aires S ED SORE THROAT

Symptom YES

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NEW OR INCREASED SORE T
Buenos Aires HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
4.h
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit  Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Nov/27/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Symptoms: DIARRHE
Buenos Aires A
Symptom Present NO

4.h Symptoms:
Date L ocation User Value Reason
Nov-30-2020 15:43:42 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) DIARRHEA
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
4.
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Symptoms: VOMITING
Buenos Aires Symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) VOMITING
Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Nov-30-2020 15:43:42 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 06-Jul-2020 21:54

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Dec-23-2020 10:09:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Dec-23-2020 09:41:50 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
2. Specimen Type:
Date L ocation User Value Reason
Dec-23-2020 10:09:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Dec-23-2020 09:41:50 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
3. Specimen Collection Location:
Date L ocation User Value Reason
Dec-23-2020 10:09:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Dec-23-2020 09:41:50 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
4. Assay Code and Description:
Date L ocation User Value Reason
Dec-23-2020 10:09:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Dec-23-2020 09:41:50 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 06-Jul-2020 21:54

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

5. Device Type:
Date L ocation User Value Reason
Dec-23-2020 10:09:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Dec-23-2020 09:41:50 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
6. Trade Name:
Date L ocation User Value Reason
Dec-23-2020 10:09:04 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Dec-23-2020 09:41:50 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
7. Test Result:
Date L ocation User Value Reason
Dec-23-2020 10:09:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Dec-23-2020 09:41:50 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
8. Comments/Findings/Details:
Date L ocation User Value Reason
Dec-23-2020 10:09:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Dec-23-2020 09:41:50 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
9. Trade Name Other, Specify:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 06-Jul-2020 21:54

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Dec-23-2020 10:09:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Dec-23-2020 09:41:50 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Done
Buenos Aires
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1241

Subject No: 12411279

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-30-2020 15:44:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Nov-30-2020 15:44:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Nov-30-2020 15:44:22 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-30-2020 15:44:06 ACVOPFEINFP6000 | auto query Query 1. Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Nov-30-2020 15:44:06 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires Date of Collection:
Nov/27/2020
5.a
Date L ocation User Value Reason
Nov-30-2020 15:44:22 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample | D: RW92922
Buenos Aires
5.aSample|D
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/27/2020

Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Nov-30-2020 15:44:22 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) RW92922
Buenos Aires
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-30-2020 15:44:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Nov-30-2020 15:44:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Nov-30-2020 15:44:35 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos 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-30-2020 15:44:35 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Subject used self swab
Buenos Aires
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Header Text: c4591001

Visit: POT_COVID_ILL 1
on Nov/27/2020

Form Version: 10-Oct-2020 15:59

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

- Unscheduled Visit

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

la
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Type of Practitioner: SPECIA
Buenos Aires LIST

Occurrenceof Visits NO

or Contacts.
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) SPECIALIST
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
1b
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Type of Practition EMERGEN
Buenos Aires er: CY ROOM

Occurrence of Vis NO

itsor Contacts:
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Header Text: c4591001

Visit; POT_COVID_ILL 1
on Nov/27/2020

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

1.b Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0993689

Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) EMERGENCY ROOM
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
1.c
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:QO) City of (6) Type of Practiti PRIMARY CA
Buenos Aires oner: RE PHY SICIA
N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
1d
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 10-Oct-2020 15:59

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Nov-30-2020 15:44:51 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Type of Practitioner URGENT
Buenos Aires : CARE
Occurrenceof Visit NO
sor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
le
Date L ocation User Value Reason
Dec-22-2020 12:32:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-OS:QO) City of (b) (6) Type of Practit TELEPHONE
Buenos Aires ioner: CONSULTATI
ON
Occurrenceof NO
Visitsor Conta
cts:
Nov-30-2020 15:44:51 | ACVOPFEINFPS000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-OS:QO) City of (6) Type of Practi TELEPHONE
Buenos Aires tioner: CONSULTATI
ON
Occurrenceof YES
Visitsor Cont  Number of Vis
acts: itsor Contacts
1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 10-Oct-2020 15:59

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) TELEPHONE CONSULTATION

Buenos Aires

1.e Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Dec-22-2020 14:32:43 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

(UTC-03:00) City of 4, query
Buenos Aires (b) (6)
Dec-22-2020 12:32:01 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-22-2020 12:32:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) NO
Buenos Aires
Dec-22-2020 11:36:29 ACVOPFEINFP6000 |(b) Query 1: Opened As per source,
(UTC-03:00) City of 4), question is No.
Buenos Aires (b) (6) Study visits should
not be reported in
Health Care
Utilization page.
Please verify and
update, if applicable.
Thank you.
Nov-30-2020 15:44:51 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires Number of Visits or Contacts:
1
1f
Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Typeof Practitioner:  OTH
Buenos Aires ER
Occurrenceof Visitsor NO
Contacts:
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit  Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Nov/27/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) OTHER

Buenos Aires

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO

Buenos Aires

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

Date L ocation User Value Reason
Nov-30-2020 15:44:51 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
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on Nov/27/2020

Site No: 1241

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

Subject No: 12411279
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:52

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Category of Clinical Event:

*** Confidential***

Date L ocation User Value Reason

Dec-23-2020 07:53:18 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

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

Buenos Aires (b) (6)

Dec-22-2020 15:35:24 ACVOPFEINFP6000 |(b) (4), Query 1: Answered data updated

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

Buenos Aires

Dec-22-2020 14:34:02 ACVOPFEINFP6000 |(b) Query 1: Reissued:Opened Please verify

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

Buenos Aires (b) (6) pharyngotonsillitis on
27Nov2020. Thank
you.

Dec-22-2020 11:55:04 ACVOPFEINFPE000 |(b) (4), Query 1: Answered data updated

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

Buenos Aires

Dec-22-2020 11:54:46 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNE

Buenos Aires SS

Dec-22-2020 11:38:18 ACVOPFEINFP6000 |(b) Query 1: Opened Please verify and

(UTC-03:00) City of (4), complete page as per

Buenos Aires (b) (6) symptoms reported as
grade 1 and possible
diagnosis as
pharyngotonsillitison
27Nov2020. Thank
you.

