090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: 4591001

Visit: COHORT_SELECTION
Form Version: 10-Oct-2020 16:01
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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 - 06 OCT 2020
Protocol version
2. | Select appropriate response - What STAGE 3 COHORTS
cohort does the subject belong to?
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FDA-CBER-2021-5683-0973787




090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Informed Consent

1. | Consent Was.

OBTAINED

Date Written Consent Obtained
Oct/20/2020

Page 2 of 181

*** Confidential***
FDA-CBER-2021-5683-0973788
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: DEMOGRAPHY

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [11011115]
2. |Birth Date: (b) (6) /1989
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): WHITE
6. | Racial Designation:
Page 3 of 181
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/20/2020
2. | Erroneous Visit
Page 4 of 181

*** Confidential***
FDA-CBER-2021-5683-0973790
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Site

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 10-Oct-2020 16:00

No: 1101

Subject No: 11011115
Gener ated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Form Comments

Inclusion Criteria Not Met

*** Confidential***

1 Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 181
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 15-Sep-2020 21:52
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Oct/20/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 181

*** Confidential***
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1_L
Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Medical History Details

la

Line/MH Number:

(1]

*** Confidential***

Disease/Syndrome/Surgery [high cholesterol]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES

LD || Line/MH Number: 2]
Disease/Syndrome/Surgery [type two diabetes mellitus]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES

1¢ || Line/MH Number: [3]
Disease/Syndrome/Surgery [lumbar bulging disc]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES

1d 1| Line/MH Number: [4]
Disease/Syndrome/Surgery [thoracic bulging disc]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES

1€ || Line/MH Number: [5]
Disease/Syndrome/Surgery [anxiety]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES

Page 7 of 181
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

17 || Line/MH Number: [6]
Disease/Syndrome/Surgery [depression]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2016
Ongoing: YES
19| Line/MH Number: (7]

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

[pepperoni alergy]

Start Date: UNK/UNK/1989
Ongoing: YES
Page 8 of 181

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 15-Sep-2020 21:57
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: HIV STATUS

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

HIV Status

1

Select appropriate response - What is
the subject HIV status?

The subject isNOT known to be HIV POSITIVE

*** Confidential***

Page 9 of 181

FDA-CBER-2021-5683-0973795




Header Text: c4591001

Visit: V1_DAY1 VAX1_L Form: VITAL SIGNS- BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified
Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vital Signs

1. | Date Oct/20/2020
2. | Weight: [88.65]

3. | Unit: kg

4. | Height: [164.75]

5. [ Unit: cm

6. | Body Mass Index: [32.7]

Vital Signs Details

7.a

090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Record |dentifier: 1

Temperature: [97.8]

Unit: F

Temperature Location: ORAL CAVITY
Page 10 of 181

*** Confidential***
FDA-CBER-2021-5683-0973796
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Lab Urinalysis

1. | Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Oct/20/2020

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 181

FDA-CBER-2021-5683-0973797
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: RANDOMIZATION

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Disposition
1. | Randomization Date : Oct/20/2020
2. | Randomization Number: [110270]
3. | Randomization Group: []
Page 12 of 181

*** Confidential***
FDA-CBER-2021-5683-0973798
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/20/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BPT6PH]
5b || sampleID [BPT6PJ]
5 || sample 1D [BPT6PK]
5d || sampleID [BRTNWW]
Page 13 of 181

*** Confidential***

FDA-CBER-2021-5683-0973799
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/20/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BPT6NS]
Page 14 of 181

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:04
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: VACCINATION

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Oct/20/2020 15:30
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 181
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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 181

*** Confidential***
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Header Text: 4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Nov/12/2020
2. | Erroneous Visit
Page 17 of 181
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 16:01
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vital Signs
1. |Date Nov/12/2020
Vital Signs Details
2| | Record Identifier: 1
Temperature: [97.4]
Unit: F
Temperature Location: ORAL CAVITY
Page 18 of 181

*** Confidential***
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 10-Oct-2020 15:58
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Lab Urinalysis

1. | Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Nov/12/2020

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 19 of 181
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/12/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BM5JD)]
Page 20 of 181

*** Confidential***
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: VACCINATION

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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: Nov/12/2020 09:50
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 21 of 181

FDA-CBER-2021-5683-0973807




090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: 4591001

Visit: V3_ MONTH1 POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Dec/10/2020
2. | Erroneous Visit
Page 22 of 181

*** Confidential***
FDA-CBER-2021-5683-0973808
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Header Text: c4591001

Visit: V3_MONTH1 _POSTVAX2_L
Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:

Dec/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.
Sa|| sample D [BS83DK]
5b || sampleID [BGHDA4S]
5 || sample 1D [BGHDA47]
5d || sampleID [BGHDA46]
Page 23 of 181
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Header Text: 4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

Page 24 of 181

*** Confidential***
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

—

]

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: 4591001

Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

Page 26 of 181

*** Confidential***
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Header Text: c4591001

Visit: V5_MONTH12_ L

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

—

]

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: 4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

Page 28 of 181

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

—

]

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL - New Unscheduled

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

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

COVID-19 Illness Visit

3.

COVID-19 llIness Visit:

Page 30 of 181
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Header Text: c4591001

Visit

Form Version: 20-Feb-2021 02:17
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Visit: POT_COVID_ILL - New Unscheduled

Form: SSIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Signs and Symptoms

1. | Date of Assessment:

1

2. | Date of First Symptom Started:

1

3. | Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text:

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL - New Unscheduled

Visit

Form Version: 22-Apr-2020 21:03
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

—
[a—

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: c4591001
Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 22-Apr-2020 21:03
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

—
[a—

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 20-Feb-2021 02:19

Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Health Care Utilization

1 Physician or Healthcare

Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. | Other Type of Practitioner Specify: [[]

Health Care Utilization

3. | Hasthe subject been hospitalized
due to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 06-Jul-2020 21:52

SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ILLNESS DETAILS

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

IlIness Details

1. | Category of Clinical Event:

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

3. | Toxicity Grade:

*** Confidential***
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Header Text: c4591001

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

Visit

Form Version: 22-Apr-2020 21:04
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 llIness Visit:
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Header Text: c4591001

Visit

Form Version: 22-Apr-2020 21:03
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Visit: POT_COVID_CONVA - New Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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:

—
[a—

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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Header Text: c4591001

Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

—

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***

Page 39 of 181

FDA-CBER-2021-5683-0973825




090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1101
Subject No: 11011115
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

# Category AE !dentlf Adverse Event Start Date Isthe Adversg Event Still | Form Instanc
ier Ongoing e
1. |ADVERSEEV |1 sinus congestion Oct/21/2020 UNK: [NO Repeating
ENT UNK End Date Time: Pages
Oct/23/2020 UNK:UNK
2.|ADVERSEEV |2 headache Oct/21/2020 UNK: [ NO Repeating
ENT UNK End Date Time: Pages
Oct/23/2020 UNK:UNK
3. |ADVERSEEV |3 genital herpes Nov/9/2020 UNK: |YES Repeating
ENT UNK Pages
4, | ADVERSEEV |4 infection of coxsacki | Dec/6/2020 UNK: | NO Repeating
ENT evirus UNK End Date Time: Pages
Dec/15/2020 11:58
5. |ADVERSEEV |5 exposure during preg | Dec/19/2020 UNK: | YES Repeating
ENT nancy UNK Pages
6. | ADVERSEEV |6 spontaneous abortion | Feb/20/2021 UNK: | NO Repeating
ENT UNK End Date Time: Pages
Feb/20/2021 UNK:UNK
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen
Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [sinus congestion]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time; Oct/21/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/23/2020 UNK:UNK
6. | Toxicity Grade: 1
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverseeventtheresultofa | NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthisevent related to study RELATED
treatment:
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

13.

What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

SiteNo: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

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

(If possible specify diagnosis, not
individual symptoms)

4, | Start Date Time: Oct/21/2020 UNK:UNK

5. | Isthe adverse event still ongoing? NO

End Date Time:
Oct/23/2020 UNK:UNK

6. | Toxicity Grade: 1

7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFHIZER
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. | Isthisadverseevent theresultof a | NO
study Medication Error?

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

9. | Isthisevent related to study RELATED
treatment:

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

11. | Was a Concomitant Medication YES
given?

12. | Was aNon-Drug Treatment given? | NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

13.

What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete
SiteNo: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [genital herpes]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/9/2020 UNK:UNK
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
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;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. |Isthisadverseevent 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:
[genital sexually transmitted disease not related to |P]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

12.

Was aNon-Drug Treatment given?

NO

13.

What was the outcome of this
adverse event?:

NOT RECOVERED/NOT RESOLVED

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
SiteNo: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [infection of coxsackievirus]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Dec/6/2020 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Dec/15/2020 11:58
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverseeventtheresultofa | 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:
[other viral infection]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete
SiteNo: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [exposure during pregnancy]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Dec/19/2020 UNK:UNK
5. | Isthe adverse event still ongoing? YES
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. | Isthisadverseeventtheresultofa | 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:
[Intercourse]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this UNKNOWN
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
Page 50 of 181

*** Confidential***
FDA-CBER-2021-5683-0973836




090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
SiteNo: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [6]
3. | Adverse Event: [spontaneous abortion]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Feb/20/2021 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Feb/20/2021 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Is this serious event associated with congenital anomaly or birth
If Yes, NOTIFY PFIZER defect?
IMMEDIATELY. NO
Fatal; Life-threatening; Inpatient Did this serious event result in death?
hospitalization or prolongation of NO
existing hospitalization; Persistent or
?: g:lg;‘;latn; (:n szgl] !]t;///tlg Tr?’:]pc?g;g:t ﬁlg this serious event require or prolong hospitalization?
Important medical event (i.e. may
jeopardize subject and may require . . . . _—
medical/surgical intervention to les(:\g}IS s/(_arlous everj;[ result in persistent or significant
prevent above outcomes). NIO Hlity/incapacity’
Isthis serious event life threatening?
NO
Other medically important serious event
YES
8. | Isthisadverseevent theresultofa | NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Frozen

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

9. | Isthisevent related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown, but subject has a history or pregnancy complications]

10. | Latest Action Taken with Study

NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication NO Comments
given?
12. | Was aNon-Drug Treatment given? | NO Comments
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 | [2021107155]
Pfizer Use Only
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Header Text: c4591001
Visit: Logs
Form Version: 17-Jul-2020 21:54
Site No: 1101

Subject No: 11011115
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

Categor | Medication Er | Start Da | Isthe medication 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 Version: 17-Jul-2020 21:54
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Medication Error

1. | Category:

2. | Medication Error (Type of []
Medication Error):

3. | Start Date: 1

4. | Isthe medication error still ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was aNon-Drug Treatment given?

