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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Informed Consent

1. | Consent Was.

OBTAINED

Date Written Consent Obtained
Aug/19/2020

Page 2 of 222
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [10921010]
2. | Birth Date: (b) (6)/1941
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X dl that apply): WHITE
6. | Racia Designation:
Page 3 of 222
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/19/2020
2. | Erroneous Visit
Page 4 of 222
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Form Comments

Inclusion Criteria Not Met

1 Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion Criteria Met

2. Description of Exclusion Not Applicable

Criterion Met

Page 5 of 222
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Disposition - Screening

1. | Dateof Aug/19/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
Page 6 of 222
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Medical History Details

Line/MH Number:

la| Line/MH Number: [1]
Disease/Syndrome/Surgery [myopial
/Non-Drug Allergies/Drug
Allergies:

Start Date; UNK/UNK/2019
Ongoing: YES

1b || L ine/MH Number: [2]
Disease/Syndrome/Surgery [presbyopia]
/Non-Drug Allergies/Drug
Allergies:

Start Date; UNK/UNK/2005
Ongoing: YES

1¢ || Line/MH Number: [3]
Disease/Syndrome/Surgery [hypertension]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Aug/1/2010
Ongoing: YES
1d

(4]

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

[Coronary artery bypass graft]

Start Date: Mar/1/2008
Ongoing: NO
End Date:
Mar/1/2008
Page 7 of 222
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

1e | Line/MH Number: [5]
Disease/Syndrome/Surgery [angina)
/Non-Drug Allergies/Drug
Allergies:

Start Date; UNK/UNK/1994
Ongoing: NO
End Date:
UNK/UNK/1994

1f || Line/MH Number: [6]
Disease/Syndrome/Surgery [ pacemaker implantation]
/Non-Drug Allergies/Drug
Allergies:

Start Date; UNK/UNK/2016
Ongoing: YES

19 || Line/MH Number: [7]
Disease/Syndrome/Surgery [dydlipidemia]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Mar/1/2008
Ongoing: YES

1h 1| Line/MH Number: [8]
Disease/Syndrome/Surgery [hypothyroidism]
/Non-Drug Allergies/Drug
Allergies:

Start Date; UNK/UNK/1990
Ongoing: YES
li

Line/MH Number:

(9]

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

[osteoarthritis bilateral knees]

Start Date: UNK/UNK/2004
Ongoing: YES
Page 8 of 222
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*** Confidential***

Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
1 || Line/MH Number: [10]
Disease/Syndrome/Surgery [alergic to penicillin]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2000
Ongoing: YES
1K || Line/MH Number: [11]
Disease/Syndrome/Surgery [insomnia)
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
L1 1] Line/MH Number: [12]
Disease/Syndrome/Surgery [chronic urinary tract infection]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: NO
End Date:
UNK/UNK/2018
1m | Line/MH Number: [13]
Disease/Syndrome/Surgery [left cataract]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2010
Ongoing: NO
End Date:
UNK/UNK/2010
Page 9 of 222
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

1n || Line/MH Number: [14]
Disease/Syndrome/Surgery [right cataract]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2014
Ongoing: NO
End Date:
UNK/UNK/2014

10 || Line/MH Number: [15]
Disease/Syndrome/Surgery [total hysterectomy]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/1997
Ongoing: NO
End Date:
UNK/UNK/1997

1P || Line/MH Number: [16]
Disease/Syndrome/Surgery [hypercalcemia]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2018
Ongoing: NO
End Date:
UNK/UNK/2018
19| Line/MH Number: [17]

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

[ percutaneous transluminal coronary angioplasty]

Start Date: UNK/UNK/1994
Ongoing: NO
End Date:
UNK/UNK/1994
Page 10 of 222
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

1r || Line/MH Number:

(18]

Disease/Syndrome/Surgery [right rotator cuff tear]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2009
Ongoing: NO
End Date:
UNK/UNK/2009
1s || Line/MH Number: [19]

Disease/Syndrome/Surgery [fibroid tumors]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/1997
Ongoing: NO
End Date:
UNK/UNK/1997
Lt || Line/MH Number: [20]

*** Confidential***

Disease/Syndrome/Surgery [left cataract surgery]
/Non-Drug Allergies/Drug
Allergies:
Start Date; Mar/UNK/2016
Ongoing: NO
End Date:
Mar/UNK/2016
LU || Line/MH Number: [21]
Disease/Syndrome/Surgery [parathyroidectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: NO
End Date:
UNK/UNK/2018
Page 11 of 222
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

v 1/ LineMH Number:

[22]

Disease/Syndrome/Surgery [bilateral knee replacements]

/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2004

Ongoing: NO
End Date:
UNK/UNK/2004

W | Line/MH Number: [23]

Disease/Syndrome/Surgery [right rotator cuff repair]
/Non-Drug Allergies/Drug
Allergies:
Start Date; UNK/UNK/2009
Ongoing: NO
End Date:
UNK/UNK/2009
1x || Line/MH Number: [24]

Disease/Syndrome/Surgery [heart arrhythmias- "due to pause between beats']
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2016
LY || Line/MH Number: [25]
Disease/Syndrome/Surgery [GERD]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Aug/1/2010
Ongoing: YES
Page 12 of 222
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

1z

Line/MH Number:

[26]

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

[Intermittent stomach pain]

Start Date: Jan/1/2017
Ongoing: YES
Page 13 of 222
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/19/2020
2. | Weight: [145.2]
3. | Unit: LB
4. | Height: [65.75]
5. [ Unit: in
6. | Body Mass Index: [23.6]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [97.8]
Unit: F
Temperature Location: FOREHEAD
Page 14 of 222
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Panel:
2. | Lab Sub-Panel:
3. | Collection Date: Not Applicable Comments
I
4, | Laboratory Name and Address [1
(Derived)
5. | Specimen Type:
Lab Result
6.a Sponsor |D: Not Applicable Comments
[]
Test: Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
Page 15 of 222
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Disposition
1. | Randomization Date: Aug/19/2020
2. | Randomization Number: [233397]
3. | Randomization Group: []
Page 16 of 222
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/19/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BN5SWKB]
5b || sample D [BNSWKC]
5C || sample 1D [BNSWKD]
5d|| sample D [BLOTN3]
5€|| sample D [BLOTN4]
Page 17 of 222
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/19/2020
4, | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
54|  sample|D [BN5SWKS]
Page 18 of 222
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 2104
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/19/2020 12:59

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 YES
least the protocol specified
observation period after
investigational product
administration?

Page 19 of 222
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT

Page 20 of 222
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Sep/9/2020
2. | Erroneous Visit
Page 21 of 222
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:51
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/9/2020
Vital Signs Details
22| Record Identifier: 1
Temperature: [97.9]
Unit: F
Temperature Location: FOREHEAD
Page 22 of 222
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Form Comments
eCRF Audit Trail History

Lab Urinalysis
1. [Lab Pand: Not Applicable Comments
2. | Lab Sub-Panel: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
1
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor 1D: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
Page 23 of 222
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/9/2020
4, | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
Sa|| sampleID [BN5X6D]
Page 24 of 222
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 2104
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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: Sep/9/2020 11:21

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 YES
least the protocol specified
observation period after
investigational product
administration?

Page 25 of 222
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Oct/7/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

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

Date of Collection:

Oct/7/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sample 1D [BLOV42]
5b || sample D [BLOV43]
5 || sample 1D [BMOL2H]
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Mar/3/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/3/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aiquot.
5a|| sample 1D [BRBT3L]
5b || sample D [BSM62L]
5 || sample 1D [BSM62W]
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Header Text: c4591001

Visit: V5_ MONTH12_L

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V5_ MONTH12 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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 aiquot.

5.

Sample 1D

[]

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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 aiquot.

5.

Sample 1D

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 22-Apr-2020 21:03

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

COVID-191lIness Visit

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

Visit

Form Version: 20-Feb-2021 02:17
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Visit: POT_COVID_ILL - New Unscheduled

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Signsand Symptoms

1. | Date of Assessment:

I

2. | Date of First Symptom Started:

I

3. | Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

> 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: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aiquot.

S || 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: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aiquot.

S || sample ID [
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 20-Feb-2021 02:19

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: ILLNESS DETAILS

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

IlIness Details

1. | Category of Clinical Event:

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

3. | Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:04
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

COVID-191lIness Visit

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

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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 aiquot.

5. Sample ID

*** Confidential***
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Header Text: c4591001

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

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 2104

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: UNPLANNED VISIT
Form Status; Not Started

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Unplanned Assessments

1. | Assessments

*** Confidential***
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/7/2020
Compl etion/Discontinuation/Death
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [1
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Disposition - Follow-Up

1. | Dateof
Completion/Discontinuation/Death

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

*** 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: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

COVID-19 Repeat Swab

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

Visit: POT_COVID_REPEAT_SWAB - New Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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 aiquot.

5.

Sample ID

*** Confidential***
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Header Text: c4591001
Visit: Logs
Form Version: 22-Apr-2020 21:02
Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

4 Category AE !dent Adverse Event Start Date Isthe Adversg Event Stil | Form Instanc
ifier | Ongoing e
1. |[ADVERSEE |1 Vulvovaginitis Sep/3/2020UN | NO Repeating
VENT K:UNK End Date Time: Pages
Oct/12/2020 UNK:UN
K
2.|ADVERSEE |2 Worsening Intermittent St | Feb/2/2021 UN | YES Repeating
VENT omach Pain K:UNK Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

ADVERSE EVENT

2.

AEID:

(1]

3.

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

[Vulvovaginitis]

Start Date Time:

Sep/3/2020 UNK:UNK

Isthe adverse event still ongoing?

NO

End Date Time:
Oct/12/2020 UNK:UNK

Toxicity Grade:

Is the 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;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

Isthis adverse event the result of a
study Medication Error?

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

NO

*** Confidential***
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9. |Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Unknown]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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

Visit: Logs- Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Queries

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT

2. |AEID: [2]

3. | Adverse Event: [Worsening Intermittent Stomach Pain]
(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Feb/2/2021 UNK:UNK

5. | Isthe adverse event still ongoing? | YES

6. | Toxicity Grade: 2

7. | Isthe adverse event serious? YES

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).