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason

Dec-22-2020 15:35:06 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

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

Buenos Aires Respiratory IlIness Diagnosis:

Laryngotonsillitis
Date of Diagnosis:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/27/2020

Form Version: 06-Jul-2020 21:52

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Nov/27/2020

Dec-22-2020 11:54:46 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
3. Toxicity Grade:
Date L ocation User Value Reason
Dec-22-2020 11:54:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
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Header Text: c4591001

Visit on Dec/28/2020

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled

Form Version: 22-Apr-2020 21:04

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospita IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Dec-28-2020 11:05:14 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Dec/28/2020
Buenos Aires
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Dec-28-2020 11:05:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COVID_A1
Buenos Aires
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Dec/28/2020

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-28-2020 11:12:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Dec-28-2020 11:12:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Dec-28-2020 11:13:11 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-28-2020 11:12:56 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Dec-28-2020 11:12:56 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Dec/28/2020
5.a
Date L ocation User Value Reason
Dec-28-2020 11:13:11 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BR797H
Buenos Aires
5.aSample|D
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Dec/28/2020

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Dec-28-2020 11:13:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BR797H
Buenos Aires
5.b
Date L ocation User Value Reason
Dec-28-2020 11:13:21 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample|D: BS2JVC
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Dec-28-2020 11:13:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BS2lvVC
Buenos Aires
5.c
Date L ocation User Value Reason
Dec-28-2020 11:13:28 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BS2VD
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Dec-28-2020 11:13:28 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BS2JvD
Buenos Aires
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 22-Apr-2020 21:05

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason

Sep-10-2020 13:02:29 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Sep/10/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason

Sep-10-2020 13:02:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Status:

Date L ocation User Value Reason

Oct-23-2020 08:01:11 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Deleted Pregnancy updated

(UTC-03:00) City of (6) asAE.

Buenos Aires

Oct-16-2020 09:32:55 ACVOPFEINFPG000 |(b) Query 3: Candidate Status needs to be

(UTC-03:00) City of 4, updated as AE.

Buenos Aires (b) (6)

Oct-11-2020 05:22:07 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Closed Response satisfies

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

Buenos Aires

Oct-09-2020 14:42:37 ACVOPFEINFP6000 |(b) (4), Query 2: Answered data updated

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

Buenos Aires

Oct-08-2020 12:36:42 ACVOPFEINFP6000 |(b) Query 2: Opened DM: The Adverse

(UTC-03:00) City of 4, Event Action Taken

Buenos Aires (b) (6) isDRUG
WITHDRAWN but
reason for treatment
discontinuation is not
reported as
ADVERSE EVENT
or DEATH. Please
review and clarify.
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 22-Apr-2020 21:05

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Sep-10-2020 13:05:04 ACVOPFEINFP6000 |auto query Query 1. Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-10-2020 13:02:29 ACVOPFEINFP6000 | auto query Query 1: Opened Response to " Status®
(UTC-03:00) City of (autoquery) is PREGNANCY but
Buenos Aires "Specify Status' is
Provided.

Sep-10-2020 13:02:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) PREGNANCY
Buenos Aires
4, Specify Status:
Date L ocation User Value Reason
Sep-10-2020 13:05:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-10-2020 13:02:29 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Discontinued
Buenos Aires
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Header Text: c4591001

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
Date L ocation User Value Reason
Sep-14-2020 08:13:11 ACVOPFEINFPG000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
Date L ocation User Value Reason
Oct-09-2020 14:43:51 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: c4591001

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
Date L ocation User Value Reason
Oct-30-2020 16:07:41 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: c4591001

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1241 Site Name: (1241) Hospital Irma Dulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

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

Back to Form

1. Category:

Date L ocation User Value Reason
Sep-14-2020 08:13:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2.AEID:

Date L ocation User Value Reason
Sep-14-2020 08:13:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Nov-04-2020 06:56:41 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies query

(UTC-03:00) City of
Buenos Aires

(b) (6)

Nov-03-2020 14:09:03
(UTC-03:00) City of
Buenos Aires

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

Query 1: Answered

A follow up AEM form was
sent to SDB on
30-Oct-2020.

Nov-03-2020 10:50:44
(UTC-03:00) City of
Buenos Aires

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

Query 1: Opened

SAE
RECON:AER#2020352761,
the term in safety database
was recorded as pregnancy.
Based on the latest EDP
guidance,the term should be
reported as 'EXPOSURE
DURING PREGNANCY".
Please submit afollow up
AEM form to update SDB
term.

Oct-30-2020 18:38:39
(UTC-03:00) City of
Buenos Aires

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

DataEntry:
Exposure during pregnancy

Transcription Error

Oct-30-2020 18:38:23
(UTC-03:00) City of
Buenos Aires

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

Data Entry:
Expose during pregnancy

Transcription Error
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Sep-14-2020 08:13:11 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

4. Start Date Time:

Date L ocation User Value Reason

Oct-06-2020 14:12:54 ACVOPFEINFP6000 | Giselle Query 1: Closed Response satisfies

(UTC-03:00) City of Cadtillo query

Buenos Aires (b) (4)

Oct-06-2020 12:12:05 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Subject did not take

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

Buenos Aires

Oct-02-2020 19:21:04 ACVOPFEINFP6000 | Giselle Query 1: Opened Per case narrative in

(UTC-03:00) City of Cadtillo ultrasound

Buenos Aires (b) (4) gestational age was
6 weeks 2 days by
22Sep2020, and
probable date of
conceptionis

09Aug2020. The
ultrasound isthe

*** Confidential***

more accurate way
to date a pregnancy,
Please update start
date and send aFU
SAE form.
Sep-14-2020 08:13:11 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/10/2020 UNK:UNK
Buenos Aires
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Oct-16-2020 17:48:08 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Oct/14/2020 UNK:UNK
Sep-14-2020 08:13:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

6. Toxicity Grade:

Date L ocation User Value Reason
Sep-14-2020 08:13:24 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason

Nov-14-2020 12:42:34 | ACVOPFEINFP6000 |(b) (4), Query 7: Closed issue considered

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

Buenos Aires

Nov-06-2020 01:14:04 | ACVOPFEINFPG000 |(b) (4), Query 7: Reissued:Candidate SAE RECON: For

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

Buenos Aires

Nov-05-2020 14:20:36 | ACVOPFEINFP6000 |(b) (4), Query 7: Answered According with the

(UTC-03:00) City of (b) (6) monitor guidance the

Buenos Aires event is not considered
as serious criteria.
SAE form was updated
300ct2020.