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

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

10. | Serious Adverse Event Number: For |[]

Pfizer Use Only
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Header Text: c4591001
Visit: Logs

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

onsor-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: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

3.

Concomitant Medications
Pre-specified:

Medication:

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

Date:

1
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03
Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
# Sponsor-Defined | | Category for Med | Concomitant Medications P | Name of Medi | Dose Descri | Form Instanc
dentifier ication re-specified cation ption e
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Concomitant Medications

1. | What isthe medication identifier? []

2. | Category:

3. | Concomitant Medications
Pre-specified:

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

5. | Dose: []

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: I

10. | Ongoing?
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

# | Category | Treatment Identifier

Con Non-Drug Treatments Pre-specified

Treatment | Start Date | Form Instance

1

Repeating Pages

*** Confidential***

Page 59 of 181

FDA-CBER-2021-5683-0973845
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Radiation Treatment

1. | Category:

2. | What is the treatment |dentifier?

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

4. | Treatment:

[]

5. | Start Date:

1

6. | Ongoing?
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Visit: Logs

Site No: 1101

Header Text: c4591001
Form Version: 22-Apr-2020 21:03

Subject No: 11011115
Gener ated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

#

Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

1
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: 4591001

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

Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Dateof Visit /!

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:04
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Unplanned Assessments

1. | Assessments
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Header Text: 4591001

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

Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Dateof Visit /!

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP
Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Vital Signs

1. | Date 1

Vital Signs Details

2. || Record Identifier:

Temperature: []

Unit:

Temperature Location:
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Lab

Urinalysis

1

Lab Pandl:

Lab Sub-Panel:

Collection Date:

1

2
3.
4

Laboratory Name and Address
(Derived)

Specimen Type:

Lab

Result

Sponsor ID:

(]

Test:

Resuilt:

Not Done:

*** Confidential***
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Vaccination

1

Weas there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

1

Anatomica Location:

Body Side:

Route:

Actua Dose:

Wl (N WD

Unit:

=
©

Timeframe Subject Was Observed

[N
[

Was the subject observed for at |east
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

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

Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

*** Confidential***
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Header Text: c4591001

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

Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

Visit: V201 _SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATEOF VISIT

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

SiteNo: 1101 Site Name: (1101) Prairie Fields Family Medicine

Subject No: 11011115 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Informed Consent - Asymptomatic Surveillance

1. | Consent Was.
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

—

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

was not collected according to
protocol, please provide reason:

If no sample was collected or sample

—

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Disposition - Treatment

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

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATEOF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Frozen

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Form Comments
eCRF Audit Trail History

Further Vaccination Confirmation

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

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

*** Confidential***
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Disposition - Follow-Up

1. | Date of Completion/Discontinuation
/Desth :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:
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Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Feb/1/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine

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

10:49

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

1
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Header Text: c4591001

Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. Cause of Death Status:

Cause of Death:

(]

*** Confidential***
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status. Data Complete, Verified

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP

2. | Subject Status Date Dec/10/2020
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Header Text: 4591001

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

Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Casebook Signature Form

1. | Casebook Signature

*** Confidential***
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Header Text: c4591001

Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Audit Trail
This form reguires signing by a member of each of the following signature groups:
e CRF_Sign
e CRF_Sign 1
Name Signature Date Type Action
Meaning
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:00
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Oct-20-2020 16:40:51 (UTC-06:00) Central Time | () (4), (b) (6)

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ADVERSE EVENT REPORT - Comments
Form Status. Data Complete, Frozen

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date User Comment
6 Feb-04-2021 12:01:09 (UTC-06:00) Central Time |(b) (4), (b) (6) Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ADVERSE EVENT REPORT - Comments
Form Status. Data Complete, Frozen

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

*** Confidential***

Item | Date User Comment
11 | Feb-26-2021 09:27:00 (UTC-06:00) Central Time |(b) (4), (b) (6)
(US & Canada)
11 | Feb-24-2021 11:12:04 (UTC-06:00) Central Time |(b) (4), (b) (6) The subject did not provide the information to the
(US & Canada) research staff.
11 | Feb-24-2021 11:11:32 (UTC-06:00) Central Time |(b) (4), (b) (6) Unknown
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form: ADVERSE EVENT REPORT - Comments
Form Status. Data Complete, Frozen

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date User Comment
12 | Feb-26-2021 09:42:03 (UTC-06:00) Central Time |(b) (4), (b) (6)
(US & Canada)
12 | Feb-24-2021 11:12:54 (UTC-06:00) Central Time |(b) (4), (b) (6) The subject did not report the information to the
(US & Canada) research staff.
Unknown
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - Comments

Form Status: Data Complete, Frozen
Site Name: (1101) Prairie Fields Family Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

*** Confidential***

Item | Date User Comment
Form | Feb-02-2021 17:04:43 (UTC-06:00) Central (b) (4), (b) (6) The subject was contacted on the date of this
Time (US & Canada) visit. Due to unblinded availability, the subject
was unblinded on alater date.
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Header Text: c4591001

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

Form Version: 22-Apr-2020 21:04
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

Form Status: Not Started

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

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

e CRF_Sign
e CRF_Sign_1
Name Signature Date Type Action
Meaning
Page 90 of 181

*** Confidential***
FDA-CBER-2021-5683-0973876
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 10-Oct-2020 16:01
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Oct-20-2020 16:40:18 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) 06 OCT 2020
Time (US & Canada) () (6)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Oct-20-2020 16:40:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)v ) STAGE 3 COHORTS
Time (US & Canada) (6) (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, Frozen, Verified

Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine

Subject No: 11011115 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Oct-20-2020 16:40:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3), ) OBTAINED
Time (US & Canada) () (6) Date Written Consent Obtained

Oct/20/2020

090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
1. Subject ID
Date L ocation User Value Reason
Oct-20-2020 16:40:11 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-06:00) Central Time (autocalc) | 11011115 previousform
(US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Oct-20-2020 16:40:08 ACVOPFEINFP6000 |autocac |DataEntry: Enrollment Entry
(UTC-06:00) Central Time (autocalc) |(b) (6) /1989
(US & Canada)
3. Sex:
Date L ocation User Value Reason
Oct-20-2020 16:40:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1), ) FEMALE
Time (US & Canada) () (6)
4. Ethnicity:
Date L ocation User Value Reason
Oct-20-2020 16:40:33 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ 5 NOT HISPANIC OR LATINO(A)
Time (US & Canada) (®) (6) OR OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Oct-20-2020 16:40:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) WHITE
Time (US & Canada) (6) (6)
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1101
Subject No: 11011115
Generated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-20-2020 16:40:39 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)f Oct/20/2020
Time (US & Canada) (®) ()
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Oct-20-2020 16:41:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) Oct/20/2020
Time (US & Canada) () (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-20-2020 16:41:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENING
(US & Canada)
3. Status:
Date L ocation User Value Reason
Oct-20-2020 16:41:02 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1), ) COMPLETED
Time (US & Canada) () (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

la
Date L ocation User Value Reason
Oct-20-2020 16:41:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 1
(US& Canada) Medical History Te high cholester

rm: ol

Start Date: UNK/UNK/20

18

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Oct-20-2020 16:41:27 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-20-2020 16:41:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) high cholesterol
Time (US & Canada) () (6)
1.a Start Date:
Date L ocation User Value Reason
Oct-20-2020 16:41:27 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (‘;% ) UNK/UNK/2018
Time (US & Canada) (®) (6)
1.a Ongoing:
Date L ocation User Value Reason
Oct-20-2020 16:41:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) YES
Time (US & Canada) (6) (6)
1b
Date L ocation | User | Value Reason
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

FDA-CBER-2021-5683-0973883

Oct-20-2020 16:41:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Numb 2
(US & Canada) er:

Medical History type two diabetes

Term: mellitus

Start Date: UNK/UNK/2018

Ongoing: YES
1.bLine/MH Number:
Date L ocation User Value Reason
Oct-20-2020 16:41:48 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2
(US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-20-2020 16:41:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) type two diabetes mellitus
Time (US & Canada) (6) (6)
1.b Start Date:
Date L ocation User Value Reason
Oct-20-2020 16:41:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) UNK/UNK/2018
Time (US & Canada) ®) ©)
1.b Ongoing:
Date L ocation User Value Reason
Oct-20-2020 16:41:48 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) YES
Time (US & Canada) (6) (6)
1lc
Date L ocation User Value Reason
Oct-20-2020 16:42:01 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number 3
(US & Canada) :

Medical History T lumbar bulging

erm: disc
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Start Date: UNK/UNK/201
8

Ongoing: YES
1.cLine/MH Number:
Date L ocation User Value Reason
Oct-20-2020 16:42:01 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-20-2020 16:42:01 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (:)1), . lumbar bulging disc
Time (US & Canada) (®) (6)
1.c Start Date:
Date L ocation User Value Reason
Oct-20-2020 16:42:01 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)f ) UNK/UNK/2018
Time (US & Canada) (®) ()
1.c Ongoing:
Date L ocation User Value Reason
Oct-20-2020 16:42:01 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) YES
Time (US & Canada) () (6)
1d
Date L ocation User Value Reason
Oct-20-2020 16:42:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | LinelMH Numbe 4
(US & Canada) r:

Medical History T thoracic bulging

erm: disc

Start Date: UNK/UNK/201

8
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status. Data Complete, Frozen, Verified
Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
1.dLine/MH Number:
Date L ocation User Value Reason
Oct-20-2020 16:42:13 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |4
(US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-20-2020 16:42:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1), ) thoracic bulging disc
Time (US & Canada) (b) (6)
1.d Start Date:
Date L ocation User Value Reason
Oct-20-2020 16:42:13 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (s), ) UNK/UNK/2018
Time (US & Canada) () (6)
1.d Ongoing:
Date L ocation User Value Reason
Oct-20-2020 16:42:13 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . YES
Time (US & Canada) (6) (6)
le
Date L ocation User Value Reason
Oct-20-2020 16:42:28 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 5
(US& Canada) Medical History Te anxiety

rm:

Start Date: UNK/UNK/20

16
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

1l.eLine/MH Number:

Date L ocation User Value Reason
Oct-20-2020 16:42:28 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-20-2020 16:42:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ), ) anxiety
Time (US & Canada) (b) (6)
1.e Start Date:
Date L ocation User Value Reason
Oct-20-2020 16:42:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (s), ) UNK/UNK/2016
Time (US & Canada) () (6)
1.eOngoing:
Date L ocation User Value Reason
Oct-20-2020 16:42:28 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . YES
Time (US & Canada) (6) (6)
1f
Date L ocation User Value Reason
Oct-21-2020 08:34:10 ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central o Line/MH Numbe 6
Time (US & Canada) ®® r

Medical History depression

Term:

Start Date: UNK/UNK/

2016

Ongoing: YES
Oct-20-2020 16:42:38 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH Numbe 6
Time (US & Canada) r:
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Medical History depressionall

Term: ergy

Start Date: UNK/UNK/2
016

Ongoing: YES

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1101

Subject No: 11011115
Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

1.f Line/MH Number:

Date L ocation User Value Reason
Oct-20-2020 16:42:38 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |6

(US & Canada)

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

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Close | Discrepancy has
10:34:56 Oracle d been closed.
(UTC-06:00) (b) (4)

Centra Time

(US & Canada)

Oct-21-2020 ACVOPFEINFP6000 auto query Query 1: Answ | Transcription
08:34:10 (autoquery) ered Error
(UTC-06:00)

Central Time

(US & Canada)

Oct-21-2020 ACVOPFEINFP6000 (b) Data Entry: Transcription
08:34:10 (ﬁ)’ depression Error
(UTC-06:00) ©ie)

Centra Time

(US & Canada)

Oct-21-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opene | Clarify
02:27:48 Oracle d DEPRESSION
(UTC-06:00) (b) 4 ALLERGY as
Central Time follows...The
(US & Canada) term isunclear.

Areyou reporting
SEASONAL
DEPRESSION?
If so, update the
verbatim term as
such. If reporting
DEPRESSIVE
STATE and
ALLERGY, split
the current term
into
DEPRESSION
and ALLERGY
and submit

separately.
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

Otherwise clarify
and edit the
verbatim
accordingly.
Thank you.
Oct-20-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
16:42:38 (ﬁ)- . depression aller
(UTC-06:00) ®)©) Qy
Central Time
(US & Canada)
1.f Start Date:
Date L ocation User Value Reason
Oct-20-2020 16:42:38 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) UNK/UNK/2016
Time (US & Canada) () (6)
1.f Ongoing:
Date L ocation User Value Reason
Oct-20-2020 16:42:38 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (‘;% ) YES
Time (US & Canada) (®) (6)
19
Date L ocation User Value Reason
Oct-20-2020 16:42:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 7
(US& Canada) Medical History Te pepperoni alle
rm: roy
Start Date: UNK/UNK/19
89
Ongoing: YES
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

1.gLine/MH Number:

Date L ocation User Value Reason
Oct-20-2020 16:42:57 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |7
(US & Canada)
1.9 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-20-2020 16:42:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1), ) pepperoni alergy
Time (US & Canada) (b) (6)
1.g Start Date:
Date L ocation User Value Reason
Oct-20-2020 16:42:57 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (s), ) UNK/UNK/1989
Time (US & Canada) () (6)
1.g Ongoing:
Date L ocation User Value Reason
Oct-20-2020 16:42:57 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . YES
Time (US & Canada) (6) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L Form: HIV STATUS - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified
Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Select appropriate response - What isthe subject HIV status?

Date L ocation User Value Reason
Oct-20-2020 16:45:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (:)1), . The subject is NOT known to be

Time (US & Canada) (6) (6) HIV POSITIVE
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:

Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) Oct/20/2020

Time (US & Canada) () (6)

2. Weight:

Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)f . 88.65

Time (US & Canada) (®) (6)

3. Unit:

Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) kg

Time (US & Canada) () (6)

4. Height:

Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) 164.75

Time (US & Canada) (®) (6)

5. Unit:

Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) cm

Time (US & Canada) (6) (6)

6. Body Mass I ndex:

Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |32.7

(US & Canada)
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1_L Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History
Form Version: 10-Oct-2020 16:04 Form Status. Data Complete, Frozen, Verified
Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
7.a
Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)’ @ Record Identifier: 1
Time (US & Canada) :

Temperature: 97.8

Temperature Unit: F

Temperature Loca ORAL CAV

tion:: ITY
7.a Record I dentifier:
Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) 1
Time (US & Canada) (6) (6)
7.a Temperature:
Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (s), ) 97.8
Time (US & Canada) () (6)
7.aUnit:
Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ’ F
Time (US & Canada) (®) (6)
7.a Temperature Location:
Date L ocation User Value Reason
Oct-20-2020 16:46:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central ;‘ o ORAL CAVITY
Time (US & Canada) (®) (6)
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 10-Oct-2020 15:58

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Oct-20-2020 16:46:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINALYSIS

(US & Canada)

2. Lab Sub-Panel:

Date L ocation User Value Reason
Oct-20-2020 16:46:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | PREGNANCY

(US & Canada)

3. Callection Date:

Date L ocation User Value Reason
Oct-20-2020 16:46:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)f ) Oct/20/2020

Time (US & Canada) (®) (6)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Oct-20-2020 16:46:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | STUDY SITE

(US & Canada)

5. Specimen Type:

Date L ocation User Value Reason
Oct-20-2020 16:46:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE

(US & Canada)

6.a

Date L ocation User Value Reason
Oct-20-2020 16:46:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Define 113

(US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1101
Subject No: 11011115
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:58

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

d Identifier:
Test:: Choriogonadotropi
n Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Oct-20-2020 16:46:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 113
(US & Canada)
6.a Test:
Date L ocation User Value Reason
Oct-20-2020 16:46:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ , Choriogonadotropin Beta PX113
Time (US & Canada) () (6)
6.a Result:
Date L ocation User Value Reason
Oct-20-2020 16:46:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)v NEGATIVE
Time (US & Canada) (6) (6)
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: RANDOMIZATION - eCRF Audit Trail History

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

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Oct-20-2020 17:20:26 ACVOPFEINFP6000 |(0) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Oct/20/2020

Time (US & Canada)

2. Randomization Number:

Date L ocation User Value Reason
Oct-20-2020 17:20:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) 110270

Time (US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Form Version: 22-Apr-2020 21:03
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-20-2020 17:26:22 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-20-2020 17:26:22 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-20-2020 17:26:38 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-20-2020 17:26:22 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Oct-20-2020 17:26:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Oct/20/2020
5a
Date L ocation User Value Reason
Oct-20-2020 17:26:38 ACVOPFEINFPG6000 |(0) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample 1D: BPT6PH
Time (US & Canada)
5.aSample 1D
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1101
Subject No: 11011115
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Oct-20-2020 17:26:38 ACVOPFEINFP6000 |(0) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPT6PH

Time (US & Canada)

5.b

Date L ocation User Value Reason
Oct-20-2020 17:26:59 ACVOPFEINFP6000 |(0) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample 1D: BPT6PJ

Time (US & Canada)

5.b Sample 1D

Date L ocation User Value Reason
Oct-20-2020 17:26:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPT6PJ

Time (US & Canada)

5.c

Date L ocation User Value Reason
Oct-20-2020 17:27:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample 1D: BPT6PK

Time (US & Canada)

5.c SampleID

Date L ocation User Value Reason
Oct-20-2020 17:27:12 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPT6PK

Time (US & Canada)

5.d

Date L ocation User Value Reason
Oct-20-2020 17:30:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample 1D: BRTNWW

Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1101
Subject No: 11011115
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

5.d Sample 1D

Date L ocation User Value Reason
Oct-20-2020 17:30:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) BRTNWW
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-20-2020 17:21:06 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-20-2020 17:21:06 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-20-2020 17:21:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Oct/20/2020

5.a
Date L ocation User Value Reason
Oct-20-2020 17:20:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (6) (6) Sample ID: BPT6NS
Time (US & Canada)
5.aSampleD
Date L ocation User Value Reason
Oct-20-2020 17:20:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BPT6NS
Time (US & Canada)
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Oct-20-2020 16:46:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) NO

Time (US & Canada) () (6)

2. Treatment Name

Date L ocation User Value Reason
Oct-20-2020 16:46:42 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY

(US & Canada)

3. Formulation:

Date L ocation User Value Reason
Oct-20-2020 16:46:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION

(US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Oct-20-2020 16:46:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Oct/20/2020 15:30

Time (US & Canada) (®) (6)

5. Anatomical Location:

Date Location User Value Reason
Oct-20-2020 16:46:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE

(US & Canada)

6. Body Side:

Date L ocation User Value Reason
Oct-20-2020 16:46:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central ;‘ ' LEFT

Time (US & Canada) () (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

7. Route:

Date L ocation User Value Reason
Oct-20-2020 16:46:42 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Oct-20-2020 16:46:42 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | THE PROTOCOL SPECIFIED OBS

(US & Canada) 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
Oct-20-2020 16:46:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) YES

Time (US & Canada) (6) (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, Frozen, Verified

Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine

Subject No: 11011115 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Select appropriate response - Reactogenicity diary collection
Date L ocation User Value Reason
Oct-20-2020 16:46:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3), ) NO - REACTOGENICITY E-DI
Time (US & Canada) () (6) ARY NOT COLLECTED FOR T

HIS SUBJECT
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1101
Subject No: 11011115
Generated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-12-2020 14:10:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4) Nov/12/2020

Time (US & Canada)

() )
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Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form Version: 10-Oct-2020 16:01

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-12-2020 14:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central <§>- . Nov/12/2020
Time (US & Canada) ®)®
2.a
Date L ocation User Value Reason
Nov-12-2020 14:11:14 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central o Record Identifier: 1
Time (US & Canada) :

Temperature: 97.4

Temperature Unit: F

Temperature Loca ORAL CAV

tion:: ITY
2.a Record I dentifier:
Date L ocation User Value Reason
Nov-12-2020 14:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)- . 1
Time (US & Canada) ®)®
2.a Temperature:
Date L ocation User Value Reason
Nov-12-2020 14:11:14 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (ﬁ)' . 97.4
Time (US & Canada) ®)©
2.aUnit:
Date L ocation User Value Reason
Nov-12-2020 14:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . F
Time (US & Canada) ®)(©)
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: 10-Oct-2020 16:01 Form Status. Data Complete, Frozen, Verified

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Nov-12-2020 14:11:14
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
@ ORAL CAVITY

() ()
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form Version: 10-Oct-2020 15:58

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0973907

1. Lab Pandl:
Date L ocation User Value Reason
Nov-12-2020 14:10:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINALYSIS
(US & Canada)
2. Lab Sub-Panel:
Date L ocation User Value Reason
Nov-12-2020 14:10:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | PREGNANCY
(US & Canada)
3. Callection Date:
Date L ocation User Value Reason
Nov-12-2020 14:10:37 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)‘ . Nov/12/2020
Time (US & Canada) ®)©
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Nov-12-2020 14:10:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | STUDY SITE
(US & Canada)
5. Specimen Type:
Date L ocation User Value Reason
Nov-12-2020 14:10:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE
(US & Canada)
6.a
Date L ocation User Value Reason
Nov-12-2020 14:10:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Define 113
(US & Canada)
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 10-Oct-2020 15:58

Site No: 1101
Subject No: 11011115
Generated By: (b) (4)

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

d Identifier:
Test:: Choriogonadotropi
n Beta PX113

Result:: NEGATIVE

Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Nov-12-2020 14:10:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 113
(US & Canada)
6.a Test:
Date L ocation User Value Reason
Nov-12-2020 14:10:37 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (f;)- . Choriogonadotropin Beta PX113
Time (US & Canada) ®)®)
6.a Result:
Date L ocation User Value Reason
Nov-12-2020 14:10:37 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (ﬁ)' NEGATIVE
Time (US & Canada) ®)©
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Header Text: c4591001
Visit: V2_VAX2 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Form Version: 22-Apr-2020 21:03
Site No: 1101

Subject No: 11011115

Gener ated By: (b) (4)

090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-12-2020 14:15:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-12-2020 14:15:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Nov-12-2020 14:16:13 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Nov-12-2020 14:15:52 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Nov-12-2020 14:15:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Nov/12/2020
5a
Date L ocation User Value Reason
Nov-12-2020 14:16:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central ®) ©) Sample 1D: BM5JD9
Time (US & Canada)
5.aSample 1D
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1101
Subject No: 11011115
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Nov-12-2020 14:16:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BM5JD9

Time (US & Canada)
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Nov-12-2020 14:11:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central <§>- . NO

Time (US & Canada) ®)®

2. Treatment Name

Date L ocation User Value Reason
Nov-12-2020 14:11:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY

(US & Canada)

3. Formulation:

Date L ocation User Value Reason
Nov-12-2020 14:11:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION

(US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Nov-12-2020 14:11:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Nov/12/2020 09:50

Time (US & Canada) ®)©

5. Anatomical Location:

Date L ocation User Value Reason
Nov-12-2020 14:11:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE

(US & Canada)

6. Body Side:

Date L ocation User Value Reason
Nov-12-2020 14:11:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ;‘ ' LEFT

Time (US & Canada) ®)®)

*** Confidential***

Page 125 of 181

FDA-CBER-2021-5683-0973911




090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

7. Route:

Date L ocation User Value Reason
Nov-12-2020 14:11:35 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Nov-12-2020 14:11:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | THE PROTOCOL SPECIFIED OBS

(US & Canada) 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
Nov-12-2020 14:11:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)l . YES

Time (US & Canada) ®)©
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Header Text: 4591001

Visit: V3_ MONTH1 POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Dec-10-2020 14:19:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/10/2020

Time (US & Canada)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1101
Subject No: 11011115
Gener ated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-10-2020 14:20:03 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-10-2020 14:20:03 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Dec-10-2020 14:20:13 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Dec-10-2020 14:20:03 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Dec-10-2020 14:20:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Date of Collection:
Dec/10/2020
5a
Date L ocation User Value Reason
Dec-10-2020 14:20:13 ACVOPFEINFPG6000 |(0) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample 1D: BS83DK
Time (US & Canada)
5.aSample 1D
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1101
Subject No: 11011115
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Dec-10-2020 14:20:13 ACVOPFEINFP6000 |(0) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BS83DK

Time (US & Canada)

5.b

Date L ocation User Value Reason
Dec-10-2020 14:33:43 ACVOPFEINFP6000 |(0) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample 1D: BGHD48

Time (US & Canada)

5.b Sample 1D

Date L ocation User Value Reason
Dec-10-2020 14:33:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BGHD48

Time (US & Canada)

5.c

Date L ocation User Value Reason
Dec-10-2020 14:33:50 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample | D; BGHDA47

Time (US & Canada)

5.c SampleID

Date L ocation User Value Reason
Dec-10-2020 14:33:50 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) BGHD47

Time (US & Canada)

5.d

Date L ocation User Value Reason
Dec-10-2020 14:33:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sample 1D: BGHD46

Time (US & Canada)
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1101

Subject No: 11011115

Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5.d Sample 1D

Date L ocation User Value Reason
Dec-10-2020 14:33:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central () (6) BGHD46

Time (US & Canada)
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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:

SiteNo: 1101 Site Name: (1101) Prairie Fields Family Medicine

Subject No: 11011115 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date L ocation User Value Reason
Oct-21-2020 10:03:13 ACVOPFEINFP6000 | () Form Created

(UTC-06:00) Central Time (ﬁ)’ .

(US & Canada) () (6)
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Header Text: c4591001

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

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine

Subject No: 11011115 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date L ocation User Value Reason
Oct-21-2020 19:21:42 ACVOPFEINFP6000 | (o) Form Created

(UTC-06:00) Central Time (ﬁ)v .

(US & Canada) ®)©)

090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)
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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: 1101 Site Name: (1101) Prairie Fields Family Medicine

Subject No: 11011115 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date L ocation User Value Reason
Nov-12-2020 14:10:15 ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central Time (;1)' .

(US & Canada) ®®)
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Header Text: c4591001

090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1101 Site Name: (1101) Prairie Fields Family Medicine
Subject No: 11011115 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Date L ocation User Value Reason
Dec-15-2020 15:14:59 ACVOPFEINFP6000 | (o) Form Created
(UTC-06:00) Central Time (ﬁ)v .
(US & Canada) ®)©)
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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: 1101 Site Name: (1101) Prairie Fields Family Medicine

Subject No: 11011115 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date L ocation User Value Reason
Feb-02-2021 10:30:38 ACVOPFEINFP6000 | (o) Form Created

(UTC-06:00) Central Time (ﬁ)v .

(US & Canada) ®)©)
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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: 1101 Site Name: (1101) Prairie Fields Family Medicine

Subject No: 11011115 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date L ocation User Value Reason
Feb-23-2021 17:01:45 ACVOPFEINFP6000 | (o) Form Created

(UTC-06:00) Central Time (ﬁ)v .

(US & Canada) ®)©)

090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category:

Date L ocation User Value Reason
Oct-21-2020 10:03:13 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AEID:

Date L ocation User Value Reason
Oct-21-2020 10:03:13 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Oct-26-2020 13:43:55 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Nasal Congestion is
(UTC-06:00) Central ©) listed under Section
Time (US & Canada) 8.1 as a Secondary

Symptom, whichis
up to Pl judgement.

Oct-26-2020 13:07:14 ACVOPFEINFP6000 |(b) Query 1: Answered Sinus congestion is
(UTC-06:00) Central ), not listed as one of
Time (US & Canada) (6) (6) the reportable
COVID-related
symptoms. Per
section 8.13, the PI
evaluated and stated
anillnessvisit was
not required.
Oct-22-2020 11:44:20 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened CLINQUERY: Pease
(UTC-06:00) Central ®) confirm if SINUS
Time (US & Canada) CONGESTION

could beaCOVID
infection related
symptom. If it'sthe
case, Please consider
conducting aCOVID
related illness visit
and swab collection

as soon as possible.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Oct-21-2020 10:03:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (é)' ) sinus congestion

Time (US & Canada) (6) (6)

4. Start Date Time:

Date L ocation User Value Reason

Oct-21-2020 10:03:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central ‘g J : Oct/21/2020 UNK:UNK

Time (US & Canada) (b) (®)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Nov-30-2020 14:55:06 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central ©) query

Time (US & Canada)

Nov-30-2020 14:10:35 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-30-2020 14:10:35 ACVOPFEINFP6000 |(b) Data Entry: New Information

(UTC-06:00) Central (g): NO

Time (US & Canada) (®) () End Date Time:

Oct/23/2020 UNK:UNK

Nov-30-2020 10:59:51 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened CLINQUERY:

(UTC-06:00) Central ®) Please determine if

Time (US & Canada) this Adverse Event is
gtill ONGOING asit
has been 40 days
since Onset Date.
Please update or
confirm.