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

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

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

Isthis serious event life threatening?
NO

Other medically important serious event

NO
8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Queries

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

9. | Isthisevent related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Not related to study treatment]

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | NO

13. | What was the outcome of this

NOT RECOVERED/NOT RESOLVED

adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [2021240901]
For Pfizer Use Only
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Visit: Logs

Header Text: c4591001

Form Version: 17-Jul-2020 21:54
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** Confidential***

Catego | Medication Er | Start Da | Isthemedication error Still O | Study Medication Errors
# . - Form Instance
ry ror te ngoing Action
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: MEDICATION ERROR
Form Status:; Not Started

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

M edication Error

1. | Category:

2. | Medication Error (Type of [1
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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Visit: Logs

Site No: 1092

Header Text: c4591001

Form Version: 22-Apr-2020 21:03

Subject No: 10921010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** Confidential***

4 Sponsor-Define | Category for | Concomitant Medicatio | Nameof Me | Start Dat | Form Instan
d Identifier Medication ns Pre-specified dication e ce

1 1 VACCINATIO |NO influenzavac | Sep/30/20 | Repeating
NS cine 20 Pages

2.DELETED | Not Applicable | Not Applicable | Not Applicable Not Applicab | Not Appli | Repeating
le cable Pages

3.DELETED | Not Applicable | Not Applicable | Not Applicable Not Applicab | Not Appli | Repeating
le cable Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1. | What isthe medication identifier? | [1]
2. | Category: VACCINATIONS
3. | Concomitant Medications NO
Pre-specified:
4, | Medication: [influenza vaccine]

Provide the compl ete 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:

Sep/30/2020
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Answered Queries, Deleted, Verified

Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.

Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. | What isthe medication identifier? | Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4. | Medication: Not Applicable Comments

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

5. | Date: Not Applicable Comments

I
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Header Text: c4591001
Visit: Logs- Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Data Complete, Deleted, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
Form Comments
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1

What is the medication identifier?

Not Applicable

[]

Comments

Category:

Not Applicable

Comments

Concomitant Medications
Pre-specified:

Not Applicable

Comments

Medication:

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

Not Applicable

[]

Comments

Date:

Not Applicable

I

Comments
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Header Text: c4591001
Visit: Logs

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** Confidential***

4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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 name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

5. | Dose: []

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: 1

10. | Ongoing?
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.

Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

4 Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat Form Instance
y r ed t e

1 Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status:; Not Started

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment Identifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

I

Ongoing?
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

# Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

1
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Header Text: c4591001

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

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP
Form Status; Not Started

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Vital Signs

1. | Date: 1l

Vital Signs Details

2. || Record Identifier:

Temperature: [

Unit:

Temperature Location:
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Header Text: c4591001

Form Version: 20-Feb-2021 02;:14
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Visit: Unplanned Vaccination - Unscheduled

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Lab Urinalysis

1. | Lab Panel:

Lab Sub-Panel:

I

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

[l

5. | Specimen Type:

Lab Result

6. Sponsor ID: [
Test:
Result:
Not Done:

*** Confidential***
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

|l | NGOk~ w|N

Unit:

=
©

Timeframe Subject Was Observed

=
[N

. | Was the subject observed for at

least the protocol specified
observation period after
investigational product
administration?
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Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 15:57

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

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1

Page 70 of 222

*** Confidential***
FDA-CBER-2021-5683-0922569




090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Unscheduled

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

Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.

Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aiquot.

S || sample ID [
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or

to protocol, please provide reason:

sample was not collected according

Aliquot

Please enter barcode for each aiquot.

5. Sample ID
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Jan/19/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Jan/19/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Form Comments
eCRF Audit Trail History

Withdrawal Of Consent

1. | Withdrawal of Consent Date:

Not Applicable

I

Comments
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Form Comments
eCRF Audit Trail History

Death Details
1. | Dateof Collection/ Natification of | Not Applicable Comments
Death:

I

Cause of Death

2. || cause of Death Status: Not Applicable
Cause of Death: Not Applicable
[]
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/7/2020
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Header Text: c4591001

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

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable

*** Confidential***
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.

Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Audit Trail

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

e CRF_Sign

e CRF Sign_1

Name Signature Date Type Action
Meaning
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item

Date

User

Comment

Form

Aug-19-2020 12:49:31 (UTC-05:00) Eastern | (b) (4), (b) (6)

Time (US & Canada)

All inclusions and exclusions met.

Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.

Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item | Date User Comment

3 |Aug-19-2020 15:56:02 (UTC-05:00) Eastern  |(b) (4), (b) (6) | non childbearing

Time (US & Canada)
Not Applicable

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item

Date

User

Comment

6.a

Aug-19-2020 15:56:41 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item

Date

User

Comment

6.a

Aug-19-2020 15:56:41 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item

Date

User

Comment

6.a

Aug-19-2020 15:56:41 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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FDA-CBER-2021-5683-0922586




090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item

Date

User

Comment

Form

Sep-09-2020 11:08:44 (UTC-05:00) Eastern (b) (4), (b) (6)

Time (US & Canada)

10921010 is postmenopausal

Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

*** Confidential***

Item | Date User Comment
1 Sep-09-2020 11:08:44 (UTC-05:00) Eastern (b) (4), (b) (6) 10921010 is postmenopausal
Time (US & Canada)
Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item | Date User Comment
2 Sep-09-2020 11:08:44 (UTC-05:00) Eastern (b) (4), (b) (6) 10921010 is postmenopausal
Time (US & Canada)
Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

*** Confidential***

Item | Date User Comment
3 Sep-09-2020 11:08:44 (UTC-05:00) Eastern (b) (4), (b) (6) 10921010 is postmenopausal
Time (US & Canada)
Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item | Date User Comment
4 Sep-09-2020 11:08:44 (UTC-05:00) Eastern (b) (4), (b) (6) 10921010 is postmenopausal
Time (US & Canada)
Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

*** Confidential***

Item | Date User Comment
5 Sep-09-2020 11:08:44 (UTC-05:00) Eastern (b) (4), (b) (6) 10921010 is postmenopausal
Time (US & Canada)
Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item | Date User Comment
6.a |Sep-09-2020 11:08:44 (UTC-05:00) Eastern (b) (4), (b) (6) 10921010 is postmenopausal
Time (US & Canada)
Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

*** Confidential***

Item | Date User Comment
6.a |Sep-09-2020 11:08:44 (UTC-05:00) Eastern (b) (4), (b) (6) 10921010 is postmenopausal
Time (US & Canada)
Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:27
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item | Date User Comment
6.a |Sep-09-2020 11:08:44 (UTC-05:00) Eastern (b) (4), (b) (6) 10921010 is postmenopausal
Time (US & Canada)
Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Time (US & Canada)

Item |Date User Comment

Form | Mar-09-2021 07:41:58 (UTC-05:00) Eastern (b) (4), (b) (6) |NotApplicable
Time (US & Canada)

Form | Mar-09-2021 07:41:35 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

Form | Mar-08-2021 07:06:03 (UTC-05:00) Eastern (b) (4), (b) (6) | Not Applicable
Time (US & Canada)

Form | Mar-08-2021 07:04:39 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

Form | Mar-08-2021 07:03:22 (UTC-05:00) Eastern (b) (4), (b) (6) |NotDone
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

1 Mar-09-2021 07:41:58 (UTC-05:00) Eastern (b) (4), (b) (6) |Not Applicable
Time (US & Canada)

1 Mar-09-2021 07:41:35 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

1 Mar-08-2021 07:06:03 (UTC-05:00) Eastern (b) (4), (b) (6) |NotApplicable
Time (US & Canada)

1 Mar-08-2021 07:04:39 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

1 Mar-08-2021 07:03:22 (UTC-05:00) Eastern (b) (4), (b) (6) |NotDone

Time (US & Canada)
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FDA-CBER-2021-5683-0922597




090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Time (US & Canada)

Item | Date User Comment

2 Mar-09-2021 07:41:58 (UTC-05:00) Eastern (b) (4), (b) (6) |Not Applicable
Time (US & Canada)

2 Mar-09-2021 07:41:35 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

2 Mar-08-2021 07:06:03 (UTC-05:00) Eastern (b) (4), (b) (6) |NotApplicable
Time (US & Canada)

2 Mar-08-2021 07:04:39 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

2 Mar-08-2021 07:03:22 (UTC-05:00) Eastern (b) (4), (b) (6) |NotDone
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FDA-CBER-2021-5683-0922598




090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

3 Mar-09-2021 07:41:58 (UTC-05:00) Eastern (b) (4), (b) (6) |Not Applicable
Time (US & Canada)

3 Mar-09-2021 07:41:35 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

3 Mar-08-2021 07:06:03 (UTC-05:00) Eastern (b) (4), (b) (6) |NotApplicable
Time (US & Canada)

3 Mar-08-2021 07:04:39 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

3 Mar-08-2021 07:03:22 (UTC-05:00) Eastern (b) (4), (b) (6) |NotDone

Time (US & Canada)
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FDA-CBER-2021-5683-0922599




090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Time (US & Canada)

Item | Date User Comment

4 Mar-09-2021 07:41:58 (UTC-05:00) Eastern (b) (4), (b) (6) |Not Applicable
Time (US & Canada)

4 Mar-09-2021 07:41:35 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

4 Mar-08-2021 07:06:03 (UTC-05:00) Eastern (b) (4), (b) (6) |NotApplicable
Time (US & Canada)

4 Mar-08-2021 07:04:39 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

4 Mar-08-2021 07:03:22 (UTC-05:00) Eastern (b) (4), (b) (6) |NotDone
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

5 Mar-09-2021 07:41:58 (UTC-05:00) Eastern (b) (4), (b) (6) |Not Applicable
Time (US & Canada)

5 Mar-09-2021 07:41:35 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

5 Mar-08-2021 07:06:03 (UTC-05:00) Eastern (b) (4), (b) (6) |NotApplicable
Time (US & Canada)

5 Mar-08-2021 07:04:39 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

5 Mar-08-2021 07:03:22 (UTC-05:00) Eastern (b) (4), (b) (6) |NotDone

Time (US & Canada)
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item

Date

User

Comment

Form

Mar-08-2021 07:05:31 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
1 Mar-08-2021 07:05:31 (UTC-05:00) Eastern (b) (4), (b) (6) |Not Applicable
Time (US & Canada)
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item

Date

User

Comment

2

Mar-08-2021 07:05:31 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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FDA-CBER-2021-5683-0922604




090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item

Date

User

Comment

3

Mar-08-2021 07:05:31 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item

Date

User

Comment

4

Mar-08-2021 07:05:31 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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FDA-CBER-2021-5683-0922606




090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item

Date

User

Comment

5

Mar-08-2021 07:05:31 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item | Date User Comment

Form | Jan-22-2021 09:30:22 (UTC-05:00) Eastern Kofi Amoah Not Applicable
Time (US & Canada) (b) (4)

Page 109 of 222
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Disposition

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item | Date User Comment
1 Jan-22-2021 09:30:22 (UTC-05:00) Eastern Kofi Amoah Not Applicable
Time (US & Canada) (b) (4)

Page 110 of 222

*** Confidential***
FDA-CBER-2021-5683-0922609




090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item | Date User Comment

Form | Jan-22-2021 09:30:36 (UTC-05:00) Eastern Kofi Amoah Not Applicable
Time (US & Canada) (b) (4)
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Disposition

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: DEATH DETAILS CODED - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item | Date User Comment
1 Jan-22-2021 09:30:36 (UTC-05:00) Eastern Kofi Amoah Not Applicable
Time (US & Canada) (b) (4)
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

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

e CRF_Sign
e CRF Sign_1
Name Signature Date Type Action
Meaning
(b) N/A Mar-12-2021 12:36:37 (UTC-05:00) Eastern Edit - All
(6) Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) Approved Mar-10-2021 11:09:03 (UTC-05:00) Eastern BOOK Signed
(6) Time (US & Canada)
Affidavit:
By my dated signature below, |, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) N/A Mar-09-2021 07:41:35 (UTC-05:00) Eastern Edit - All
(6) Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) Approved Mar-08-2021 11:25:09 (UTC-05:00) Eastern BOOK Signed
(6) Time (US & Canada)
Affidavit:
By my dated signature below, |, (b) (6) , verify that all case report form pages accurately display the results of the

examinations, tests, eval uations and treatments performed on this subject.