Nov-05-2020 01:49:43 | ACVOPFEINFP6000 |(b) (4), Query 7: Opened SAE RECON:

(UTC-03:00) City of (b) (6) AER#2020352761,

Buenos Aires Exposure during
pregnancy was
reported as seriousin
Safety database while
recorded as non
seriousin AE CRF.
Since the participant
had aretained
abortion. Please
confirm seriousness
and update
accordingly.

Nov-04-2020 07:00:13 ACVOPFEINFP6000 | auto query Query 6: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Buenos Aires

Nov-04-2020 06:56:51 ACVOPFEINFP6000 | auto query Query 6: Candidate For AE Exposure

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

Buenos Aires Response to "Isthe
adverse event
serious?' is'No' but
"Serious Adverse
Event Number" is
present.

Nov-02-2020 18:42:38 ACVOPFEINFP6000 | Hayley Wyper | Query 5: Closed safety following up for

(UTC-03:00) City of (b) (4) SAE of 'retained

Buenos Aires abortion'

Nov-02-2020 11:45:11 | ACVOPFEINFP6000 |(b) (4), Query 5: Answered According to the

(UTC-03:00) City of (b) (6) monitor instructions,

Buenos Aires the exposure of
pregnancy is not
consider a SAE.

Nov-02-2020 11:06:30 ACVOPFEINFP6000 | auto query Query 4: Deleted Close Auto Query

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

Buenos Aires

Nov-02-2020 08:54:42 | ACVOPFEINFP6000 |Hayley Wyper | Query 5: Opened CLINQUERY: Please

(UTC-03:00) City of (b) (4) review if thisevent

Buenos Aires should be updated to
reflect Serious criteria
met if an abnormal
outcome has occurred
(eg spontaneous
abortion)

Oct-31-2020 11:55:52 ACVOPFEINFP6000 |(b) (4), Query 3: Closed Response satisfies

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

Buenos Aires

Oct-30-2020 18:38:39 ACVOPFEINFP6000 | auto query Query 4: Candidate For AE Exposure

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

Buenos Aires Response to "Isthe
adverse event
serious?' is'No' but
"Serious Adverse
Event Number" is
present.

Oct-30-2020 18:38:23 ACVOPFEINFP6000 | auto query Query 4: Candidate For AE Expose during

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

Buenos Aires to "Is the adverse event
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serious?’ is'No' but
"Serious Adverse
Event Number" is
present.

Oct-30-2020 18:29:20 ACVOPFEINFP6000 | auto query Query 4: Candidate For AE Pregnancy:

(UTC-03:00) City of (autoquery) Response to "Is the

Buenos Aires adverse event
serious?' is'No' but
"Serious Adverse
Event Number" is
present.

Oct-30-2020 18:29:20 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Oct-30-2020 16:00:42 ACVOPFEINFPE000 |(b) (4), Query 3: Answered Pl considered the

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

Buenos Aires medically important
serious event. SAE
form was updated and
sent to
pharmacovigilance on
160ct2020 with
abortion information.

Oct-30-2020 09:11:08 ACVOPFEINFP6000 |(b) (4), Query 3: Opened SAE RECON:

(UTC-03:00) City of (b) (6) AER#2020352761.Per

Buenos Aires Clinical,per protocol
section 8.3.5,
incomplete abortion
meets seriousness
criteria. Please retain
"exposure during
pregnancy"” asthe
non-serious AE and
add Incomplete
abortion event to the
AE log and submit an
SAE form.

Oct-27-2020 10:15:18 ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies

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

Buenos Aires

Oct-26-2020 14:16:21 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error

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

Buenos Aires

Page 238 of 294

*** Confidential***
FDA-CBER-2021-5683-0993710




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

Oct-26-2020 14:16:21 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) YES
Buenos Aires Isthis serious event associated
with congenital anomaly or bir
th defect?
YES
Did this serious event result in
death?
NO
Did this serious event require
or prolong hospitalization?
YES
Did this serious event result in
persistent or significant disabil
ity/incapacity?
NO
Isthis serious event life threat
ening?
NO
Other medically important seri
ous event
YES
Oct-24-2020 14:50:15 ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Opened "Is this serious event
(UTC-03:00) City of (b) (6) associated with
Buenos Aires congenital anomaly or
birth defect?' is
answered as no. Per
previous query, source
reported that criteriaas
yes. Please review and
update as appropriate.
Oct-23-2020 20:11:56 ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-03:00) City of (autoquery)
Buenos Aires
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Oct-23-2020 20:11:56 ACVOPFEINFPG000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires Is this serious event associated
with congenital anomaly or bir
th defect?
NO
Did this serious event result in
death?
NO
Did this serious event require
or prolong hospitalization?
YES
Did this serious event result in
persistent or significant disabil
ity/incapacity?
NO
Isthis serious event life threat
ening?
NO
Other medically important seri
ous event
YES
Oct-22-2020 14:37:09 ACVOPFEINFP6000 |(b) Query 2: Opened According to source
(UTC-03:00) City of (ﬁ)' . document, reporter
Buenos Aires ®®) considered 3
Seriousness criteria:
medically important
serious event,
hospitalization and
congenital anomaly or
birth defect. Please
verify and update, if
applicable. Thank you.
Sep-15-2020 06:57:27 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Page 240 of 294

*** Confidential***
FDA-CBER-2021-5683-0993712




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Sep-14-2020 08:13:11
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Candidate

For AE Pregnancy:
Response to "Isthe
adverse event
serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Sep-14-2020 08:13:11
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
YES

Is this serious event associated
with congenital anomaly or bir
th defect?