Oct-21-2020 10:03:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (g), ) YES

Time (US & Canada) (®) (6)

6. Toxicity Grade:

Date L ocation User Value Reason

Oct-21-2020 19:21:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)v ) 1

Time (US & Canada) (6) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1101
Subject No: 11011115
Gener ated 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: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

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-21-2020 10:03:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) NO

Time (US & Canada) (6) (6)

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-21-2020 10:03:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ), ) NO

Time (US & Canada) (6) (6)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Oct-21-2020 19:21:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) RELATED

Time (US & Canada) (®) (6)

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Oct-21-2020 10:03:13 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)v NOT APPLICABLE

Time (US & Canada) (®) (6)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Oct-21-2020 10:03:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ;‘ o NO

Time (US & Canada) (®) (6)

12. Was a Non-Drug Treatment given?

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: 1101
Subject No: 11011115
Gener ated By: (b) (4)

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

Site Name: (1101) Prairie Fields Family Medicine

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Oct-21-2020 10:03:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (g), ) NO

Time (US & Canada) (b) (6)

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

Date L ocation User Value Reason

Nov-30-2020 14:11:02 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-30-2020 14:11:02 ACVOPFEINFPE000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (ﬁ)' RECOVERED/RESOLVED

Time (US & Canada) ®©)

Nov-30-2020 14:10:35 ACVOPFEINFP6000 | auto query Query 1: Opened For AE sinus

(UTC-06:00) Central (autoquery) congestion:

Time (US & Canada) Response to "What
was the outcome of
this adverse event?”
is'Not
Recovered/Not
Resolved' but AE
End Date/Timeis
present.

Oct-21-2020 10:03:13 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)' . NOT RECOVERED/NOT RESO

Time (US & Canada) ®)© LVED

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

Date L ocation User Value Reason

Oct-21-2020 10:03:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (g), ) NO

Time (US & Canada) () (6)
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(UTC-06:00) Central (6)
Time (US & Canada)

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

SiteNo: 1101 Site Name: (1101) Prairie Fields Family Medicine

Subject No: 11011115 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category:

Date L ocation User Value Reason
Oct-21-2020 19:21:42 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE|ID:

Date L ocation User Value Reason
Oct-21-2020 19:21:42 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Oct-26-2020 13:34:55 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed Response satisfies

query

Oct-26-2020 13:12:46 | ACVOPFEINFPG000 | (b)
(UTC-06:00) Central (3)1
Time (US & Canada) ®) (6)

Query 1: Answered

headache is not listed
asone of the
reportable COVID-
related symptoms.
Per section 8.13, the
Pl evaluated and
stated an illness visit
was not required.

Oct-23-202008:19:37 | ACVOPFEINFP000 | (b) (4): (b)
(UTC-06:00) Central ®
Time (US & Canada)

Query 1: Opened

CLINQUERY: Pease
confirm if
HEADACHE could
beaCOVID
infection related
symptom. If it's the
case, Please consider
conducting aCOVID
related illness visit
and swab collection
as soon as possible.

Oct-21-2020 19:21:42 ACVOPFEINFP6000 | (b) (4).
(UTC-06:00) Central (b) (6)

Data Entry:
headache

Initial Entry
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Time (US & Canada)

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

4, Start Date Time:

Date L ocation User Value Reason

Oct-21-2020 19:21:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)v ) Oct/21/2020 UNK:UNK

Time (US & Canada) (b) (6)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Nov-30-2020 14:55:21 ACVOPFEINFPG6000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central ©) query

Time (US & Canada)

Nov-30-2020 14:11:30 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-30-2020 14:11:30 ACVOPFEINFP6000 | (b) Data Entry: New Information

(UTC-06:00) Central (g), ) NO

Time (US & Canada) (®) (6) End Date Time:

Oct/23/2020 UNK:UNK

Nov-30-2020 10:59:33 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened CLINQUERY:

(UTC-06:00) Central ®) Please determine if

Time (US & Canada) this Adverse Event is
still ONGOING as it
has been 40 days
since Onset Date.
Please update or
confirm.

Oct-21-2020 19:21:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central g o YES

Time (US & Canada) (®) (6)

6. Toxicity Grade:

Date L ocation User Value Reason

Oct-26-2020 13:35:05 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Oct-26-2020 13:13:34 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Central (autoquery)
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Time (US & Canada)

Oct-26-2020 13:13:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central s o 1

Time (US & Canada) ®) (6)

Oct-22-2020 11:03:00 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened CLINQUERY:

(UTC-06:00) Central
Time (US & Canada)

(6)

Please complete this
field.

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-21-2020 19:21:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)’ ) NO

Time (US & Canada) () (6)

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-21-2020 19:21:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)’ ) NO

Time (US & Canada) () (6)

9. Isthis event related to study treatment:

Date Location User Value Reason

Oct-26-2020 13:35:12 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central ®) query

Time (US & Canada)

Oct-26-2020 13:13:34 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-26-2020 13:13:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ), RELATED

Time (US & Canada) ) (®)

Oct-22-2020 11:03:21 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened CLINQUERY:

(UTC-06:00) Central ®) Please complete this
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Time (US & Canada) field.

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason

Oct-21-2020 19:21:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ), ) NOT APPLICABLE

Time (US & Canada) (b) (®)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Oct-21-2020 19:21:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)f ) YES

Time (US & Canada) ®)©)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Oct-21-2020 19:21:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central ;‘ o NO

Time (US & Canada) (®) (6)

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

Date L ocation User Value Reason

Nov-30-2020 14:11:45 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-30-2020 14:11:45 ACVOPFEINFPE000 |(b) Data Entry: New Information

(UTC-06:00) Central (ﬁ)' . RECOVERED/RESOLVED

Time (US & Canada) ®)(©)

Nov-30-2020 14:11:30 ACVOPFEINFP6000 | auto query Query 1: Opened For AE headache:

(UTC-06:00) Central (autoquery) Response to "What

Time (US & Canada) was the outcome of
this adverse event?"
is'Not
Recovered/Not
Resolved but AE
End Date/Timeis
present.

Oct-21-2020 19:21:42 ACVOPFEINFPE000 | () (4), Data Entry: Initial Entry

(UTC-06:00) Central ®)(®) NOT RECOVERED/NOT RESO
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Time (US & Canada)

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

LVED

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

*** Confidential***

Date L ocation User Value Reason
Oct-21-2020 19:21:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) NO
Time (US & Canada) (®) (6)
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1. Category:

Date L ocation User Value Reason

Nov-12-2020 14:10:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE|ID:

Date L ocation User Value Reason

Nov-12-2020 14:10:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |3

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-16-2020 08:47:39 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Nov-16-2020 08:45:59 ACVOPFEINFP6000 |(b) Query 2: Answered Thisisanew

(UTC-06:00) Central (t‘:)- . diagnosis of genital

Time (US & Canada) ) (6) herpes. It isrecorded
appropriately as an
AE and not medical
history.

Nov-14-2020 05:14:36 ACVOPFEINFP6000 | Svitlana Query 1: Closed closed based on

(UTC-06:00) Central Tonkovyd site's response

Time (US & Canada) (b) (4)

Nov-13-2020 18:41:36 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened clinical: pls adviseiif

(UTC-06:00) Central (6) subject with prior hx

Time (US & Canada) genital HSV, if so
pls update MedHx
CRF accordingly.

Nov-13-2020 15:49:27 ACVOPFEINFP6000 |(b) Query 1: Answered The subject was

(UTC-06:00) Central (t‘:)- . diagnosed more than

Time (US & Canada) ®) (6) 48 hours prior to the
vaccination and the
symptoms had
started even earlier
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than the diagnosis.
No delay was
required.
Nov-13-2020 14:28:53 ACVOPFEINFP6000 | Svitlana Query 1: Opened GPD Clin: Please
(UTC-06:00) Central Tonkovyd confirmif AE
Time (US & Canada) (b) (4) "genital herpes' met
temporary delay
criteria. Thank you
Nov-12-2020 14:10:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' genital herpes
Time (US & Canada) ®)®
4. Start Date Time:
Date L ocation User Value Reason
Nov-12-2020 14:10:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (f;)' . Nov/9/2020 UNK:UNK
Time (US & Canada) ®)®
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Feb-03-2021 12:19:03 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central
Time (US & Canada)

(6)

query

Feb-02-2021 17:03:19
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b)
4

(b) (6)

Query 1: Answered

genita herpes
outbreaks can
resolve. however, the
condition cannot be
cured. there will be

Feb-02-2021 16:49:14
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Nov-12-2020 14:10:15
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

no end date.

(b) (4), (b) Query 1: Opened CLINQUERY:

®) Please determineif
this AE is till
Ongoing asit has
been 85 Days since
Onset Date.

(b) Data Entry: Initial Entry

YES

4),
(b) (6)

6. Toxicity Grade:
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Date L ocation User Value Reason
Nov-13-2020 11:09:56 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-06:00) Central ®) query

Time (US & Canada)

Nov-13-2020 09:37:11 ACVOPFEINFPG6000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-13-2020 09:37:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' ) 2

Time (US & Canada) (©) (6)

Nov-13-2020 09:03:19 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened CLINQUERY:
(UTC-06:00) Central ®) Please complete this
Time (US & Canada) field.