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified
Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: -
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Kofi Amoah N/A Mar-03-2021 14:24:28 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) Approved Mar-03-2021 13:14:22 (UTC-05:00) Eastern BOOK Signed
(6) Time (US & Canada)
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) (6) N/A Mar-03-2021 13:07:36 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) Approved Feb-24-2021 09:45:08 (UTC-05:00) Eastern BOOK Signed
(6) Time (US & Canada)
Affidavit:
By my dated signature below, | (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) N/A Jan-29-2021 10:12:11 (UTC-05:00) Eastern Edit - All
(6) Time (US & Canada) signatures
invalidated
Affidavit:
N/A
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified
Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
(b) Approved Jan-22-2021 13:19:37 (UTC-05:00) Eastern BOOK Signed
(6) Time (US & Canada)
Affidavit:
By my dated signature below, |, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) N/A Jan-19-2021 14:07:04 (UTC-05:00) Eastern Edit - All
(6) Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) Approved Oct-29-2020 12:28:12 (UTC-05:00) Eastern BOOK Signed
(6) Time (US & Canada)
Affidavit:
By my dated signature below, |, (b) (6) , verify that all case report form pages accurately display the results of the

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

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

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

(b) N/A Oct-26-2020 11:21:07 (UTC-05:00) Eastern Edit - All
(6) Time (US & Canada) signatures
invalidated
Affidavit:
N/A
(b) Approved Oct-22-2020 12:27:01 (UTC-05:00) Eastern BOOK Signed

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

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

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Affidavit:
By my dated signature below, 1, (b) (6)

verify that all case report form pages accurately display the results of the

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

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

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

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

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-19-2020 12:43:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern () (6) 24 JUL 2020

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-19-2020 12:43:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) STAGE 3 COHORTS

Time (US & Canada)
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Consent Was:
Date Location User Value Reason
Aug-19-2020 12:44:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OBTAINED
Time (US & Canada) Date Written Consent Obtained

Aug/19/2020
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Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

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

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Subject ID

Date Location User Value Reason
Aug-19-2020 12:43:04 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-05:00) Eastern (autocalc) | 10921010 previous form
Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason
Aug-19-2020 12:43:00 ACVOPFEINFPE000 |autocalc |DataEntry: Enrollment Entry
(UTC-05:00) Eastern (autocalc) |(b) (6)/1941

Time (US & Canada)

3. Sex:

Date L ocation User Value Reason
Aug-19-2020 13:36:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), FEMALE

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

4. Ethnicity:

Date L ocation User Value Reason
Aug-19-2020 12:48:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NOT HISPANIC OR LATINO(A)

Time (US & Canada) (b) (6) OR OF SPANISH ORIGIN

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

Date L ocation User Value Reason
Aug-19-2020 12:48:03 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), WHITE

Time (US & Canada) (b) (6)
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-19-2020 12:48:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/19/2020

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

Visit: V1 DAY1 VAX1 L Form: DISPOSITION - SCREENING - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.

Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-19-2020 12:49:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/19/2020

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

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-19-2020 12:49:54 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENING

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Aug-19-2020 12:49:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), COMPLETED

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1_L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

la
Date L ocation User Value Reason
Aug-19-2020 14:08:41 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 1
Time (US & Canada) :

Medical History T myopia

erm:

Start Date: UNK/UNK/2

019

Ongoing: YES
l.aLline/MH Number:
Date L ocation User Value Reason
Aug-19-2020 14:08:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 14:08:41 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), myopia
Time (US & Canada) (b) (6)
l.a Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:08:41 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2019
Time (US & Canada) (b) (6)
1.a Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:08:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
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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

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1b
Date L ocation User Value Reason
Aug-19-2020 14:09:07 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 2
Time (US & Canada) :

Medical History T presbyopia

erm:

Start Date: UNK/UNK/2

005

Ongoing: YES
1.bLine/MH Number:
Date L ocation User Value Reason
Aug-19-2020 14:09:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 14:09:07 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), presbyopia
Time (US & Canada) (b) (6)
1.b Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:09:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, UNK/UNK/2005
Time (US & Canada) (b) (6)
1.b Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:09:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), YES
Time (US & Canada) (b) (6)
lc
Date L ocation | User | Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Aug-19-2020 14:10:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number: 3
Time (US & Canada) Medical History Ter hypertensio

m: n

Start Date: Aug/1/201

0

Ongoing: YES
1l.cLine/MH Number:
Date L ocation User Value Reason
Aug-19-2020 14:10:00 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 14:10:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, hypertension
Time (US & Canada) (b) (6)
1.c Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:10:00 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Aug/1/2010
Time (US & Canada) (b) (6)
1.c Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:10:00 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason
Aug-19-2020 14:10:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Lin/MH Nu 4
Time (US & Canada) mber:
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Site No: 1092

Generated By: (b) (4)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Subject No: 10921010

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

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Medical Histo Coronary artery by

ry Term: pass graft

Start Datee  Mar/1/2008

Ongoing: NO

End Date;
Mar/1/2008
1.dLine/MH Number:
Date L ocation User Value Reason
Aug-19-2020 14:10:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 14:10:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Coronary artery bypass graft
Time (US & Canada) (b) (6)
1.d Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:10:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Mar/1/2008
Time (US & Canada) (b) (6)
1.d Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:10:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), NO
Time (US & Canada) (b) (6) End Date:
Mar/1/2008

le
Date L ocation User Value Reason
Aug-19-2020 14:11:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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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: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe5
Time (US & Canada) r
Medical History angina
Term:
Start Date: UNK/UNK/199
4
Ongoing: NO
End Date;
UNK/UNK/
1994

l.eLine/MH Number:

Date L ocation User Value Reason
Aug-19-2020 14:11:28 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5

Time (US & Canada)

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

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Date L ocation User Value Reason
Aug-19-2020 14:11:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), angina
Time (US & Canada) (b) (6)
l.e Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:11:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/1994
Time (US & Canada) (b) (6)
1.eOngoing:
Date L ocation User Value Reason
Aug-19-2020 14:11:28 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:

UNK/UNK/1994
1f
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1092
Subject No: 10921010
Generated 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: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date L ocation User Value Reason
Aug-21-2020 15:30:19 | ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-05:00) Eastern 4, Line/MH Num 6 Information
Time (US & Canada) (b) (6) ber:

Medical Histo pacemaker imp

ry Term: lantation

Start Date: UNK/UNK/20

16

Ongoing: YES
Aug-19-2020 14:12:12 | ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) LineMH Numbe 6
Time (US & Canada) re

Medical History pacemaker

Term:

Start Date: UNK/UNK/

2016
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: 1092
Subject No: 10921010
Generated By: (b) (4)

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1.f Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 14:12:12 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |6

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-22-2020 08:32:58 ACVOPFEINFP6000 |Hayley Query 1. Closed Response satisfies
(UTC-05:00) Eastern Wyper query

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

Aug-21-2020 15:30:19 ACVOPFEINFP6000 | auto query Query 1. Answered Changed
(UTC-05:00) Eastern (autoquery) Information

Time (US & Canada)

Aug-21-2020 15:30:19 | ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-05:00) Eastern @), pacemaker implantation Information

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

Aug-21-2020 14:09:59 | ACVOPFEINFP6000 | Hayley Query 1: Opened GPD Clin:
(UTC-05:00) Eastern Wyper '‘Pacemaker’

Time (US & Canada) (b) (4) reported. However,

med hx does not
capture an entry for
preceding
arrhythmia. Please
add as a separate
entry. Also,
consider updating
event term to clarify

implantation.
Aug-19-2020 14:12:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), pacemaker
Time (US & Canada) (b) (6)
1.f Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:12:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, UNK/UNK/2016
Time (US & Canada) (b) (6)
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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: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
1.f Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:12:12 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1g
Date L ocation User Value Reason
Aug-19-2020 14:12:51 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number: 7
Time (US & Canada) Medical History Ter dyslipidemi

m: a

Start Date: Mar/1/2008

Ongoing: YES
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1.gLine/MH Number:

Time (US & Canada)

Line/MH Number 8

Medical History T hypothyroidis

erm:
Start Date:

Ongoing:

m

UNK/UNK/1
990

YES

Date L ocation User Value Reason
Aug-19-2020 14:12:51 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |7

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-19-2020 14:12:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, dyslipidemia

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

1.9 Start Date:

Date L ocation User Value Reason
Aug-19-2020 14:12:51 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Mar/1/2008

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

1.9 Ongoing:

Date L ocation User Value Reason
Aug-19-2020 14:12:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES

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

1h

Date L ocation User Value Reason
Aug-19-2020 14:13:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1.h Line/MH Number:
Date L ocation User Value Reason
Aug-19-2020 14:13:20 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |8
Time (US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 14:13:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, hypothyroidism
Time (US & Canada) (b) (6)
1.h Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:13:20 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), UNK/UNK/1990
Time (US & Canada) (b) (6)
1.h Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:13:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
Li
Date L ocation User Value Reason
Aug-19-2020 14:14:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 9
Time (US & Canada) ber:

Medical Histor osteoarthritis bilat

y Term: eral knees

Start Date: UNK/UNK/2004

Ongoing: YES
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1.i Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 14:14:06 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |9

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-19-2020 14:14:06 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), osteoarthritis bilateral knees

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

1.i Start Date:

Date L ocation User Value Reason
Aug-19-2020 14:14:06 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), UNK/UNK/2004

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

1.i Ongoing:

Date L ocation User Value Reason
Aug-22-2020 08:32:58 ACVOPFEINFP6000 |Hayley Query 1: Closed Response satisfies
(UTC-05:00) Eastern Wyper query

Time (US & Canada) (b) (4)
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090177e196ae306e\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: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1.i Ongoing:

Date L ocation User Value Reason
Aug-21-2020 14:38:34 | ACVOPFEINFP6000 |(b) Query 1: Answered per source OA in
(UTC-05:00) Eastern 4, both kneesis
Time (US & Canada) (b) (6) ongoing
Aug-21-2020 14:05:31 | ACVOPFEINFP6000 | Hayley Query 1: Opened GPD Clin: Bilatera
(UTC-05:00) Eastern Wyper knee replacements
Time (US & Canada) (b) (4) reported. Please

review if an end
date can be applied
to the bilateral knee

(UTC-05:00) Eastern
Time (US & Canada)

osteoarthritis
Aug-19-2020 14:14:06 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), YES
Time (US & Canada) (b) (6)
1j
Date L ocation User Value Reason
Aug-19-2020 14:14:34 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(autocalc) | Line/MH Numbe 10
r:
Medical History allergic to peni