NO

Did this serious event result in
death?

NO

Did this serious event require
or prolong hospitalization?

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

NO

Isthis serious event life threat
ening?

NO

Other medically important seri
ous event

YES

Initial Entry

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

Date

L ocation

User

Value

Reason

Sep-14-2020 08:13:11
(UTC-03:00) City of

ACVOPFEINFP6000

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

Data Entry:

NO

Initial Entry
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Buenos Aires (b) (4), (b) (6)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-14-2020 08:13:11 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatment(
s), thisevent is due to:
OTHER
If Other, specify:
Pregnancy

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-16-2020 08:48:39 ACVOPFEINFP6000 | Hayley Wyper | Query 2: Closed Response satisfies
(UTC-03:00) City of (b) (4) query
Buenos Aires
Oct-15-2020 17:11:06 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-15-2020 17:11:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) DRUG WITHDRAWN
Buenos Aires
Oct-13-2020 08:20:19 ACVOPFEINFP6000 | Hayley Wyper | Query 2: Opened CLINQUERY:
(UTC-03:00) City of (b) (4) Please review entry:
Buenos Aires EQT tab reports end

of treatment due to

pregnancy; no

Vaccination 2

administered
Oct-09-2020 14:42:22 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) NOT APPLICABLE
Buenos Aires
Sep-16-2020 05:59:18 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
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Date L ocation User Value Reason

Sep-15-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Origina valueis

11:20:02 Answere | correct

(UTC-03:00) d

City of

Buenos Aires

Sep-15-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: | DMW4691768;The

02:33:24 (b) (4) Opened | Latest Action to

(UTC-03:00) Study Treatment is

City of DRUG

Buenos Aires WITHDRAWN,
but the Disposition-
Treatment Form
Status is not
DEATH OR
ADVERSE
EVENT. Please
review and update
as appropriate.

Sep-14-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) DataEnt | Initia Entry

08:13:11 ry:

(UTC-03:00) DRUG

City of WITHD

Buenos Aires RAWN

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Oct-30-2020 18:29:43 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Oct-24-2020 14:47:43 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Buenos Aires

Oct-23-2020 20:12:27 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

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

Buenos Aires

Oct-23-2020 20:12:27 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) YES
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b) (4), (b) (6
Buenos Aires (b) (). () (6)
Oct-22-2020 14:40:25 ACVOPFEINFP6000 |(b) Query 1: Opened According to source
(UTC-03:00) City of g o document, patient
Buenos Aires (®) (6) received dipyrone
and ferrous sulfate
aswell aslV
anesthesia. Please
verify and update, if
applicable. Tks.
Sep-14-2020 08:13:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Sep-14-2020 08:13:11 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Oct-21-2020 07:14:41 | ACVOPFEINFPG000 |(b) (4), Query 3: Closed SDB data updated
(UTC-03:00) City of (b) (6)
Buenos Aires
Oct-21-2020 02:29:26 | ACVOPFEINFPG000 |(b) (4), Query 3: Reissued:Candid | SAE recon: pending SDB
(UTC-03:00) City of (b) (6) ate update
Buenos Aires
Oct-20-2020 13:20:19 | ACVOPFEINFP6000 |(b) (4), Query 3: Answered Outcomeis resolved. SAE
(UTC-03:00) City of (b) (6) FUP form was sent to safety
Buenos Aires on 160ct2020.
Oct-17-2020 10:35:52 | ACVOPFEINFPG000 |(b) (4), Query 3: Opened SAE
(UTC-03:00) City of (b) (6) RECON:AER#2020352761
Buenos Aires ,outcome was updated to
RECOVERED/RESOLVED
in AE CRF however, retained
as NOT RECOVERED/NOT
RESOLVED on SDB. Please
confirm correct outcome. If
safety update is required,
please submit a follow-up
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form.

Oct-16-2020 17:48:49 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires

Oct-16-2020 17:48:49 | ACVOPFEINFPG000 |(b) (4), Data Entry: New Information

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

Buenos Aires D

Oct-16-2020 17:48:08 | ACVOPFEINFPG000 | auto query Query 2: Opened For AE Pregnancy: Response

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

Buenos Aires this adverse event?" is'Not
Recovered/Not Resolved' but
AE End Date/Timeis present.

Sep-16-2020 10:00:14 | ACVOPFEINFPG000 |(b) (4), Query 1: Closed | ssue resolved

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

Buenos Aires

Sep-15-2020 11:20:26 | ACVOPFEINFPG000 | auto query Query 1: Answered Transcription Error

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

Buenos Aires

Sep-15-2020 11:20:26 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) NOT RECOVERED/NOT

Buenos Aires RESOLVED

Sep-15-2020 07:00:57 | ACVOPFEINFPG000 |(b) (4), Query 1: Opened SAE

(UTC-03:00) City of (b) (6) RECON:AER#2020352761

Buenos Aires ,outcome was reported as
NOT RECOVERED/NOT
RESOLVED to Safety DB
however, recorded as
RECOVERING/RESOLVING
on AE CRF. Please confirm
correct outcome. If safety
updateis required, please
submit a follow-up form.