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-12-2020 14:10:15 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central <§>- . NO

Time (US & Canada) ) (©)

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
Nov-12-2020 14:10:15 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central ﬁ o NO
Time (US & Canada) ®)®
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-13-2020 11:10:09 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-06:00) Central (®) query
Time (US & Canada)
Nov-13-2020 09:37:11 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Central (autoquery)
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Time (US & Canada)

Nov-13-2020 09:37:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ﬁ o NOT RELATED
Time (US & Canada) () (6) If Not Related to study treatmen
t(s), thisevent is due to:
OTHER
If Other, specify:

genital sexually transmitted

disease not related to |P
Nov-13-2020 09:03:30 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened CLINQUERY:
(UTC-06:00) Central ©®) Please complete this
Time (US & Canada) field.
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-12-2020 14:10:15 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)‘ NOT APPLICABLE
Time (US & Canada) ®)©
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-12-2020 14:10:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central <§>- . YES
Time (US & Canada) ®®
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-12-2020 14:10:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . NO
Time (US & Canada) ®)©
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-12-2020 14:10:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . NOT RECOVERED/NOT RESO
Time (US & Canada) ®)(©) LVED
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14. Did the adver se event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Nov-12-2020 14:10:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ;‘ o NO

Time (US & Canada) ®)®)
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1. Category:
Date L ocation User Value Reason
Dec-15-2020 15:14:59 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)
2. AE|ID:
Date L ocation User Value Reason
Dec-15-2020 15:14:59 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |4
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value |Reason
Jan-04-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy has been
09:27:19 (b) (4) 2:Clo |closed.
(UTC-06:00) sed
Central Time
(US&
Canada)
Jan-04-2021 | ACVOPFEINFP6000 auto query (autoquery) Query | Transcription Error
08:13:34 2: An
(UTC-06:00) swere
Centra Time d
(US&
Canada)
Jan-04-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Transcription Error
08:13:34 Entry
(UTC-06:00) .
Central Time infecti
(Us& on of
Canada) coxsa

ckievi

rus
Jan-04-2021 | ACVOPFEINFP6000 SaumitraDubey TMS Query | Coding Query:
06:28:17 Query 2: Rei | Thanksfor the
(UTC-06:00) (b) (4) ssued: | response. Coding of
Central Time Opene | the term cannot
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(US& d happen as such. If this

Canada) isinfection of
COXSACKIEVIRUS
then kindly update the
term to Infection of
COXSACKIEVIRUS.
Else clarify.

Dec-18-2020 | ACVOPFEINFPS000 Svitlana Tonkovyd Query | Response satisfies

11:27:25 (b) (4) 1: Clo | query

(UTC-06:00) sed

Central Time

(US&

Canada)

Dec-18-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Coxsackievirusisthe

08:29:22 2: An | medical condition

(UTC-06:00) swere

Central Time d

(US&

Canada)

Dec-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Clarify

18:24:12 (b) @) 2:Op | COXSACKIEVIRUS

(UTC-06:00) ened |asfollows...Areyou

Centra Time reporting TEST?

(US& TEST POSITIVE?

Canada) INFECTION? Other?
If so, edit. Otherwise
clarify. Thank you.

Dec-17-2020 | ACVOPFEINFP6000 auto query (autoquery) Query | Transcription Error

15:14:25 1: An

(UTC-06:00) swere

Central Time d

(US&

Canada)

Dec-17-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data | Transcription Error

15:14:25 Entr

(UTC-06:00) .

Central Time coxsa

(Us& ckievi

Canada) rus

Dec-17-2020 | ACVOPFEINFPE000 Svitlana Tonkovyd Query | GPD Clin: Please

13:41:58 (b) (4) 1: Op | consider replacing

(UTC-06:00) ened | "hand, foot, and

Central Time mouth disease" with a

(Us& more specific term, if
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Canada) known, Thanks
Dec-15-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) ata | Initial Entry
15:14:59 Entry
(UTC-06:00) i
Centra Time hand,
(US& foot, a
Canada) nd mo

uth di

Sease
4, Start Date Time:
Date L ocation User Value Reason
Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Dec/6/2020 UNK:UNK
Time (US & Canada) (®) 6)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Jan-15-2021 11:58:31 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central (ﬁl . NO
Time (US & Canada) (6) (6) End Date Time:

Dec/15/2020 11:58

Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3% . YES
Time (US & Canada) ) (®)
6. Toxicity Grade:
Date L ocation User Value Reason
Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) 2
Time (US & Canada) (6) (6)
7. 1sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; | npatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).
Date L ocation User Value Reason
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Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) NO
Time (US & Canada) (b) (6)
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
Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) NO
Time (US & Canada) (6) (6)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . NOT RELATED
Time (US & Canada) ) ©) If Not Related to study treatment
(s), this event is due to:
OTHER
If Other, specify:
other viral infection
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ NOT APPLICABLE
Time (US & Canada) (6) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ;‘ o NO
Time (US & Canada) (®) (6)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) (4, Data Entry: Initial Entry
(UTC-06:00) Central ®® NO
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Time (US & Canada)

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

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

Time (US & Canada)

(b) (6)

Date L ocation User Value Reason

Jan-15-2021 12:00:27 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-15-2021 12:00:27 ACVOPFEINFP6000 |(b) Data Entry: New Information

(UTC-06:00) Central (ﬁ)y RECOVERED/RESOLVED

Time (US & Canada) ®)®

Jan-15-2021 11:58:31 ACVOPFEINFP6000 | auto query Query 1: Opened For AE infection of

(UTC-06:00) Central (autoquery) coxsackievirus:

Time (US & Canada) Response to "What
was the outcome of
this adverse event?'
is'Not
Recovered/Not
Resolved' but AE
End Date/Timeis
present.

Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (3)' . NOT RECOVERED/NOT RESO

Time (US & Canada) ®) (6) LVED

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

Date L ocation User Value Reason

Dec-15-2020 15:14:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), NO
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Back to Form

1. Category:

Date L ocation User Value Reason

Feb-02-2021 10:30:38 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE|ID:

Date L ocation User Value Reason

Feb-02-2021 10:30:38 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |5

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Mar-02-2021 12:18:40 ACVOPFEINFP6000 |(b) (4), (b) Query 4: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Feb-25-2021 10:38:46 ACVOPFEINFP6000 |(b) Query 4: Answered The form has been

(UTC-06:00) Central (‘g)- . updated and per

Time (US & Canada) (b) (6) sponsor directives,
we are waiting for
the Pl to return to
the site next week to
sign so it may be
submitted.

Feb-24-2021 16:22:40 ACVOPFEINFP6000 |(b) (4), (b) Query 4: Opened Clinical Event term

(UTC-06:00) Central (6) for the pregnancy is

Time (US & Canada) EDP; however, the
PG Safety report has
not been updated
(please complete this
section).

Feb-24-2021 16:14:45 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Closed term updated to EDP

(UTC-06:00) Central (6)

Time (US & Canada)

Feb-17-2021 01:42:47 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Closed Response satisfies

(UTC-06:00) Central (6) query
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Time (US & Canada)

Feb-09-2021 08:29:17 ACVOPFEINFP6000 |(b) Query 2: Answered The form has been

(UTC-06:00) Central 4). submitted. The

Time (US & Canada) (6) (6) father's information
has not yet been
provided by the
subject.

Feb-08-2021 23:19:20 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Opened Clinical Event term

(UTC-06:00) Central (6) is Exposure during

Time (US & Canada) Pregnancy; however,
PG report event term
is'Pregnancy’.
Please submit a PG
safety followup to
report the revised
EDP event term.

Feb-08-2021 23:12:47 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Reissued: Opened Clinical Please

(UTC-06:00) Central (6) submit EDP

Time (US & Canada) supplemental form,
with subject OB
history, Father info
(age, meds,
exposures, social
history) and
contraception
information

Feb-08-2021 04:49:13 ACVOPFEINFP6000 | Svitlana Query 1: Closed Response satisfies

(UTC-06:00) Central Tonkovyd query

Time (US & Canada) (b) (4)

Feb-04-2021 11:59:20 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-04-2021 11:59:20 ACVOPFEINFPG6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-04-2021 11:59:20 ACVOPFEINFP6000 | (b) Data Entry: Transcription Error

(UTC-06:00) Central ), exposure during pregnancy

Time (US & Canada) (®) (6)

Feb-03-2021 22:47:34 ACVOPFEINFPE000 |(b) (4), (b) Query 2: Opened Clinical Please

(UTC-06:00) Central (6) submit EDP

Time (US & Canada) supplemental form,
with subject OB
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history, Father info
(age, meds,
exposures, social
history) and
contraception
information

Feb-03-2021 12:28:15 ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

Svitlana Query 1: Opened GPD Clin: Please
Tonkovyd refer to eCRF

(b) (4) completion guide,
section 8.50.2.5 and
adjust the verbatim
accordingly and
confirm Exposure
During Pregnancy
has been reported to
Pfizer DSU. Thanks

Feb-02-2021 10:30:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), pregnancy

Time (US & Canada) (®) (6)

4. Start Date Time:

Date L ocation User Value Reason
Feb-02-2021 10:30:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) Dec/19/2020 UNK:UNK

Time (US & Canada) (6) (6)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Feb-02-2021 10:30:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ;‘ o YES

Time (US & Canada) () (6)

6. Toxicity Grade:

Date L ocation User Value Reason
Feb-08-2021 23:13:57 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed items 6 and 9 are
(UTC-06:00) Central (6) reported
Time (US & Canada)

Feb-08-2021 23:11:32 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Closed Response satisfies
(UTC-06:00) Central (6) query

Time (US & Canada)
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Feb-08-2021 11:33:05 ACVOPFEINFP6000 |(b) (4), Query 1: Answered exposure during

(UTC-06:00) Central (b) (6) pregnancy is not

Time (US & Canada) applicable.sm

Feb-04-2021 12:01:25 ACVOPFEINFP6000 | (b) Query 2: Answered Changed data per

(UTC-06:00) Central ), query

Time (US & Canada) () (6)

Feb-04-2021 12:01:09 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (4), Not Applicable

Time (US & Canada) (®) )

Feb-03-2021 22:44:20 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened Clinical Asper CRF

(UTC-06:00) Central (6) CG 8.50.2.5, the

Time (US & Canada) toxicity grade for
“Exposure During
Pregnancy” is
reported as Not
Applicable

Feb-03-2021 06:44:00 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The response

(UTC-06:00) Central ©) for Dataitem#6 and

Time (US & Canada) 9 aremissing.
Kindly review and
update.