Term: cillin

Start Date: UNK/UNK/20
00

Ongoing: YES

Page
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1.j Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 14:14:34 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |10
Time (US & Canada)
1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 14:14:34 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, allergic to penicillin
Time (US & Canada) (b) (6)
1] Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:14:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), UNK/UNK/2000
Time (US & Canada) (b) (6)
1,j Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:14:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1k
Date L ocation User Value Reason
Aug-19-2020 14:14:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 11
Time (US & Canada) :

Medical History T insomnia

erm:

Start Date: UNK/UNK/2

018
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1.k Line/MH Number:
Date L ocation User Value Reason
Aug-19-2020 14:14:55 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |11
Time (US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 14:14:55 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), insomnia
Time (US & Canada) (b) (6)
1.k Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:14:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), UNK/UNK/2018
Time (US & Canada) (b) (6)
1.k Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:14:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6)
1l
Date L ocation User Value Reason
Aug-19-2020 14:15:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Nu 12
Time (US & Canada) mber:

Medical Histo chronic urinary tra

ry Term: ct infection

Start Date:  UNK/UNK/2018

Ongoing: NO

End Date:
UNK/UNK/201
8
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1.l Line/MH Number:

Time (US & Canada)

r:

Medical History |eft cataract

Term:

Start Date:
0

UNK/UNK/201

Date L ocation User Value Reason
Aug-19-2020 14:15:49 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |12
Time (US & Canada)
1.1 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 14:15:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, chronic urinary tract infection
Time (US & Canada) (b) (6)
1. Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:15:49 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), UNK/UNK/2018
Time (US & Canada) (b) (6)
1.1 Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:15:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6) End Date:

UNK/UNK/2018
Im
Date L ocation User Value Reason
Aug-19-2020 14:17:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 13
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Ongoing: NO
End Date:
UNK/UNK/
2010
1.mLine/MH Number:
Date L ocation User Value Reason
Aug-19-2020 14:17:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |13
Time (US & Canada)
1.m Disease/Syndrome/Surgery/Non-Drug Allergies’Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 14:17:14 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), left cataract
Time (US & Canada) (b) (6)
1.m Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:17:14 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2010
Time (US & Canada) (b) (6)
1.m Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:17:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2010
1n
Date L ocation User Value Reason
Aug-19-2020 14:17:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 14

Time (US & Canada)

r:

*** Confidential***
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Medical History right cataract

Term:

Start Date: UNK/UNK/201

4
Ongoing: NO
End Date:
UNK/UNK/
2014
1.n Line/MH Number:
Date Location User Value Reason
Aug-19-2020 14:17:55 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |14
Time (US & Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-19-2020 14:17:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), right cataract
Time (US & Canada) (b) (6)
1.n Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:17:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), UNK/UNK/2014
Time (US & Canada) (b) (6)
1.n Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:17:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date;
UNK/UNK/2014

1o
Date L ocation | User | Value Reason
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Aug-19-2020 14:20:20 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 15
Time (US & Canada) r:

Medical History tota hysterecto

Term: my

Start Date: UNK/UNK/199

7
Ongoing: NO
End Date:
UNK/UNK/
1997
l.oLine/MH Number:
Date L ocation User Value Reason
Aug-19-2020 14:20:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |15
Time (US & Canada)
1.0 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 14:20:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), total hysterectomy
Time (US & Canada) (b) (6)
1.0 Start Date:
Date L ocation User Value Reason
Aug-19-2020 14:20:20 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/1997
Time (US & Canada) (b) (6)
1.0 Ongoing:
Date L ocation User Value Reason
Aug-19-2020 14:20:20 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/1997
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

1p
Date L ocation User Value Reason
Aug-19-2020 15:45:50 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | Line/MH Numbe 16
r.

Medical History hypercalcemia

Term:
Start Date: UNK/UNK/201
8
Ongoing: NO
End Date:
UNK/UNK/
2018
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1.pLine/MH Number:

erm: plasty

(S

Medical percutaneous transiu
History T minal coronary angio

Start Dat UNK/UNK/1994

Date L ocation User Value Reason
Aug-19-2020 15:45:50 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |16
Time (US & Canada)
1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 15:45:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, hypercalcemia
Time (US & Canada) (b) (6)
1.p Start Date:
Date L ocation User Value Reason
Aug-19-2020 15:45:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), UNK/UNK/2018
Time (US & Canada) (b) (6)
1.p Ongoing:
Date L ocation User Value Reason
Aug-19-2020 15:45:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), NO
Time (US & Canada) (b) (6) End Date:

UNK/UNK/2018
1q
Date L ocation User Value Reason
Aug-20-2020 07:53:35 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern 4), LingMH 17
Time (US & Canada) (b) (6) Number
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Ongoing: NO
End Date:
UNK/UNK/1994
Aug-19-2020 15:46:54 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) LineMH 17
Time (US & Canada) Number:

Medical percutaneous tranlum
History T ina coronary angiopl
erm: asty

Start Date UNK/UNK/1994

Ongoing: NO
End Date:

UNK/UNK/1994
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1.gLine/MH Number:
Date L ocation User Value Reason
Aug-19-2020 15:46:54 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |17
Time (US & Canada)
1.q Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value |Reason
Aug-20-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Discrepancy has been
09:00:37 Oracle 1: Clo |closed.
(UTC-05:00) (b) (4) sed
Eastern Time
Us&
Canada)
Aug-20-2020 | ACVOPFEINFP6000 auto query Query | Transcription Error
07:53:35 (autoquery) 1: An
(UTC-05:00) swere
Eastern Time d
(Us&
Canada)
Aug-20-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) |Data | Transcription Error
07:53:35 Entry
(UTC-05:00) .
Eastern Time percut
(Us& aneou
Canada) strans
lumin
al cor
onary
angio
plasty
Aug-19-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Clarify PERCUTANEOUS
22:50:53 Oracle 1: Op | TRANLUMINAL
(UTC-05:00) (b) (4) ened [ CORONARY
Eastern Time ANGIOPLASTY as
Us& follows...PERCUTANEOUS
Canada) TRANSLUMINAL
CORONARY
ANGIOPLASTY?If so,
edit. Otherwise clarify.
Thank you.
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Header Text: c4591001

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

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: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Aug-19-2020 | ACVOPFEINFPE000 (b) Data | Initia Entry
15:46:54 (4), Entr
(UTC-05:00) (b) (6) .
Eastern Time percut
(Us& aneou
Canada) stranl
umina
| coro
nary a
ngiopl
asty
1.q Start Date:
Date L ocation User Value Reason
Aug-19-2020 15:46:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), UNK/UNK/1994
Time (US & Canada) (b) (6)
1.q Ongoing:
Date L ocation User Value Reason
Aug-19-2020 15:46:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/1994
1r
Date L ocation User Value Reason
Aug-19-2020 15:47:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 18
Time (US & Canada) er:
Medical History right rotator cuf
Term: f tear
Start Date: UNK/UNK/200
9
Ongoing: NO
End Date:
UNK/UNK/
2009
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090177e196ae306e\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: 1092

Subject No: 10921010

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1.r Line/MH Number:

Date L ocation User Value Reason
Aug-19-2020 15:47:43 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |18
Time (US & Canada)
1.r Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 15:47:43 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), right rotator cuff tear
Time (US & Canada) (b) (6)
1.r Start Date:
Date L ocation User Value Reason
Aug-19-2020 15:47:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, UNK/UNK/2009
Time (US & Canada) (b) (6)
1.r Ongoing:
Date L ocation User Value Reason
Aug-19-2020 15:47:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2009

1s
Date L ocation User Value Reason
Aug-19-2020 15:48:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 19
Time (US & Canada) r:

Medical History fibroid tumors

Term:

Start Date: UNK/UNK/199

7
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090177e196ae306e\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: 1092

Subject No: 10921010

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:31

Ongoing: NO
End Date:
UNK/UNK/
1997
1.sLine/MH Number:
Date L ocation User Value Reason
Aug-19-2020 15:48:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |19
Time (US & Canada)
1.s Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 15:48:26 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), fibroid tumors
Time (US & Canada) (b) (6)
1.s Start Date:
Date L ocation User Value Reason
Aug-19-2020 15:48:26 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/1997
Time (US & Canada) (b) (6)
1.sOngoing:
Date L ocation User Value Reason
Aug-19-2020 15:48:26 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/1997
1t
Date L ocation User Value Reason
Aug-19-2020 15:49:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 20

Time (US & Canada)

r:
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Site No: 1092

Generated By: (b) (4)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Subject No: 10921010

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

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Medical History left cataract sur

Term: gery

Start Date: Mar/UNK/201

6
Ongoing: NO
End Date:
Mar/UNK/2
016
1.t Line/MH Number:
Date Location User Value Reason
Aug-19-2020 15:49:27 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |20
Time (US & Canada)
1.t Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-19-2020 15:49:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), left cataract surgery
Time (US & Canada) (b) (6)
1.t Start Date:
Date L ocation User Value Reason
Aug-19-2020 15:49:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Mar/UNK/2016
Time (US & Canada) (b) (6)
1.t Ongoing:
Date L ocation User Value Reason
Aug-19-2020 15:49:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date;
Mar/UNK/2016

lu
Date L ocation | User | Value Reason
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090177e196ae306e\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: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Aug-19-2020 15:50:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numbe 21
Time (US & Canada) r

Medical History parathyroidecto

Term: my

Start Date: UNK/UNK/201

8
Ongoing: NO
End Date:
UNK/UNK/
2018
1.u Line/MH Number:
Date L ocation User Value Reason
Aug-19-2020 15:50:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |21
Time (US & Canada)
1.u Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 15:50:03 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), parathyroidectomy
Time (US & Canada) (b) (6)
1.u Start Date:
Date L ocation User Value Reason
Aug-19-2020 15:50:03 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, UNK/UNK/2018
Time (US & Canada) (b) (6)
1.u Ongoing:
Date L ocation User Value Reason
Aug-19-2020 15:50:03 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2018
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1092
Subject No: 10921010
Generated 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: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

lv
Date L ocation User Value Reason
Aug-19-2020 15:52:02 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 22
Time (US & Canada) ber:
Medical Histo bilateral knee repl
ry Term: acements
Start Date: UNK/UNK/2004
Ongoing: NO
End Date:
UNK/UNK/20
04
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1.vLine/MH Number:

Date L ocation User Value Reason
Aug-19-2020 15:52:02 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 22
Time (US & Canada)
1.v Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 15:52:02 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, bilateral knee replacements
Time (US & Canada) (b) (6)
1.v Start Date:
Date L ocation User Value Reason
Aug-19-2020 15:52:02 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), UNK/UNK/2004
Time (US & Canada) (b) (6)
1.v Ongoing:
Date L ocation User Value Reason
Aug-19-2020 15:52:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2004