Sep-14-2020 08:13:11 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires ING

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

Date L ocation User Value Reason

Sep-14-2020 08:13:11 ACVOPFEINFPG000 |(b) (4), DataEntry: Initial Entry

(UTC-03:00) City of (b) (6) NO
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, (b) (4), (b) (6)
Buenos Aires
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Nov-04-2020 07:00:13 ACVOPFEINFP6000 |(b) (4), Data Entry: event not serious
(UTC-03:00) City of (b) (6)
Buenos Aires
Nov-04-2020 06:56:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2020352761
Buenos Aires
Nov-02-2020 11:06:30 ACVOPFEINFPG000 |(b) (4), Data Entry: downgraded to non
(UTC-03:00) City of (b) (6) serious
Buenos Aires
Sep-15-2020 06:57:27 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2020352761
Buenos Aires
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1. Category:
Date L ocation User Value Reason
Oct-09-2020 14:43:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT
Buenos Aires
2. AEID:
Date L ocation User Value Reason
Oct-09-2020 14:43:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |2
Buenos Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Oct-09-2020 14:43:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Vaginal bleeding
Buenos Aires
4. Start Date Time:
Date L ocation User Value Reason
Oct-09-2020 14:43:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/5/2020 UNK:UNK
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-04-2020 05:43:37 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
Nov-03-2020 14:06:33 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-03-2020 14:06:33 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:

Page 247 of 294

FDA-CBER-2021-5683-0993719




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Oct/14/2020 UNK:UNK

Nov-03-2020 12:28:43 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened CLINQUERY: AE

(UTC-03:00) City of (6) "vaginal bleeding"

Buenos Aires was reported on Oct
05: Pleasereview if
event remains
ongoing. Else, report
end date and update
event outcome
status. Thank you

Oct-09-2020 14:43:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

6. Toxicity Grade:

Date L ocation User Value Reason

Oct-09-2020 14:43:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) 1

Buenos Aires

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Oct-09-2020 14:43:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
8. Isthis adverse event theresult of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Oct-09-2020 14:43:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
9. Isthis event related to study treatment:
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Date L ocation User Value Reason
Nov-03-2020 15:11:17 ACVOPFEINFP6000 |(b) (4), DataEntry: Transcription Error
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatmen
t(s), this event is due to:
OTHER
If Other, specify:
threat of abortion
Oct-09-2020 14:43:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatmen
t(s), thisevent is due to:
OTHER
If Other, specify:
Pregnacy
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-09-2020 14:43:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT APPLICABLE
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-09-2020 14:43:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-09-2020 14:43:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
13. What was the outcome of this adverse event?:
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Site No: 1241
Subject No: 12411279
Generated By: (b) (4)
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Form Status: Data Complete, Locked, Frozen, Not Complete
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason

Nov-03-2020 14:07:52 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Nov-03-2020 14:07:52 | ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Nov-03-2020 14:06:33 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE Vagina

(UTC-03:00) City of (autoquery) bleeding: Response to

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

Oct-09-2020 14:43:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

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

Date L ocation User Value Reason

Oct-09-2020 14:43:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires
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Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Category:

Date L ocation User Value Reason
Oct-30-2020 16:07:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2.AEID:

Date L ocation User Value Reason
Oct-30-2020 16:07:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |3

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value |Reason
Nov-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | SDB term updated
13:36:30 2: Clo

(UTC-03:00) sed

City of

Buenos Aires

Nov-06-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Pending SDB update
08:21:12 2: Rel

(UTC-03:00) ssued:

City of Candi

Buenos Aires date

Nov-05-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | confirm that a

04:37:54
(UTC-03:00)
City of
Buenos Aires

14:21:25 2: An |follow up AEM form
(UTC-03:00) swere | was submitted to
City of d update term in SDB.
Buenos Aires

Nov-05-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | SAE RECON:

2: Op | AER#2020362930,the
ened | term was updated to
'RETAINED
PRODUCTS
'Retained abortion'
while retained as
'Retained abortion' in
Safety database.
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Please confirm if a
follow up AEM form
was submitted to
update term in SDB.
Nov-04-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy has been
20:35:19 (b) (4) 1: Clo | closed.
(UTC-03:00) sed
City of
Buenos Aires
Nov-04-2020 | ACVOPFEINFP6000 auto query (autoquery) | Query | Transcription Error
15:54:53 1: An
(UTC-03:00) swere
City of d
Buenos Aires
Nov-04-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Transcription Error
15:54:53 Entr
(UTC-03:00) :
City of RETA
Buenos Aires INED
PRO
DUC
TSO
FCO
NCEP
TION
Nov-04-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Please update the
15:28:40 (6) 1:Rei |term to specify the
(UTC-03:00) ssued: | adverse event being
City of Opene | reported. Areyou
Buenos Aires d reporting
ABORTION
INCOMPLETE?
ABORTION
COMPLICATED?
ABORTION
INCOMPLETE
COMPLICATED?
RETAINED
PRODUCTS OF
CONCEPTION?
Other? Please update
the verbatim term to
clarify.
Nov-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Original valueis
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14:58:29 (b) (4), (b) (6) |1:An |comect
(UTC-03:00) swere
City of d
Buenos Aires
Oct-31-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Clarify RETAINED
08:55:21 (b) (4) 1:Op |ABORTION as
(UTC-03:00) ened |follows...Areyou
City of reporting
Buenos Aires ABORTION
INCOMPLETE?
ABORTION
COMPLICATED?
ABORTION
INCOMPLETE
COMPLICATED?
RETAINED
PRODUCTS OF
CONCEPTION?
Other? Please update
the verbatim term to
clarify. Thank you.
Oct-30-2020 | ACVOPFEINFPGE000 (b) (4), (b) (6) Data | Initial Entry
16:07:41 Entr
(UTC-03:00) I
City of RETA
Buenos Aires INED
ABO
RTIO
N
4, Start Date Time:
Date L ocation User Value Reason
Nov-11-2020 08:55:48 ACVOPFEINFP6000 |(b) (4), Query 1: Closed onset date updated in
(UTC-03:00) City of (b) (6) SDB
Buenos Aires
Nov-05-2020 04:33:45 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Candidate For PSSR review
(UTC-03:00) City of (b) (6)
Buenos Aires
Nov-04-2020 11:08:21 | ACVOPFEINFPG000 |(b) (4), Query 1: Answered 10sep2020 was
(UTC-03:00) City of (b) (6) reported the
Buenos Aires pregnancy. the
retained abortion
occurred in
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140ct2020.