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason

Feb-15-2021 22:07:52 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Feb-11-2021 03:57:40 ACVOPFEINFP6000 | auto query Query 4: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-09-2021 08:13:22 ACVOPFEINFP6000 | auto query Query 4: Candidate For AE exposure

(UTC-06:00) Central (autoquery) during pregnancy:

Time (US & Canada) Response to "Isthe
adverse event
serious?' is'No' but
"Serious Adverse
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Event Number" is
present.

Feb-09-2021 08:13:22 ACVOPFEINFP6000 | auto query Query 3: Answered updated per query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-09-2021 08:13:22 ACVOPFEINFP6000 |(b) Data Entry: updated per query

(UTC-06:00) Central ), NO

Time (US & Canada) (b) (6)

Feb-08-2021 23:15:12 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Opened Clinical Asper CRF

(UTC-06:00) Central (6) CG 8.50.2.5, an

Time (US & Canada) “Exposure During
Pregnancy” is not an
SAE [despite using
similar formsto
report pregnancy];
only abnormal
outcomes of
pregnancy are
evaluated for serious
criteria

Feb-05-2021 08:05:13 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-04-2021 11:59:20 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE exposure

(UTC-06:00) Central (autoquery) during pregnancy:

Time (US & Canada) Response to "Is the
adverse event
serious?' is'Yes' but
"Serious Adverse
Event Number" is
blank.

Feb-02-2021 10:31:53 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-02-2021 10:31:53 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central ), YES

Time (US & Canada)

(b) (6)

Isthis serious event associated
with congenital anomaly or birt
h defect?

NO

Did this serious event resultind
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eath?
NO

Did this serious event require or
prolong hospitalization?

NO
Did this serious event result in p
ersistent or significant disability
f/incapacity?

NO

Isthis serious event life threaten
ing?

NO

Other medically important serio
us event

YES

Feb-02-2021 10:30:38
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | auto query

(autoquery)

Query 2: Opened

Isthis adverse event
serious? is reported
'Yes, but at least one
seriousness criteria
ismissing. Please
review and update as

appropriate.
Feb-02-2021 10:30:38 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE pregnancy:
(UTC-06:00) Central (autoquery) Response to "Isthe
Time (US & Canada) adverse event

serious?’ is'Yes but

"Serious Adverse

Event Number" is
blank.

Feb-02-2021 10:30:38
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 |(b)

4),
(b) (6)

Data Entry:
YES

Other medically important serio
us event

YES

Initial Entry

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

Date L ocation User Value Reason
Feb-02-2021 10:30:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ;‘ o NO
Time (US & Canada) ®) ©)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Feb-08-2021 11:32:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NOT RELATED
Time (US & Canada) If Not Related to study treatment
(9), thisevent isdueto:
OTHER
If Other, specify:
Intercourse
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-02-2021 10:30:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) NOT APPLICABLE
Time (US & Canada) (®) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-02-2021 10:30:38 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)v ) NO
Time (US & Canada) (®) (6)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Feb-02-2021 10:30:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ;‘ o NO
Time (US & Canada) (®) (6)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
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Feb-09-2021 16:43:09 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Feb-09-2021 09:10:41 ACVOPFEINFP6000 | (b) Query 1: Answered CRF guidelines

(UTC-06:00) Central ), state to mark

Time (US & Canada) (6) (6) outcome as
unknown. The
subject is still
pregnant so it has
been marked as
ongoing.

Feb-09-2021 09:09:29 ACVOPFEINFP6000 | auto query Query 1: Opened For AE exposure

(UTC-06:00) Central (autoquery) during pregnancy:

Time (US & Canada) Response to "What
was the outcome of
this adverse event?'
is'Unknown' but
End Date/Timeis
provided or "Isthe
adverse event still
ongoing?" is marked
"Yes'.

Feb-09-2021 09:09:29 ACVOPFEINFP6000 | (b) Data Entry: updated after review

(UTC-06:00) Central (4), UNKNOWN of CRF guidelines

Time (US & Canada) (®) ()

Feb-02-2021 10:30:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central ), RECOVERING/RESOLVING

Time (US & Canada) (6) (6)

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

Date L ocation User Value Reason

Feb-02-2021 10:30:38 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central ) NO

Time (US & Canada)

(b) (6)
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Back to Form

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Feb-11-2021 03:57:40 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: downgraded to non
(UTC-06:00) Central ©) serious
Time (US & Canada)
Feb-05-2021 08:05:13 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 11011115
Time (US & Canada)
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Back to Form

1. Category:

Date L ocation User Value Reason
Feb-23-2021 17:01:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE|ID:

Date L ocation User Value Reason
Feb-23-2021 17:01:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |6

(US & Canada)

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

Date L ocation User Value Reason

Mar-08-2021 07:27:29 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Mar-05-2021 09:02:22 ACVOPFEINFP6000 |(b) Query 2: Answered an updated form was

(UTC-06:00) Central (s)v ) sent yesterday

Time (US & Canada) () (6)

Mar-03-2021 14:48:25 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened Clinical - Followup;

(UTC-06:00) Central (6) the most recent PG

Time (US & Canada) safety report update
(03Mar21) did not
include the

Coxsackie viral
infection prior Med

hx
Mar-02-2021 23:29:57 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Query closed; will
(UTC-06:00) Central (6) follow for requested
Time (US & Canada) prior Coxsackie
infection
information.
Mar-02-2021 16:49:25 ACVOPFEINFP6000 |(b) Query 1: Answered the medical condition
(UTC-06:00) Central ), has been added to the
Time (US & Canada) (6) (6) form and will be
submitted after the PI
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signs tomorrow.

Mar-02-2021 12:24:22 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened Clinical Please

(UTC-06:00) Central (6) submit the recent

Time (US & Canada) Coxsackie virus
infection Dec 06-15,
2020 to the SAE
(#2021107155)
medical history
section

Feb-23-2021 17:01:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)v 5 spontaneous abortion

Time (US & Canada) () (6)

4. Start Date Time:

Date L ocation User Value Reason

Feb-23-2021 17:01:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (;1), Feb/20/2021 UNK:UNK

Time (US & Canada) (6) (6)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Mar-02-2021 12:19:32 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central (6) query

Time (US & Canada)

Feb-25-2021 10:29:50 ACVOPFEINFP6000 |(b) Query 1: Answered The form has been

(UTC-06:00) Central (ﬁ): updated and per

Time (US & Canada) () (®) sponsor directions,
we are waiting for
the PI to return to the
officeto sign the
update so it can be
submitted.

Feb-25-2021 09:56:30 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened Clinical End dateis

(UTC-06:00) Central (6) 20Feb21; however,

Time (US & Canada)

SAE report
(2021107155) does
not report an end
date. Please submit
an update reporting
end date in Event
section under "STOP
date"
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Feb-23-2021 17:01:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ), NO

Time (US & Canada) (©) (®) End Date Time:

Feb/20/2021 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason

Feb-24-2021 15:40:32 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (b) (6) query

Time (US & Canada)

Feb-24-2021 11:15:20 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-24-2021 11:15:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (3)' . 3

Time (US & Canada) ®) (6)

Feb-24-2021 06:19:50 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened DM: The response

(UTC-06:00) Central ©) for "Toxicity

Time (US & Canada) Grade" ismissing.
Kindly review and
update.

7. I 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; I mportant medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason

Mar-09-2021 07:40:10 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Closed Response satisfies
(UTC-06:00) Central (6) query

Time (US & Canada)

Mar-08-2021 17:01:05 ACVOPFEINFP6000 |(b) Query 3: Answered life-threatening has
(UTC-06:00) Central (g)v ) never been selected
Time (US & Canada) () (6) for thisevent. thereis

nothing to update per
this query sinceit
was never selected.

Mar-08-2021 14:38:49 | ACVOPFEINFP6000 |(b) (), (b) (6) | Query 3: Reissued:Opened Clinical - Thank you;
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(UTC-06:00) Central
Time (US & Canada)

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

please submit a PG
Safety report to
remove
Life-threatening from
serious criteriain that
report aswell.

Mar-08-2021 14:21:21
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 3: Answered

updated per query

Mar-08-2021 14:21:21
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b)
(4),

(b) (6)

Data Entry:
YES

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?

NO

Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Isthis serious event life threate
ning?

NO

Other medically important serio
us event

YES

updated per query

Mar-05-2021 21:46:25
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Reissued:Opened

Clinicd - if thereis
no specific
Congenital
Abnormality or Birth
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Defect, please select
another serious
criterion; also,
Update PG safety
report with the new
serious criterion

Mar-03-2021 16:52:14 ACVOPFEINFP6000 |(b) Query 3: Answered The subject
(UTC-06:00) Central (s)v ) miscarried. If you
Time (US & Canada) () (6) would like this

updated to something
else, likeimportant
medical event, the
site will do so.

Mar-03-2021 14:46:36 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Reissued:Opened Clinical Thank you;
(UTC-06:00) Central (6) please specify what
Time (US & Canada) ‘Congenital
Abnormality or Birth
Defect' was
observed; submit as a
SAE safety update

Feb-25-2021 10:36:40 ACVOPFEINFP6000 |(b) Query 3: Answered important medical
(UTC-06:00) Central ), event was submitted
Time (US & Canada) () (6) asthe reason for SAE
form for the exposure
during pregnancy on
that paper
submission.
congenital anomaly
or birth defect was
selected for the SAE
of spontaneous
abortion on the form
submitted for that
SAE

Feb-25-2021 09:59:04 ACVOPFEINFPG000 |(b) (4), (b) Query 3: Opened Clinical Please
(UTC-06:00) Central (6) clarify if miscarriage
Time (US & Canada) was not only Med
Important (as
reported SAE
#2021107155), but
also associated with a
congenital
abnormality / birth
defect, as reported by
serious criteria
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selection on AE log
CRF. Please add Med
Important on AE
CRF
Feb-25-2021 09:57:23 ACVOPFEINFPE000 |(b) (4), (b) Query 2: Closed rewording
(UTC-06:00) Central (6)
Time (US & Canada)
Feb-24-2021 16:25:20 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Opened Clinical Please
(UTC-06:00) Central (6) submit a Safety
Time (US & Canada) update
(#2021107155) to
enter the event
Spontaneous Ab.
Please clarify if
miscarriage was not
only Med Important,
but also associated
with a congenital
abnormality / birth
defect, as reported by
serious criteria
selection
Feb-24-2021 05:17:46 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Deleted Query can be
(UTC-06:00) Central ©) addressed internally
Time (US & Canada)
Feb-23-2021 17:01:45 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE spontaneous
(UTC-06:00) Central (autoquery) abortion: Response to
Time (US & Canada) "Isthe adverse event
serious?’ is'Yes but
"Serious Adverse
Event Number" is
blank.
Feb-23-2021 17:01:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (®) (6) Isthis serious event associated
with congenital anomaly or birt
h defect?
YES
Did this serious event result in
death?
NO
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Did this serious event require o
r prolong hospitalization?