1w
Date L ocation User Value Reason
Aug-19-2020 15:52:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 23
Time (US & Canada) er:

Medical Histor right rotator cuff

y Term: repair

Start Date: UNK/UNK/200

9
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Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Ongoing: NO
End Date:
UNK/UNK/2
009
1wLine/MH Number:
Date L ocation User Value Reason
Aug-19-2020 15:52:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |23
Time (US & Canada)
1.w Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-19-2020 15:52:49 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), right rotator cuff repair
Time (US & Canada) (b) (6)
1w Start Date:
Date L ocation User Value Reason
Aug-19-2020 15:52:49 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), UNK/UNK/2009
Time (US & Canada) (b) (6)
1.w Ongoing:
Date L ocation User Value Reason
Aug-19-2020 15:52:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2009
1x
Date L ocation User Value Reason
Aug-26-2020 07:55:25 | ACVOPFEINFP6000 |(b) Data Entry: Additional
(UTC-05:00) Eastern (4), LineMH 24 information
Time (US & Canada) () (6) Number:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Medical heart arrhythmias- "
History T dueto pause betwee
erm: n beats'

Start Dat UNK/UNK/2016
(S

Ongoing: NO
End Date:
UNK/UNK/2016
Aug-21-2020 15:31:14 | ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Line/MH Num 24
Time (US & Canada) ber:
Medical Histor heart arrhythm
y Term: ias
Start Date; UNK/UNK/20
16
Ongoing: NO
End Date:
UNK/UNK
/2016
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

1.x Line/MH Number:

(UTC-05:00) Eastern
Time (US & Canada)

Date L ocation User Value Reason
Aug-21-2020 15:31:14 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(autocalc) |24

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

(UTC-05:00) Eastern
Time (US & Canada)

Date L ocation User Value Reason
Aug-26-2020 14:02:56 | ACVOPFEINFP6000 | Hayley Wyper Query 1. Closed Response satisfies
(UTC-05:00) Eastern (b) (4) query

Time (US & Canada)

Aug-26-2020 07:55:25 | ACVOPFEINFP6000 | auto query Query 1. Answered Additiona
(UTC-05:00) Eastern (autoquery) information

Time (US & Canada)

Aug-26-2020 07:55:25 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Additional

heart arrhythmias- "dueto pa | information
use between beats'

Aug-26-2020 01:51:20
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Opened GPD Clin: Please
review and confirm
if amore
descriptive term
can be applied to
describe the
'‘Arrhythmias
reported.

Aug-25-2020 07:29:07
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPE6000

Hayley Wyper Query 1: Candidate GPD Clin: Please
(b) (4) review and confirm
if amore
descriptive term
can be applied to
describe the
'‘Arrhythmias
reported.

Aug-21-2020 15:31:14
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Data Entry: Initial Entry
heart arrhythmias

1.x Start Date:

Date

L ocation

User Value Reason
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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

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Aug-21-2020 15:31:14 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, UNK/UNK/2016
Time (US & Canada) (b) (6)
1.x Ongoing:
Date L ocation User Value Reason
Aug-21-2020 15:31:14 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2016

Ly
Date L ocation User Value Reason
Mar-05-2021 06:57:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LingMH Number: 25
Time (US & Canada) Medical History Ter GERD

m:

Start Date: Aug/1/201

0
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: 1092
Subject No: 10921010
Generated By: (b) (4)

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

1y Line/MH Number:

Date L ocation User Value Reason
Mar-05-2021 06:57:05 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 25

Time (US & Canada)

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

Date L ocation User Value Reason
Mar-05-2021 06:57:05 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) GERD
Time (US & Canada)
1y Start Date:
Date L ocation User Value Reason
Mar-05-2021 06:57:05 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) Aug/1/2010
Time (US & Canada)
1.y Ongoing:
Date L ocation User Value Reason
Mar-05-2021 06:57:05 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada)
1z
Date L ocation User Value Reason
Mar-05-2021 06:57:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Lin/MH Num 26
Time (US & Canada) ber:

Medical Histor Intermittent stom

y Term: ach pain

Start Date: Jan/1/2017

Ongoing: YES

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

1.zLine/MH Number:

Date L ocation User Value Reason
Mar-05-2021 06:57:47 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 26

Time (US & Canada)

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

Date L ocation User Value Reason
Mar-05-2021 06:57:47 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) Intermittent stomach pain
Time (US & Canada)
1.z Start Date:
Date L ocation User Value Reason
Mar-05-2021 06:57:47 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) Jan/1/2017
Time (US & Canada)
1.z0ngoing:
Date L ocation User Value Reason
Mar-05-2021 06:57:47 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1092

Subject No: 10921010

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date:
Date L ocation User Value Reason
Aug-19-2020 15:55:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/19/2020
Time (US & Canada) (b) (6)
2. Weight:
Date L ocation User Value Reason
Aug-19-2020 15:55:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), 145.2
Time (US & Canada) (b) (6)
3. Unit:
Date L ocation User Value Reason
Aug-19-2020 15:55:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), LB
Time (US & Canada) (b) (6)
4. Height:
Date L ocation User Value Reason
Aug-19-2020 15:55:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, 65.75
Time (US & Canada) (b) (6)
5. Unit:
Date L ocation User Value Reason
Aug-19-2020 15:55:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), in
Time (US & Canada) (b) (6)
6. Body Mass I ndex:
Date L ocation User Value Reason
Aug-19-2020 15:55:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 23.6
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 30-Jul-2020 21:28

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Form Status: Data Complete, Locked, Frozen, Verified

Time (US & Canada)

7.a
Date L ocation User Value Reason
Aug-19-2020 15:55:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Record Identifier:: 1
Time (US& Canada) (b) (6) Temperature; 97.8

Temperature Unit: F

TemperatureLocat FOREHE

ion:: AD
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-19-2020 15:55:27 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) (b) (6)
7.a Temperature:
Date L ocation User Value Reason
Aug-19-2020 15:55:27 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), 97.8
Time (US & Canada) (b) (6)
7.aUnit:
Date L ocation User Value Reason
Aug-19-2020 15:55:27 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, F
Time (US & Canada) (b) (6)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-19-2020 15:55:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), FOREHEAD
Time (US & Canada) (b) (6)
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

3. Collection Date:

Date L ocation User Value Reason
Aug-19-2020 15:56:02 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Not Applicable
Time (US & Canada) (b) (6)
6.a
Date L ocation User Value Reason
Aug-19-2020 15:56:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defin Not Applicable
Time (US & Canada) ed | dentifier:
Test:: Choriogonadotro
pin Beta PX113
Result:: Not Applicable
Not Done:: Not Applicable
Aug-19-2020 15:56:35 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc) | Sponsor-Defin
Time (US & Canada) ed | dentifier:
Test:: Choriogonadotro
pin Beta PX113
Result::
Not Done::
Aug-19-2020 15:55:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defin 113
Time (US & Canada) ed ldentifier:
Test:: Choriogonadotro
pin Beta PX113
Result::
Not Done:: NOT DONE
6.a Sponsor |D:
Date L ocation User Value Reason
Aug-19-2020 15:56:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALYSIS- PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Time (US & Canada)
Aug-19-2020 15:56:35 ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
Aug-19-2020 15:55:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Aug-19-2020 15:55:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Choriogonadotropin Beta PX113
Time (US & Canada) (b) (6)
6.a Result:
Date L ocation User Value Reason
Aug-19-2020 15:56:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Not Done;
Date L ocation User Value Reason
Aug-19-2020 15:56:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
Aug-19-2020 15:56:35 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern (4),
Time (US & Canada) (b) (6)
Aug-19-2020 15:55:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NOT DONE
Time (US & Canada) (b) (6)

Page 160 of 222

*** Confidential***
FDA-CBER-2021-5683-0922659




090177e196ae306e\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: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Aug-19-2020 15:57:47 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/19/2020

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

2. Randomization Number:

Date L ocation User Value Reason
Aug-19-2020 15:57:47 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), 233397

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-19-2020 12:50:34 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-19-2020 12:50:34 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-19-2020 12:51:07 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Aug-19-2020 12:50:34 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-19-2020 12:50:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6) Date of Collection:
Aug/19/2020
5a
Date L ocation User Value Reason
Aug-19-2020 12:51:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Sample | D: BNSWKB
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

5.a Sample D
Date L ocation User Value Reason
Aug-19-2020 12:51:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BN5SWKB
Time (US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Aug-19-2020 12:51:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample | D: BNSWKC
Time (US & Canada) (b) (6)
5.b Sample|D
Date L ocation User Value Reason
Aug-19-2020 12:51:17 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BN5SWKC
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Aug-19-2020 12:51:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Sample 1D: BNSWKD
Time (US & Canada) (b) (6)
5.c Sample D
Date L ocation User Value Reason
Aug-19-2020 12:51:29 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), BNSWKD
Time (US & Canada) (b) (6)
5d
Date L ocation User Value Reason
Aug-19-2020 12:51:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Sample1D: BLOTN3
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Form Version: 22-Apr-2020 21.03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

5.d Sample D
Date L ocation User Value Reason
Aug-19-2020 12:51:42 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BL9TN3
Time (US & Canada) (b) (6)
5.e
Date L ocation User Value Reason
Aug-19-2020 12:51:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample ID: BLO9TN4
Time (US & Canada) (b) (6)
5.eSampleID
Date L ocation User Value Reason
Aug-19-2020 12:51:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BL9TN4
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-19-2020 12:52:39 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-19-2020 12:52:39 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-19-2020 12:53:01 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Aug-19-2020 12:52:39 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-19-2020 12:52:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES
Time (US & Canada) (b) (6) Date of Collection:
Aug/19/2020
5a
Date L ocation User Value Reason
Aug-19-2020 12:53:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Sample |D: BNSWK5
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

5.a Sample D

Date L ocation User Value Reason
Aug-19-2020 12:53:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BN5WK5

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

Visit: V1_DAY1 VAX1 L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 2104

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-19-2020 15:58:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

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

2. Treatment Name

Date L ocation User Value Reason
Aug-19-2020 15:58:10 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Aug-19-2020 15:58:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Aug-19-2020 15:58:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Aug/19/2020 12:59

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

5. Anatomical Location:

Date L ocation User Value Reason
Aug-19-2020 15:58:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Aug-19-2020 15:58:10 ACVOPFEINFP6000 (g) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) LEFT
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Time (US & Canada)

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

7. Route:

Date L ocation User Value Reason
Aug-19-2020 15:58:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-19-2020 15:58:10 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED OB

Time (US & Canada) SERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Aug-19-2020 15:58:10 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES

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

Visit: V1 DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.

Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Select appropriate response - Reactogenicity diary collection
Date L ocation User Value Reason
Aug-19-2020 12:50:17 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO - REACTOGENICITY E-DI
Time (US & Canada) (b) (6) ARY NOT COLLECTED FOR T

HIS SUBJECT

Page 169 of 222

*** Confidential***

FDA-CBER-2021-5683-0922668



090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-09-2020 11:08:00 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/9/2020

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

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-09-2020 12:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/9/2020
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Sep-09-2020 12:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Record Identifier:: 1
Time (US & Canada) (b) (6) Temperature: 97.9

Temperature Unit: F

Temperature Locati FOREHE

on:: AD
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-09-2020 12:37:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) (b) (6)
2.a Temperature:
Date L ocation User Value Reason
Sep-09-2020 12:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 97.9
Time (US & Canada) (b) (6)
2.a Unit:
Date L ocation User Value Reason
Sep-09-2020 12:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, F
Time (US & Canada) (b) (6)
2.a Temperature Location:
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Header Text: c4591001
Visit: V2_VAX2_ L

Form Version: 21-Aug-2020 02:51

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Date L ocation User Value Reason
Sep-09-2020 12:37:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), FOREHEAD

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

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27

Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Lab Pand:

Date L ocation User Value Reason
Sep-09-2020 11:08:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Not Applicable

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

2. Lab Sub-Paned!:

Date L ocation User Value Reason
Sep-09-2020 11:08:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Not Applicable

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

3. Callection Date:

Date L ocation User Value Reason
Sep-09-2020 11:08:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Not Applicable

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

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Sep-09-2020 11:08:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable

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

5. Specimen Type:

Date L ocation User Value Reason
Sep-09-2020 11:08:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable

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

6.a

Date L ocation User Value Reason
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: LAB URINALYSIS- PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Sep-09-2020 11:08:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sponsor-Defined Id Not Applic
Time (US & Canada) (b) (6) entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
6.a Sponsor |D:
Date L ocation User Value Reason
Sep-09-2020 11:08:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Not Applicable
Time (US & Canada) (b) (6)
6.a Test:
Date L ocation User Value Reason
Sep-09-2020 11:08:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Not Applicable
Time (US & Canada) (b) (6)
6.a Result:
Date L ocation User Value Reason
Sep-09-2020 11:08:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
6.a Not Done:
Date L ocation User Value Reason
Sep-09-2020 11:08:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2 VAX2 L

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

Form Version: 22-Apr-2020 21:03

Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-09-2020 11:08:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-09-2020 11:08:59 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-09-2020 11:09:11 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-09-2020 11:08:59 ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Sep-09-2020 11:08:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) (b) (6) Date of Collection:
Sep/9/2020
5a
Date L ocation User Value Reason
Sep-09-2020 11:09:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Sample I D: BN5X6D
Time (US & Canada) (b) (6)
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090177e196ae306e\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: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

5.a Sample D

Date L ocation User Value Reason
Sep-09-2020 11:09:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, BN5X6D

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 2104

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-09-2020 12:37:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

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

2. Treatment Name

Date L ocation User Value Reason
Sep-09-2020 12:37:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Sep-09-2020 12:37:35 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Sep-09-2020 12:37:35 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Sep/9/2020 11:21

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

5. Anatomical Location:

Date L ocation User Value Reason
Sep-09-2020 12:37:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Sep-09-2020 12:37:35 | ACVOPFEINFPE000 |(B) (4), (B) | Data Entry: Initial Entry
(UTC-05:00) Eastern (6) LEFT
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:04
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

b) (4), (b
Time (US & Canada) 562( ). ()
7. Route:
Date L ocation User Value Reason
Sep-09-2020 12:37:35 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR
Time (US & Canada)
10. Timeframe Subject Was Observed
Date L ocation User Value Reason
Sep-09-2020 12:37:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED OB
Time (US & Canada) SERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Sep-09-2020 12:37:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES

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

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-07-2020 11:35:21 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Oct/7/2020

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

Visit: V3_ MONTH1_POSTVAX2_L

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-07-2020 11:35:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-07-2020 11:35:32 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-07-2020 11:35:47 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-07-2020 11:35:32 ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Oct-07-2020 11:35:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), YES
Time (US & Canada) (b) (6) Date of Collection:
Oct/7/2020
5a
Date L ocation User Value Reason
Oct-07-2020 11:35:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Sample ID: BLOV42
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21.03

Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

5.a Sample D
Date L ocation User Value Reason
Oct-07-2020 11:35:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, BL9V42
Time (US & Canada) (b) (6)
5b
Date L ocation User Value Reason
Oct-07-2020 11:35:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Sample ID: BLOV43
Time (US & Canada) (b) (6)
5.b Sample|D
Date L ocation User Value Reason
Oct-07-2020 11:35:57 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), BL9V43
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Oct-07-2020 11:36:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample ID: BM9L2H
Time (US & Canada) (b) (6)
5.c Sample D
Date L ocation User Value Reason
Oct-07-2020 11:36:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BMOL 2H
Time (US & Canada) (b) (6)
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Header Text: 4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:02

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-03-2021 13:07:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Mar/3/2021

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V4 MONTH6_L

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

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-03-2021 13:07:48 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Mar-03-2021 13:07:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Mar-03-2021 13:08:06 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Mar-03-2021 13:07:48 ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Mar-03-2021 13:07:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Mar/3/2021
5a
Date L ocation User Value Reason
Mar-03-2021 13:08:06 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Sample |D: BRBT3L
Time (US & Canada) (b) (6)
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21.03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

5.a Sample D
Date L ocation User Value Reason
Mar-03-2021 13:08:06 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, BRBT3L
Time (US & Canada) (b) (6)
5b
Date L ocation User Value Reason
Mar-03-2021 13:08:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Sample ID: BSM62L
Time (US & Canada) (b) (6)
5.b Sample|D
Date L ocation User Value Reason
Mar-03-2021 13:08:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), BSM62L
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Mar-03-2021 13:08:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample |D: BSM62W
Time (US & Canada) (b) (6)
5.c Sample D
Date L ocation User Value Reason
Mar-03-2021 13:08:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BSM62W
Time (US & Canada) (b) (6)
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Header Text: c4591001

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

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-07-2020 11:39:33 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Oct/7/2020

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

2. Phase of Disposition:

Date L ocation User Value Reason
Oct-07-2020 11:39:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATION

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Oct-07-2020 11:39:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), COMPLETED

Time (US & Canada) (b) (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: 1092 Site Name: (1092) Sterling Research Group, Ltd.

Subject No: 10921010 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Date L ocation User Value Reason
Sep-10-2020 12:48:36 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern (4),

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

090177e196ae306e\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: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Date L ocation User Value Reason
Mar-04-2021 11:23:03 | ACVOPFEINFPS000 |(b) (4), (b) = | Form Created

(UTC-05:00) Eastern (6)

Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Category:

Date

L ocation User

Value

Reason

Sep-10-2020 12:48:36
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | auto calc

(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2.AEID:

Date

L ocation User

Value

Reason

Sep-10-2020 12:48:36
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | auto calc

(autocalc) |1

Data Entry:

Initial Entry

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

Date

L ocation

User

Value

Reason

Sep-14-2020
15:39:06
(UTC-05:00)
Eastern Time
(Us&
Canada)

ACVOPFEINFP6000.InFormAdapter.Discrepancy

PFETMS
Oracle

(b) (4)

Query 3:
Closed

Discrepancy has been
closed.

Sep-14-2020
13:12:43
(UTC-05:00)
Eastern Time
(Us&
Canada)

ACVOPFEINFPE000

auto query
(autoquery)

Query 3:
Answered

Changed Information

Sep-14-2020
13:12:43
(UTC-05:00)
Eastern Time
(Us&
Canada)

ACVOPFEINFP6000

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

Data Ent
ry:
Vulvovagi
nitis

Changed Information

Sep-14-2020
12:03:49
(UTC-05:00)
Eastern Time
(US&

ACVOPFEINFP6000.InFormAdapter.Discrepancy

PFETMS
Oracle

(b) (4)

Query 3:
Opened

Clarify
VULVOVAGINITIS
INFLAMMATION
OR INFECTION OF
THE VULVA AND
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Canada) VAGINA as
follows...Areyou
reporting
VULVOVAGINITIS
INFECTION? Or
VULVOVAGINAL
INFLAMMATION
(NONIFECTIVE
VULVOVAGINITIS)?
Please update the term
to clarify. If reporting
both, please split and
report as 2 separate
entries. Thank you.

Sep-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: | Discrepancy has been

08:33:24 Oracle Closed closed.

(UTC-05:00) (b) 4

Eastern Time

(Us&

Canada)

Sep-14-2020 | ACVOPFEINFPG000 auto query Query 2: | Transcription Error

07:39:23 (autoquery) Answered

(UTC-05:00)

Eastern Time

Us&

Canada)

Sep-14-2020 | ACVOPFEINFP6000 (b) DataEnt | Transcription Error

07:39:23 @), ry:

(UTC-05:00) (b) (6) Vulvovagi

Eastern Time nitis-infla

(Us& mmation

Canada) or infectio

n of thev
ulvaand v
agina

Sep-11-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: | Spacing: Verbatim

22:27.01 Oracle Opened Term contains leading,

(UTC-05:00) (b) (4) trailing or more than

Eastern Time one consecutive

(Us& space.

Canada)

Sep-11-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1. | Discrepancy has been

21:34:20 Oracle Closed closed.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1092) Sterling Research Group, Ltd.