Nov-04-2020 07:02:05 ACVOPFEINFPG000 |(b) (4), Query 1: Opened SAE RECON:

(UTC-03:00) City of (b) (6) AER#2020352761

Buenos Aires ,onset date was
reported as
10Sep2020 in Safety
database however,
recorded as
140ct2020 on AE
CRF. Please confirm
correct Onset Date. If
safety updateis
required, please
submit afollow-up
SAE form.

Oct-30-2020 16:07:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Oct/14/2020 UNK:UNK

Buenos Aires

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Oct-30-2020 16:07:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires End Date Time:

Oct/14/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason

Oct-30-2020 16:07:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) 3

Buenos Aires

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

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

Date L ocation User Value Reason
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Nov-04-2020 07:00:59 | ACVOPFEINFPG000 |(b) (4), Query 3: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Nov-03-2020 13:50:51 | ACVOPFEINFP6000 |(b) (4), Query 3: Answered The follow up form
(UTC-03:00) City of (b) (6) was sent on
Buenos Aires 30-Oct-2020.
Nov-02-2020 12:14:17 ACVOPFEINFPG000 |(b) (4), Query 3: Opened SAE RECON:
(UTC-03:00) City of (b) (6) AER#2020352761
Buenos Aires Pregnancy was
recorded in SDB
however, RETAINED
ABORTION was not
recorded in Safety
database. A follow up
AEM form isrequired
to add RETAINED
ABORTION asthe
SAE. Please confirm
and submit the ffup
form as appropriate.
Nov-02-2020 12:04:23 | ACVOPFEINFP6000 |(b) (4), Query 1: Deleted Query can be
(UTC-03:00) City of (b) (6) addressed internally
Buenos Aires
Oct-30-2020 16:08:20 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-30-2020 16:08:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) YES
Buenos Aires Isthis serious event associated
with congenital anomaly or birt
h defect?
NO
Did this serious event result in
death?
NO
Did this serious event require o
r prolong hospitalization?
YES
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Did this serious event result in
persistent or significant disabili
ty/incapacity?
NO
Isthis serious event life threate
ning?
NO
Other medically important seri
ous event
YES
Oct-30-2020 16:07:41 ACVOPFEINFP6000 | auto query Query 2: Opened Isthis adverse event
(UTC-03:00) City of (autoquery) serious? isreported
Buenos Aires ‘Yes, but at least one
seriousness criteriais
missing. Please
review and update as
appropriate.
Oct-30-2020 16:07:41 ACVOPFEINFP6000 | auto query Query 1. Candidate For AE RETAINED
(UTC-03:00) City of (autoquery) ABORTION:
Buenos Aires Response to "Is the
adverse event
serious?’ is'Yes but
"Serious Adverse
Event Number" is
blank.
Oct-30-2020 16:07:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Isthis serious event associated
with congenital anomaly or birt
h defect?
NO
Did this serious event result in
death?
NO
Did this serious event require o
r prolong hospitalization?
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Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

YES
Other medically important seri
ous event
YES
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Oct-30-2020 16:07:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-04-2020 15:16:09 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Nov-04-2020 11:07:15 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-04-2020 11:07:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatmen
t(s), this event is due to:
OTHER
If Other, specify:
Vaginal bleeding
Nov-03-2020 16:41:09 ACVOPFEINFP6000 |(b) (4), Query 2: Opened According to the
(UTC-03:00) City of (b) (6) patient chart,
Buenos Aires etiology of this event
needs to be clarified,
please review patient
chart and correct, if
necessary.
Nov-03-2020 14:57:43 ACVOPFEINFPE000 | Hayley Wyper | Query 1: Closed Response satisfies
(UTC-03:00) City of (b) 4 query
Buenos Aires
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Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Nov-03-2020 13:49:05 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-03-2020 13:49:05 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatmen
t(s), thisevent is dueto:
OTHER
If Other, specify:
pregnancy

Nov-02-2020 08:48:49 ACVOPFEINFP6000 | Hayley Wyper | Query 1: Opened CLINQUERY:
(UTC-03:00) City of (b) (4) Please review this
Buenos Aires entry for the etiology

of 'Retained

Abortion’ - should

pregnancy not be

captured?
Oct-30-2020 16:07:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatmen

t(s), this event is dueto:
OTHER
If Other, specify:
vaginal bleeding
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-10-2020 10:07:43 | ACVOPFEINFP6000 |(b) (4), Query 3: Closed Acceptable discrepancy per
(UTC-03:00) City of (b) (6) Clinical review
Buenos Aires
Nov-07-2020 13:15:51 | ACVOPFEINFP6000 |(b) (4), Query 3: Reissued:Candidate | SAE RECON: For Clinical
(UTC-03:00) City of (b) (6) review
Buenos Aires
Nov-06-2020 15:48:39 | ACVOPFEINFP6000 |(b) (4), Query 3: Answered no action taken. please
(UTC-03:00) City of (b) (6) consider data as inserted.
Buenos Aires
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Nov-06-2020 01:16:05 | ACVOPFEINFP6000 |(b) (4), Query 3: Reissued: Opened SAE RECON 1: The action

(UTC-03:00) City of (b) (6) taken in AE CRF was

Buenos Aires recorded as not Applicable.
Please confirm if this
should be updated to
DRUG WITHDRAWN per
previous query response.

Nov-05-2020 14:24:28 | ACVOPFEINFP6000 |(b) (4), Query 3: Answered the study treatment was

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

Buenos Aires due to AE exposury to
pregnancy.

Nov-05-2020 04:32:22 | ACVOPFEINFP6000 |(b) (4), Query 3: Opened SAE

(UTC-03:00) City of (b) (6) RECON:AER#2020352761

Buenos Aires ,action taken was reported
asNOT APPLICABLE in
AE CRF while
PERMANENTLY
WITHDRAWN in Safety
database. Please confirm. If
safety update is required,
please submit afollow up
form

Nov-05-2020 04:30:16 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed new query issued. to

(UTC-03:00) City of (b) (6) indicate correct AER and

Buenos Aires term

Nov-04-2020 11:00:11 | ACVOPFEINFPE000 |(b) (4), Query 2: Answered AER isnot for this patient

(UTC-03:00) City of (b) (6) and it is no pulmonary

Buenos Aires embolism. please verify.