NO

Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Isthis serious event life threate
ning?

NO

Other medically important serio
us event

NO

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

Date L ocation User Value Reason
Feb-23-2021 17:01:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) NO

Time (US & Canada) (6) (6)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Mar-01-2021 10:49:57 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Closed Response satisfies
(UTC-06:00) Central ©) query

Time (US & Canada)

Feb-26-2021 09:41:05 ACVOPFEINFP6000 | auto query Query 3: Answered New Information
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-26-2021 09:41:05 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-06:00) Central (3% . NOT RELATED

Time (US & Canada) ®) (6) If Not Related to study treatme

nt(s), thisevent is due to:

OTHER
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If Other, specify:

unknown, but subject has a
history or pregnancy comp

lications

Feb-26-2021 09:15:39
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000 |(b) (4), (b)

(6)

Query 3: Opened

CLINREQUERY:
This Specific Reason
entered is not relevant
tothe CAUSALITY
of this AE. Does Site
know the Causality of
the Spontaneous
Abortion? If not,
please determine if
UNKNOWN should
be entered.

Feb-26-2021 09:13:41
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000 |(b) (4), (b)

(6)

Query 2: Closed

Response satisfies
query

Feb-25-2021 10:32:22
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | auto query

(autoquery)

Query 2: Answered

Transcription Error

Feb-25-2021 10:32:22
(UTC-06:00) Central
Time (US & Canada)

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

DataEntry:
NOT RELATED

If Not Related to study treatme
nt(s), thisevent is due to:

OTHER

If Other, specify:

NA:unblinded for transitio
n before pregnancy discov
ered. placebo was received

Transcription Error

Feb-25-2021 09:42:59
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000 |(b) (4), (b)

(6)

Query 2: Opened

CLINQUERY: Per
CRF Guidelines, if
OTHER is Selected,
please enter the
Causality of the AE
in the SPECIFY field.
Please update
accordingly asthis
dataisonly partialy
entered.
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Feb-24-2021 15:40:44
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies
query

Feb-24-2021 11:16:33 | ACVOPFEINFPS000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Feb-24-2021 11:16:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ), NOT RELATED
Time (US & Canada) ) (®) If Not Related to study treatme
nt(s), thisevent is dueto:
OTHER
Feb-24-2021 06:20:08 ACVOPFEINFPG6000 |(b) (4), (b) Query 1: Opened DM: The response for
(UTC-06:00) Central ©) "Isthis event related
Time (US & Canada) to study treatment" is
missing. Kindly
review and update.
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-23-2021 17:01:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) NOT APPLICABLE
Time (US & Canada) () (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-01-2021 02:07:26 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-06:00) Central (6) query
Time (US & Canada)
Feb-26-2021 09:27:36 ACVOPFEINFP6000 | auto query Query 1: Answered updated per
(UTC-06:00) Central (autoquery) directionsgivenin
Time (US & Canada) query
Feb-26-2021 09:27:36 ACVOPFEINFP6000 | (b) Data Entry: updated per
(UTC-06:00) Central (ﬁ)' NO directions givenin
Time (US & Canada) ®)® query
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Back to Form

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Feb-26-2021 09:27:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (g):

Time (US & Canada) ®) (6

Feb-26-2021 00:17:52 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened DM Requery: As

(UTC-06:00) Central (b) (6) per response, please

Time (US & Canada) provide the data as
No. Thank you.

Feb-25-2021 10:27:42 ACVOPFEINFP6000 |(b) Query 1: Answered The subject was not

(UTC-06:00) Central
Time (US & Canada)

4

' able to provide the
(b) (6)

information and we
do not have any
documents
providing the
information. The
site does not know

the answer.
Feb-25-2021 07:10:00 ACVOPFEINFPG6000 |(b) (4), Query 1: Reissued:Opened Per site comment
(UTC-06:00) Central (b) (6) "comment added

Time (US & Canada)

and question marked
unknown", however
unknown isnot a
valid response.
Please review and
update. Else clarify.

Feb-24-2021 11:12:26 ACVOPFEINFP6000 |(b) Query 1: Answered comment added and
(UTC-06:00) Central (s)' ) question marked
Time (US & Canada) (®) (6) unknown
Feb-24-2021 11:11:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)’ ) Unknown

Time (US & Canada) ®) ©)

Feb-24-2021 06:20:30 ACVOPFEINFPG6000 |(b) (4), (b) Query 1: Opened DM: The response
(UTC-06:00) Central ©) for "Wasa

Time (US & Canada) Concomitant

Medication given?'
ismissing. Kindly
review and update.

12. Was a Non-Drug Treatment given?
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Date L ocation User Value Reason
Feb-28-2021 22:30:00 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-06:00) Central (6) query
Time (US & Canada)
Feb-26-2021 09:43:10 ACVOPFEINFP6000 | auto query Query 1: Answered Updated per
(UTC-06:00) Central (autoquery) directions given by
Time (US & Canada) DM in the conmed
treatment question.
The subject did not
provide the
information.
Feb-26-2021 09:43:10 ACVOPFEINFPE000 |(b) Data Entry: Updated per
(UTC-06:00) Central (4), NO directions given by
Time (US & Canada) ®)© DM in the conmed
treatment question.
The subject did not
provide the
information.
Feb-26-2021 09:42:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4),
Time (US & Canada) ®)®)
Feb-26-2021 09:32:16 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Reissued:Opened DM 2 : Thank you
(UTC-06:00) Central (©) for response. Please
Time (US & Canada) verify the datain
source documents.
Discuss with
CRA/investigator if
required and consider
to update the missing
data once contact
made with patient.
Feb-25-2021 10:27:55 ACVOPFEINFP6000 |(b) Query 1: Answered The subject was not
(UTC-06:00) Central (4), able to provide the
Time (US & Canada) ®® information and we
do not have any
documents providing
theinformation. The
site does not know
the answer.
Feb-25-2021 07:20:43 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened Per site comment
(UTC-06:00) Central (b) (6) "comment added and

Time (US & Canada)

marked unknown",
however unknown is
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not avalid response.
Please review and
update. Else clarify.

Feb-24-2021 11:13:57
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

(b)
@,
(b) (6)

Query 1: Answered

comment added and
marked unknown

Feb-24-2021 11:12:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central t‘;' o Unknown

Time (US& Canada) ©©

Feb-24-2021 06:26:44 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The response

(UTC-06:00) Central (©) for "Was a Non-Drug

Time (US & Canada) Treatment given?' is
missing. Kindly
review and update.

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

Date L ocation User Value Reason

Feb-23-2021 17:01:45 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)- RECOVERED/RESOLVED

Time (US & Canada) ®)©

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

Date L ocation User Value Reason

Feb-23-2021 17:01:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)‘ . NO

Time (US & Canada) ®)©

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason

Mar-04-2021 00:50:20 ACVOPFEINFP6000 |(b) (4), (0) |DataEntry: Initial Entry

(UTC-06:00) Central Time (©) 2021107155

(US & Canada)
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Dec-10-2020 14:34:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Dec/10/2020

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Dec-10-2020 14:34:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | VACCINATION

(US & Canada)

3. Status:

Date L ocation User Value Reason
Dec-10-2020 14:34:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) COMPLETED

Time (US & Canada)

Page 177 of 181

*** Confidential***
FDA-CBER-2021-5683-0973963



090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---
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Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-02-2021 17:04:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) Jan/29/2021

Time (US & Canada) () (6)
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1. Select appropriate response - | s participant willing to return for Vaccination 3?

Date L ocation User Value Reason

Feb-02-2021 17:05:06 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-02-2021 17:04:35 ACVOPFEINFP6000 | auto query Query 1: Candidate The response

(UTC-06:00) Central (autoquery) indicates participant

Time (US & Canada) was unblinded,
however the
TREATMENT

UNBLINDED date
ismissing in the
DISP visit. Please

complete this date.
Feb-02-2021 17:04:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' . Participant iswilling to return for
Time (US & Canada) (®) (6 Vaccination 3
Participant is:

eligible per other protocol alo
wance(s) and confirmed to ha

ve received only placebo at Va
ccination 1/2
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

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

Site No: 1101
Subject No: 11011115
Generated By: (b) (4)

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-02-2021 17:05:06 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)f Feb/1/2021

Time (US & Canada) (®) ()

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-02-2021 17:05:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central
Time (US & Canada)

4),
(b) (6)

ASSESSELIGIBILITY FOR AD
DITIONAL VACCINATION
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090177e196ae306a\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1101

Subject No: 11011115

Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified

Site Name: (1101) Prairie Fields Family Medicine
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Subject Status

Date L ocation User Value Reason
Dec-10-2020 14:34:37 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | FOLLOW-UP

(US & Canada)

Oct-20-2020 17:20:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ENROLLED/RANDOMIZED

(US & Canada)

Oct-20-2020 16:41:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENED

(US & Canada)

2. Subject Status Date

Date L ocation User Value Reason
Dec-10-2020 14:34:37 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Dec/10/2020

(US & Canada)

Oct-20-2020 17:20:26 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Oct/20/2020

(US & Canada)

Oct-20-2020 16:41:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Oct/20/2020

(US & Canada)
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