Subject No: 10921010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
(UTC-05:00) (b) (4)
Eastern Time
Us&
Canada)
Sep-11-2020 ACVOPFEINFP6000 auto query Query 1. | Transcription Error
07:17:00 (autoquery) Answered
(UTC-05:00)
Eastern Time
(Us&
Canada)
Sep-11-2020 | ACVOPFEINFPG000 (b) Data Ent | Transcription Error
07:17:00 4, ry:
(UTC-05:00) (b) (6) Vulvovagi
Eastern Time nitis- infla
(Us& mmation
Canada) or infectio
n of thev
ulvaand v
agina
Sep-11-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: | Clarify
04:34:02 Oracle Opened VULVOROGINITIS
(UTC-05:00) (b) 4 asfollows...Areyou
Eastern Time reporting
(Us& VULVOVAGINITIS?
Canada) If so, update the
verbatim term as such.
Otherwise clarify and
edit the term. Thank
you.
Sep-10-2020 | ACVOPFEINFP6000 (b) DataEnt | Initia Entry
12:48:36 @), ry:
(UTC-05:00) (b) (6) Vulvorogi
Eastern Time nitis
(Us&
Canada)
4. Start Date Time:
Date L ocation User Value Reason
Sep-10-2020 12:48:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/3/2020 UNK:UNK
Time (US & Canada) (b) (6)
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Oct-26-2020 11:21:07 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date Time:
Oct/12/2020 UNK:UNK
Oct-26-2020 10:58:56 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Oct-23-2020 08:11:03 ACVOPFEINFPE000 |(b) Query 1: Answered Original valueis
(UTC-05:00) Eastern @), correct
Time (US & Canada) (b) (6)
Oct-23-2020 04:47:34 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened GPD CLINQUERY:
(UTC-05:00) Eastern (b) (6) Please confirm if
Time (US & Canada) vulvovaginitis,
onset date
03-Sep-20, is till
ongoing and at
unchanged severity.
Sep-10-2020 12:48:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
6. Toxicity Grade:
Date L ocation User Value Reason
Sep-10-2020 12:48:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) (b) (6)

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
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Sep-10-2020 12:48:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 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
Sep-10-2020 12:48:36 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

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

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Sep-10-2020 12:49:07 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern (4), NOT RELATED

Time (US & Canada) (b) (6) If Not Related to study treatme

nt(s), this event is due to:

OTHER
If Other, specify:
Unknown

Sep-10-2020 12:48:36 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NOT RELATED
Time (US & Canada) (b) (6)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-10-2020 12:48:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NOT APPLICABLE
Time (US & Canada) (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Sep-10-2020 12:48:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Sep-10-2020 12:48:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), NO

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

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

Date L ocation User Value Reason

Oct-26-2020 11:21:54 ACVOPFEINFP6000 | auto query Query 1. Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-26-2020 11:21:54 ACVOPFEINFP6000 |(b) Data Entry: New Information

(UTC-05:00) Eastern (4), RECOVERED/RESOLVED

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

Oct-26-2020 11:21:07 ACVOPFEINFP6000 | auto query Query 1: Opened For AE

(UTC-05:00) Eastern (autoquery) Vulvovaginitis:

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

Sep-10-2020 12:48:36 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), NOT RECOVERED/NOT RES

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

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

Date L ocation User Value Reason

Sep-10-2020 12:48:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), NO

Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: Logs- Unscheduled
Form Version: 22-Apr-2020 21:02

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

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Category:

Date L ocation User Value Reason

Mar-04-2021 11:23:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AEID:

Date L ocation User Value Reason

Mar-04-2021 11:23:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |2

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Mar-12-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2. | Clinical - Please

11:45:01 Reissued: | removethe 2

(UTC-05:00) Opened | med Hx boxes

Eastern Time with NO DATE

(Us& labeled Dose 1

Canada) by IM/Dose 2
by IM. Thereal
doses are
already
reported, with
date/time/arm
side. These
blank historic
doses are being
interpreted as
Blinded phase,
and dose 1/2 as
Open label

Mar-12-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. | Response

11:41:07 Closed satisfies query

(UTC-05:00)

Eastern Time

(Us&

Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Mar-11-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Updated report

07:07:34 Answere | sent 09Mar2021

(UTC-05:00) d

Eastern Time

(Us&

Canada)

Mar-09-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Clinica - Please

22:11:34 Reissued: | update the SAE

(UTC-05:00) Opened report with the

Eastern Time modified event

(Us& term of

Canada) "‘Worsening
Intermittent
Stomach Pain'

Mar-09-2021 | ACVOPFEINFP6000 auto query Query 2: | Changed

12:15:26 (autoquery) Answere | Information

(UTC-05:00) d

Eastern Time

(Us&

Canada)

Mar-09-2021 | ACVOPFEINFP6000 auto query Query 1. | Changed

12:15:26 (autoquery) Answere | Information

(UTC-05:00) d

Eastern Time

(Us&

Canada)

Mar-09-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Ent | Changed

12:15:26 ry: Information

(UTC-05:00) Worsenin

Eastern Time g Intermi

(Us& ttent Sto

Canada) mach Pai

n

Mar-09-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: | CLINICAL -

08:21:42 Opened | SAE report past

(UTC-05:00) med hx section

Eastern Time includesthe

(Us& 19Aug20 VAX

Canada) dose; it also
includes a2nd
box for another
VAX dose
which has no
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

date. This
pushes VAX
dose on
09Sep20 to be
DOSE #3.
Please remove
blank VAX box
on SAE report
in Med Hx

Mar-09-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1. | TheAE

03:06:45 (b) (4) Opened | Intermittent

(UTC-05:00) Stomach Pain

Eastern Time was reported

(Us& but isalso listed

Canada) in Medical
History. Please
clarify if thisis
aworsening of
the baseline
condition, and if
S0, please
consider adding
"worsening" to
the AE term.
AE asbaseline
conditions
should only be
reported as AEs
if they worsen.
(b) (4)

Mar-04-2021 | ACVOPFEINFP6000 (b) (4), (b) DataEnt | Initial Entry

11:23:03 (6) ry:

(UTC-05:00) Intermitt

Eastern Time ent Stom

(Us& ach Pain

Canada)

4. Start Date Time:

Date L ocation User Value Reason

Mar-04-2021 11:23:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (6) Feb/2/2021 UNK:UNK

Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:31

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Mar-04-2021 11:23:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) YES

Time (US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Mar-04-2021 11:23:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) 2

Time (US & Canada)

7. | sthe adver se 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
Mar-08-2021 00:39:06 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Mar-04-2021 11:23:03 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Intermittent
(UTC-05:00) Eastern (autoquery) Stomach Pain:
Time (US & Canada) Response to "Isthe
adverse event
serious?’ is'Yes
but "Serious
Adverse Event
Number" is blank.
Mar-04-2021 11:23:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada) Isthis serious event associated
with congenital anomaly or bir
th defect?
NO
Did this serious event result in
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries
Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
death?
NO

Did this serious event require o
r prolong hospitalization?

YES
Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Isthis serious event life threate
ning?

NO

Other medically important seri
ous 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
Mar-04-2021 11:23:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) NO

Time (US & Canada)

9. Isthis event related to study treatment:

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Date L ocation User Value Reason
Mar-04-2021 11:23:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) NOT RELATED

Time (US & Canada) If Not Related to study treatme

nt(s), this event is due to:
OTHER

If Other, specify:

Page 198 of 222

*** Confidential***
FDA-CBER-2021-5683-0922697




090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Queries

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Not related to study treatm
ent
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-04-2021 11:23:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 11:23:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Mar-04-2021 11:23:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-08-2021 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies query
11:10:16 (b) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
Mar-08-2021 ACVOPFEINFPE000 | auto query Query 1: Answered | Transcription Error
07:06:46 (autoquery)
(UTC-05:00)
Eastern Time (US
& Canada)
Mar-08-2021 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
07:06:46 (4), NOT RECOVERED
(UTC-05:00) (b) (6) /INOT RESOLVED
Eastern Time (US
& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

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

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Mar-08-2021 ACVOPFEINFPE000 |(b) (4), Query 1: Opened SAE

00:40:33 (b) (6) RECON:AER#2021240901,outcome

(UTC-05:00) was reported as NOT

Eastern Time (US RECOVERED/NOT RESOLVED to

& Canada) Safety DB however, recorded as
RECOVERING/RESOLVING on
AE CRF. Please confirm correct
outcome. If safety updateis
required, please submit a follow-up
form.

Mar-04-2021 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

11:23:03 (6) RECOVERING/RE

(UTC-05:00) SOLVING

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Mar-04-2021 11:23:03 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (6) NO
Time (US & Canada)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Mar-08-2021 00:39:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 2021240901
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Audit Trail
Form Status:

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Date L ocation User Value Reason
Oct-07-2020 11:38:10 ACVOPFEINFPG6000 |(b) Form Created

(UTC-05:00) Eastern Time (4),

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

Form Version: 22-Apr-2020 21.03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Status:

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Mar-12-2021 12:36:57 ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-05:00) Eastern (4), Error

Time (US & Canada)

(b) (6)

Mar-03-2021 14:24:28
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Kofi Amoah Form Created
(b) (4)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Version: 22-Apr-2020 21.03

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Status:

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Time (US & Canada)

Date L ocation User Value Reason
Mar-12-2021 12:36:37 ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-05:00) Eastern (4), Error

(b) (6)

Mar-03-2021 14:25:42
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Kofi Amoah Form Created
(b) (4)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21.03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Oct-07-2020 11:38:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Oct-07-2020 11:38:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATIONS

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Oct-07-2020 11:38:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NO

Time (US & Canada)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter

the full trade or proprietary name. I nclude clarifying information in the Medication text (e.g., I ngredient(s), route, use,

formulation).

Date L ocation User Value Reason
Oct-07-2020 11:38:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), influenza vaccine
Time (US & Canada) (b) (6)
5. Date:
Date L ocation User Value Reason
Oct-07-2020 11:38:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/30/2020
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs- Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Answered Queries, Deleted, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Mar-09-2021 07:41:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable

Time (US & Canada)

Mar-09-2021 07:41:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Mar-08-2021 07:06:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable

Time (US & Canada)

Mar-08-2021 07:04:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Mar-08-2021 07:03:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Done

Time (US & Canada)

Mar-05-2021 06:51:58 ACVOPFEINFPE000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Mar-03-2021 14:24:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-09-2021 07:41:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable

Time (US & Canada)

Mar-09-2021 07:41:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Answered Queries, Deleted, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-08-2021 07:06:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable
Time (US & Canada)
Mar-08-2021 07:04:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
Mar-08-2021 07:03:22 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Done
Time (US & Canada)
Mar-05-2021 06:51:58 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
Mar-03-2021 14:24:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATIONS
Time (US & Canada)
3. Concomitant Medications Pre-specified:
Date L ocation User Value Reason
Mar-09-2021 07:41:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable
Time (US & Canada)
Mar-09-2021 07:41:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
Mar-08-2021 07:06:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable
Time (US & Canada)
Mar-08-2021 07:04:39 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
Mar-08-2021 07:03:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Done
Time (US & Canada)
Mar-05-2021 06:51:58 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Answered Queries, Deleted, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-03-2021 14:24:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | NO

Time (US & Canada)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter

thefull trade or proprietary name. Include clarifying information in the Medication text (e.g., I ngredient(s), route, use,

formulation).

Date L ocation User Value |Reason

Mar-12-2021 | ACVOPFEINFP6000 auto query (autoquery) Query | Transcription

12:36:57 2: Ans | Error

(UTC-05:00) wered

Eastern Time

(Us&

Canada)

Mar-09-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Query |DM2: To delete

12:22:10 2: Reis |alog line, please

(UTC-05:00) sued:O | select the

Eastern Time pened | 'Delete option at

(Us& the bottom left

Canada) of the screen and
click 'Apply'.
Please refer to
section 4.11 of
the CRF CR for
additional
guidance on
deletion of alog
entry.

Mar-09-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | Please add the

07:43:33 2: Ans | deletefeatureto

(UTC-05:00) wered | this page

Eastern Time because it is not

(Us& available on

Canada) these pages.
Onceitis
available the
pages will be
deleted.
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03

Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Answered Queries, Deleted, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-09-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initial Entry

07:41:58 Entry:

(UTC-05:00) Not A

Eastern Time pplicab

Us& le

Canada)

Mar-09-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initia Entry

07:41:35 Entry:

(UTC-05:00)

Eastern Time

(Us&

Canada)

Mar-08-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query (DM RQ: For log

16:23:10 2. Reis | lines, individua

(UTC-05:00) sued:O | rowscan be

Eastern Time pened | deleted if not

(Us& applicable.