Nov-04-2020 07:03:33 | ACVOPFEINFP6000 |(b) (4), Query 2: Opened SAE

(UTC-03:00) City of (b) (6) RECON:AER#2020373624

Buenos Aires ,action taken was reported
asNOT APPLICABLE in
AE CRF while
PERMANENTLY
WITHDRAWN in Safety
database.Please confirm. If
safety update is required,
please submit afollow up
form

Nov-02-2020 12:08:08 | ACVOPFEINFP6000 | Hayley Wyper | Query 1: Closed Response satisfies query

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

Buenos Aires

Nov-02-2020 11:46:55 | ACVOPFEINFPG6000 | auto query Query 1: Answered Transcription Error
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(UTC-03:00) City of
Buenos Aires

| (autoquery)
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Back to Form

10. Latest Action Taken with Study Treatment:

*** Confidential***

Date L ocation User Value Reason

Nov-02-2020 11:46:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) NOT APPLICABLE

Buenos Aires

Nov-02-2020 08:56:27 ACVOPFEINFP6000 | Hayley Wyper | Query 1: Opened CLINQUERY:

(UTC-03:00) City of (b) (4) Please review entry -

Buenos Aires Drug Withdrawn
was already reported
due to the pregnancy

Oct-30-2020 16:07:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initia Entry

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

Buenos Aires

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Oct-30-2020 16:07:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Oct-30-2020 16:07:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

13. What was the outcome of this adver se event?:

Date L ocation User Value Reason

Oct-30-2020 16:07:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

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

Date L ocation User Value Reason

Oct-30-2020 16:07:41 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

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

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Nov-04-2020 07:00:32 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(b) (6) 2020352761
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1. Category:
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT
Buenos Aires
2.AEID:
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |4
Buenos Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Myalgia
Buenos Aires
4. Start Date Time:
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFPG0O00 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/16/2021 20:00
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Feb/19/2021 UNK:UNK

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

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Mar-09-2021 09:22:13
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
1

Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RELATED
Buenos Aires
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT APPLICABLE
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED
Buenos Aires
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-09-2021 09:22:13 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

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

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Category:
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT
Buenos Aires
2.AEID:
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |5
Buenos Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Chills
Buenos Aires
4, Start Date Time:
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFPG0O00 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/16/2021 20:00
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Feb/19/2021 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Mar-09-2021 09:23:01
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4),

(b) (6)

Data Entry:
1

Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

*** Confidential***

Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RELATED
Buenos Aires
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT APPLICABLE
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED
Buenos Aires
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-09-2021 09:23:01 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

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, Frozen
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0993741

1. Category:
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT
Buenos Aires
2. AE ID:
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |6
Buenos Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Injection site pain
Buenos Aires
4, Start Date Time:
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFPG0O00 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/16/2021 20:00
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Feb/19/2021 UNK:UNK

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

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Mar-09-2021 09:23:52
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
1

Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RELATED
Buenos Aires
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT APPLICABLE
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED
Buenos Aires
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Mar-09-2021 09:23:52 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospita IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-16-2021 12:42:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Jan/29/2021
Buenos Aires
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Header Text: c4591001

eligible per local/national recom
mendations and confirmed to ha
ve received only placebo at Vacc
ination 1/2

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
Unscheduled History
Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen
Site No: 1241 Site Name: (1241) Hospital IrmaDulce
Subject No: 12411279 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 19:09
Back to Form
1. Select appropriate response - | s participant willing to return for Vaccination 3?
Date L ocation User Value Reason
Feb-16-2021 12:42:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Participant is willing to return for V
Buenos Aires accination 3
Participant is:

*** Confidential***
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Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-16-2021 12:41:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Jan/29/2021

Buenos Aires

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-16-2021 12:41:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(b) (6)

ASSESSELIGIBILITY FOR ADD
ITIONAL VACCINATION
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Header Text: 4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

*** Confidential***

1. Date of Visit
Date L ocation User Value Reason
Feb-16-2021 12:42:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/16/2021
Buenos Aires
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Consent Was.
Date L ocation User Value Reason
Feb-16-2021 20:10:01 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Feb-16-2021 12:48:16 ACVOPFEINFPE000 |(b) (4), Query 1: Answered Original valueis
(UTC-03:00) City of (b) (6) correct
Buenos Aires
Feb-16-2021 12:43:08 ACVOPFEINFP6000 | auto query Query 1: Opened Date Informed
(UTC-03:00) City of (autoquery) Consent Obtained is
Buenos Aires not the same as the
Date of Visit. Please
correct as necessary.
Feb-16-2021 12:43:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OBTAINED
Buenos Aires Date Written Consent Obtained
Feb/11/2021
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Header Text: c4591001
Visit: V101 VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -

eCRF Audit Trail History

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Form Version: 10-Dec-2020 02:31

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Completion/Discontinuation/Death :
Date L ocation User Value Reason
Feb-16-2021 12:43:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/16/2021
Buenos Aires
2. Phase of Disposition:
Date L ocation User Value Reason
Feb-16-2021 12:43:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | REPEAT SCREENING 1
Buenos Aires
3. Status:
Date L ocation User Value Reason
Feb-16-2021 12:43:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COMPLETED
Buenos Aires
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 14-Jan-2021 02:21

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Feb-16-2021 12:44:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALYSIS
Buenos Aires
2. Lab Sub-Pandl:
Date L ocation User Value Reason
Feb-16-2021 12:44:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | PREGNANCY
Buenos Aires
3. Collection Date:
Date L ocation User Value Reason
Feb-16-2021 12:44:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/16/2021
Buenos Aires
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Feb-16-2021 12:44:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | STUDY SITE
Buenos Aires
5. Specimen Type:
Date L ocation User Value Reason
Feb-16-2021 12:44:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
Buenos Aires
6.a
Date L ocation User Value Reason
Feb-16-2021 12:44:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 113