Canada) Please consider
deleting log line
instead of item
level comment.
Else, clarify.

Mar-08-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initia Entry

07:06:03 Entry:

(UTC-05:00) Not A

Eastern Time pplicab

(Us& le

Canada)

Mar-08-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initial Entry

07:04:39 Entry:

(UTC-05:00)

Eastern Time

(Us&

Canada)

Mar-08-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |Nologlineto

07:04:04 2: Ans | delete added

(UTC-05:00) wered | form level

Eastern Time comment

(Us&

Canada)
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Form Version: 22-Apr-2020 21.03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled

VACCINATIONS - eCRF Audit Trail History

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Form: CONCOMITANT MEDICATIONS - NON STUDY

Form Status: Data Complete, Answered Queries, Deleted, Verified

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-08-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initial Entry

07:03:22 Entry:

(UTC-05:00) Not D

Eastern Time one

Us&

Canada)

Mar-08-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query |DM: Please

01:58:05 2: Ope |deletethis

(UTC-05:00) ned loglineif thereis

Eastern Time no datato be

(Us& recorded.

Canada)

Mar-05-2021 | ACVOPFEINFP6000 (b) (4), (b) Data | Transcription

06:51:58 (6) Entry: [Error

(UTC-05:00)

Eastern Time

(Us&

Canada)

Mar-04-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy has

14:47:27 (b) (4) 1: Clos | been closed.

(UTC-05:00) ed

Eastern Time

(Us&

Canada)

Mar-04-2021 | ACVOPFEINFPE000 (b) (4), (b) (6) Query [ CODING:

12:27:57 1: Reis | OMEPRAZOLE

(UTC-05:00) sued:O |[DR40MG

Eastern Time pened |DAILY isnota

(Us& vaccine. Please

Canada) review and
update as
appropriate.

Mar-04-2021 | ACVOPFEINFP6000 auto query (autoquery) Query [ Transcription

11:21:02 1: Ans | Error

(UTC-05:00) wered

Eastern Time

(Us&

Canada)

Mar-04-2021 | ACVOPFEINFPE000 (b) (4), (b) Data | Transcription

11:21:02 (6) Entry: [Error
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Answered Queries, Deleted, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-05:00) OMEP
Eastern Time RAZO
Us& LEDR
Canada) 40 MG
DAIL
Y
Mar-03-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Clarify
17:10:07 (b) (4) 1: Ope |OMPRAZOLE
(UTC-05:00) ned DR 40 MG
Eastern Time DAILY as
(Us& follows...Should
Canada) the spelling be
OMEPRAZOLE
DR 40 MG
DAILY?If so,
update the
verbatim term as
such. Otherwise
clarify and
update the term
as appropriate or
provide
reference/label.
Thank you.
Mar-03-2021 | ACVOPFEINFPE000 Kofi Amoah Data | Initial Entry
14:24:28 (b) (4) Entry:
(UTC-05:00) Ompra
Eastern Time zoleD
(Us& R 40
Canada) MG da
ily
5. Date:
Date L ocation User Value Reason
Mar-09-2021 07:41:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable
Time (US & Canada) (b) (6)
Mar-09-2021 07:41:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4),
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Answered Queries, Deleted, Verified
Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-08-2021 07:06:03
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Mar-08-2021 07:04:39
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Mar-08-2021 07:03:22
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Mar-05-2021 06:52:47
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Mar-03-2021 14:24:28
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) Data Entry: Initial Entry
(4), Not Applicable

(b) (6)

(b) Data Entry: Initial Entry
4),

(b) (6)

(b) Data Entry: Initial Entry
4), Not Done

(b) (6)

(b) (4), (b) Data Entry: Transcription Error
(6)

Kofi Amoah Data Entry: Initial Entry
(b) @) Jan/2/2021
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Verified

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

*** THISREPEATING FORM HASBEEN DELETED ***

090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Mar-08-2021 07:05:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable

Time (US & Canada)

Mar-05-2021 06:51:05 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Mar-03-2021 14:25:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-08-2021 07:05:31 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable

Time (US & Canada)

Mar-05-2021 06:51:05 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Mar-03-2021 14:25:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATIONS

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Mar-08-2021 07:05:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable

Time (US & Canada)

Mar-05-2021 06:51:05 ACVOPFEINFPE000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc)

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History
Form Version: 22-Apr-2020 21.03 Form Status: Data Complete, Deleted, Verified
Site No: 1092 Site Name: (1092) Sterling Research Group, Ltd.
Subject No: 10921010 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
*** THISREPEATING FORM HASBEEN DELETED ***

Mar-03-2021 14:25:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NO

Time (US & Canada)

4. Medication:

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

Date L ocation User Value Reason
Mar-13-2021 03:41:19 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Mar-12-2021 12:36:37 | ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-09-2021 12:24:22 | ACVOPFEINFP6000 |(b) Query 2: Reissued:Opened DM2: To delete a
(UTC-05:00) Eastern e log line, please
Time (US & Canada) select the 'Delete

option at the bottom
left of the screen
and click 'Apply'.
Please refer to
section 4.11 of the
CRF CR for
additional guidance
on deletion of alog

entry.
Mar-09-2021 07:43:49 | ACVOPFEINFP6000 |(b) Query 2: Answered Please add the
(UTC-05:00) Eastern (4), delete feature to this
Time (US & Canada) (b) (6) page because it is
not available on
these pages. Once it
isavailable the
pages will be
deleted.
Mar-08-2021 16:23:29 ACVOPFEINFPE000 |(b) (4), Query 2: Reissued:Opened DM RQ: For log
(UTC-05:00) Eastern (b) (6) lines, individual
Time (US & Canada) rows can be deleted
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

if not applicable.
Please consider
deleting log line
instead of item level
comment. Else,

clarify.

Mar-08-2021 07:05:46 | ACVOPFEINFP6000 |(b) Query 2: Answered No log lineto delete

(UTC-05:00) Eastern (4), added form level

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

Mar-08-2021 07:05:31 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Not Applicable

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

Mar-08-2021 01:58:24 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened DM: Please delete

(UTC-05:00) Eastern (6) thisloglineif there

Time (US & Canada) isno datato be
recorded.

Mar-05-2021 07:38:06 | ACVOPFEINFP6000 | Hayley Wyper | Query 1: Closed Response satisfies

(UTC-05:00) Eastern (b) (4) query

Time (US & Canada)

Mar-05-2021 06:51:05 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-05-2021 06:51:05 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-05:00) Eastern (6)

Time (US & Canada)

Mar-04-2021 13:23:27 | ACVOPFEINFP6000 | Hayley Wyper | Query 1: Opened CLINQUERY:

(UTC-05:00) Eastern (b) (4) Medication entered

Time (US & Canada) aline2and 3 are
not vaccines. The
Conmed Vax pageis
for non-study
vaccines only.
Please remove from
listing

Mar-03-2021 14:25:42 | ACVOPFEINFP6000 | Kofi Amoah Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (4) Budesonide EC 30 MG

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

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form Version: 22-Apr-2020 21.03

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

5. Date:

Date L ocation User Value Reason
Mar-08-2021 07:05:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Not Applicable

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

Mar-05-2021 06:53:07 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-05:00) Eastern (6)

Time (US & Canada)

Mar-03-2021 14:25:42 | ACVOPFEINFP6000 | Kofi Amoah Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (4) Jan/2/2021

Time (US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-19-2021 14:07:04 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Jan/19/2021

Time (US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25

Site No: 1092

Subject No: 10921010
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

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

Date L ocation User Value Reason
Jan-29-2021 12:55:50 ACVOPFEINFP6000 |Hayley Wyper | Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (4) query
Time (US & Canada)
Jan-29-2021 10:12:11 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-29-2021 10:12:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern () (6) Participant iswilling to return f
Time (US & Canada) or Vaccination 3
Participant is:
eligible and NOT confirmed
to have received only placeb
0 at Vaccination 1/2
Jan-29-2021 08:40:35 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened CLINQUERY:
(UTC-05:00) Eastern (6) Please confirm
Time (US & Canada) correct selection has
been made on this
revax confirmation
page. Please refer to
pg 207 of CRF
guidelines
Jan-28-2021 16:17:19 ACVOPFEINFP6000 |Hayley Wyper | Query 1: Candidate CLINQUERY:
(UTC-05:00) Eastern (b) (4) Please confirm
Time (US & Canada) correct selection has
been made on this
revax confirmation
page. Please refer to
pg 207 of CRF
guidelines
Jan-19-2021 14:07:09 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Participant isNOT willingtore
Time (US & Canada) turn for Vaccination 3 OR other
wise not eligible
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-22-2021 09:30:11 ACVOPFEINFP6000 |Kofi Amoah |DataEntry: Initial Entry
(UTC-05:00) Eastern (b) (4) Jan/19/2021

Time (US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-22-2021 09:30:11 ACVOPFEINFP6000 |Kofi Amoah |DataEntry: Initial Entry
(UTC-05:00) Eastern (b) (4) ASSESSELIGIBILITY FOR AD

Time (US & Canada) DITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Withdrawal of Consent Date :

Date L ocation User Value Reason
Jan-22-2021 09:30:22 ACVOPFEINFPE000 |Kofi Amoah |DataEntry: Initial Entry
(UTC-05:00) Eastern (b) (4) Not Applicable

Time (US & Canada)
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Header Text: c4591001

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

Site No: 1092
Subject No: 10921010
Generated By: (b) (4)

Form: DEATH DETAILS CODED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Collection / Natification of Death:

Date L ocation User Value Reason
Jan-22-2021 09:30:36 ACVOPFEINFPE000 |Kofi Amoah |DataEntry: Initial Entry
(UTC-05:00) Eastern (b) (4) Not Applicable

Time (US & Canada)
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1092) Sterling Research Group, Ltd.
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Subject Status

Date L ocation User Value Reason
Oct-07-2020 11:39:33 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | FOLLOW-UP

Time (US & Canada)

Aug-19-2020 15:57:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ENROLLED/RANDOMIZED

Time (US & Canada)

Aug-19-2020 12:49:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENED

Time (US & Canada)

2. Subject Status Date

Date L ocation User Value Reason
Oct-07-2020 11:39:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Oct/7/2020

Time (US & Canada)

Aug-19-2020 15:57:47 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/19/2020

Time (US & Canada)

Aug-19-2020 12:49:54 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/19/2020

Time (US & Canada)
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090177e196ae306e\Final\Final On: 01-Apr-2021 04:06 (GMT)

Header Text: c4591001

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

Site No: 1092

Subject No: 10921010

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1092) Sterling Research Group, Ltd.

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-21-2020 16:29:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (®) (6) Click Here to Enable

Time (US & Canada)
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