Page 278 of 294

*** Confidential***

FDA-CBER-2021-5683-0993750




090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Visit: V101_VAX3

SiteNo: 1241

Header Text: c4591001

Subject No: 12411279
Generated By: (b) (4)

Form Version: 14-Jan-2021 02:21

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

Buenos Aires d I dentifier:

Test:: Choriogonadotrop

inBeta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Feb-16-2021 12:44:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Feb-16-2021 12:44:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Choriogonadotropin Beta PX113
Buenos Aires
6.a Result:
Date L ocation User Value Reason
Feb-16-2021 12:44:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEGATIVE
Buenos Aires
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin
Date L ocation User Value Reason
Feb-16-2021 12:46:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Feb-16-2021 12:46:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Feb-16-2021 12:46:24 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-16-2021 12:46:08 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Feb-16-2021 12:46:08 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Feb/16/2021
5.a
Date L ocation User Value Reason
Feb-16-2021 12:46:24 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BRKF3D
Buenos Aires
5.aSample|D
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Feb-16-2021 12:46:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRKF3D
Buenos Aires
5.b
Date L ocation User Value Reason
Feb-16-2021 12:46:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BS2Y73
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Feb-16-2021 12:46:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BS2Y73
Buenos Aires
5.c
Date L ocation User Value Reason
Feb-16-2021 12:46:45 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BS2Y74
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Feb-16-2021 12:46:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BS2Y74
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin
Date L ocation User Value Reason
Feb-16-2021 12:45:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Feb-16-2021 12:45:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Feb-16-2021 12:45:52 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-16-2021 12:45:39 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Feb-16-2021 12:45:39 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Feb/16/2021
5.a
Date L ocation User Value Reason
Feb-16-2021 12:45:52 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BRKF65
Buenos Aires
5.aSample|D
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

*** Confidential***

Date L ocation User Value Reason
Feb-16-2021 12:45:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRKF65
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2. Treatment Name
Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BNT162b2
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION
Buenos Aires
4, Dose Date Time:
Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/16/2021 11:46
Buenos Aires
5. Anatomical Location:
Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
6. Body Side:
Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) LEFT
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

7. Route:

Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

8. Actual Dose:

Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30.0

Buenos Aires

9. Unit:

Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |ug

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES

Buenos Aires

administration?

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

*** Confidential***
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Date L ocation User Value Reason
Feb-16-2021 12:45:17 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: 4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1241

Subject No: 12411279

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-09-2021 09:20:23 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/9/2021
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V102_VAX4

Form Version: 14-Jan-2021 02:21

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Mar-09-2021 09:20:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALYSIS
Buenos Aires
2. Lab Sub-Panel:
Date L ocation User Value Reason
Mar-09-2021 09:20:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | PREGNANCY
Buenos Aires
3. Collection Date:
Date L ocation User Value Reason
Mar-09-2021 09:20:34 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/9/2021
Buenos Aires
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Mar-09-2021 09:20:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | STUDY SITE
Buenos Aires
5. Specimen Type:
Date L ocation User Value Reason
Mar-09-2021 09:20:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
Buenos Aires
6.a
Date L ocation User Value Reason
Mar-09-2021 09:20:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Define 113
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V102_VAX4

Form Version: 14-Jan-2021 02:21

SiteNo: 1241

Subject No: 12411279
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Buenos Aires d Identifier:

Test:: Choriogonadotrop

in Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Mar-09-2021 09:20:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Mar-09-2021 09:20:34 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Choriogonadotropin Beta PX113
Buenos Aires
6.a Result:
Date L ocation User Value Reason
Mar-09-2021 09:20:34 ACVOPFEINFPGO00 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEGATIVE
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-09-2021 10:31:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-09-2021 10:31:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Mar-09-2021 10:32:11 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-09-2021 10:31:58 ACVOPFEINFP6000 |autoquery | Query 1: Candidate '‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Mar-09-2021 10:31:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Mar/9/2021
5.a
Date L ocation User Value Reason
Mar-09-2021 10:32:11 ACVOPFEINFPG0O00 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample|D: BRCFLC
Buenos Aires
5.aSample|D
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Date L ocation User Value Reason
Mar-09-2021 10:32:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRCFLC
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

SiteNo: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1241) Hospital IrmaDulce

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2. Treatment Name
Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BNT162b2
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION
Buenos Aires
4, Dose Date Time:
Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/9/2021 08:33
Buenos Aires
5. Anatomical Location:
Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
6. Body Side:
Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) LEFT
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

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

Site Name: (1241) Hospital Irma Dulce
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 19:09

7. Route:

Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

8. Actual Dose:

Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30.0

Buenos Aires

9. Unit:

Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |ug

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES

Buenos Aires

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

administration?

Date L ocation User Value Reason
Mar-09-2021 09:21:02 ACVOPFEINFPGO00 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1241

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1241) Hospital Irma Dulce

090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Subject No: 12411279
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Subject Status
Date L ocation User Value Reason
Sep-10-2020 13:02:29 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DISCONTINUED
Buenos Aires
Aug-19-2020 13:45:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ENROLLED/RANDOMIZED
Buenos Aires
Aug-19-2020 13:41:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENED
Buenos Aires
2. Subject Status Date
Date L ocation User Value Reason
Sep-10-2020 13:02:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sep/10/2020
Buenos Aires
Aug-19-2020 13:45:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/19/2020
Buenos Aires
Aug-19-2020 13:41:19 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/19/2020
Buenos Aires
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090177e196ae3f38\Final\Final On: 01-Apr-2021 05:12 (GMT)

Header Text: c4591001

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

Site No: 1241
Subject No: 12411279
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1241) Hospital Irma Dulce

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 19:09

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-22-2020 23:32:43 ACVOPFEINFP6000 | Edson Data Entry: Initial Entry
(UTC-03:00) City of Moreira Click Here to Enable
Buenos Aires (b) (4)
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