090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: ¢4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

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 optionis equivaent to PHASE 2/3.

1. | Select appropriate response - 24 JUL 2020
Protocol version

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

Page 1 of 840

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Sep/11/2020

Page 2 of 840

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject 1D [11161224]
2. | Birth Date: (b) (6) /1968
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racia Designation:
Page 3 of 840
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/11/2020
2. | Erroneous Visit
Page 4 of 840
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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
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Form Comments

Inclusion Criteria Not M et

1 Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion Criteria Met

2. Description of Exclusion Criterion | Not Applicable

Met

Page 5 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Sep/11/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 6 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Medical History Details

La |/ Line/MH Number:

(1]

*** Confidential***

Disease/Syndrome/Surgery [Acid Reflux]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2016
Ongoing: YES

1b |1 Line/MH Number: 2]
Disease/Syndrome/Surgery [Insomnia)
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2008
Ongoing: YES

1¢ || LineMH Number: [3]
Disease/Syndrome/Surgery [Anxiety]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2008
Ongoing: YES

1d || Line/MH Number: [4]
Disease/Syndrome/Surgery [Depression]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2008
Ongoing: YES

Page 7 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1e || LineMH Number: 5]
Disease/Syndrome/Surgery [Gastric Sleeve Surgery]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Oct/UNK/2015
Ongoing: NO
End Date:
Oct/UNK/2015

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

Start Date: UNK/UNK/2015
Ongoing: NO
End Date:
UNK/UNK/2015
19 || LineMH Number: (7

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

[Three Herniated Disc L2, 4 and 5]

Start Date: UNK/UNK/2005
Ongoing: NO
End Date:
UNK/UNK/2005

1h

Line/MH Number:

(8]

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

[Bilateral Breast Augmentation Cosmetic]

Start Date: UNK/UNK/2015
Ongoing: NO
End Date:
UNK/UNK/2015
Page 8 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

L/ Line/MH Number:

(9]

Disease/Syndrome/Surgery [Left Ovarian Cyst]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
UNK/UNK/2017
Lj || Line/MH Number: [10]

*** Confidential***

Disease/Syndrome/Surgery [Bilateral Oopherectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
UNK/UNK/2017
1K || Line/MH Number: [11]
Disease/Syndrome/Surgery [gall bladder removal]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2000
Ongoing: NO
End Date:
UNK/UNK/2000
L] Line/MH Number: [12]
Disease/Syndrome/Surgery [Gall Stones]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2000
Ongoing: NO
End Date:
UNK/UNK/2000
Page 9 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Im| Line/MH Number:

[13]

Disease/Syndrome/Surgery [Tilted Uterus)
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1990
Ongoing: NO
End Date:
UNK/UNK/1990
10|/ LineMH Number: [14]
Disease/Syndrome/Surgery [Right Arthritis Knee]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2014
Ongoing: NO
End Date:
UNK/UNK/2014
1.0 || LineMH Number: [15]
Disease/Syndrome/Surgery [Right Knee Meniscus Torn]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2014
Ongoing: NO
End Date:
UNK/UNK/2014
Page 10 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Sep/11/2020
2. | Weight: [184.8]
3. | Unit: LB
4. | Height: [69.0]
5. [ Unit: in
6. | Body Mass Index: [27.3]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [97.8]
Unit: F
Temperature L ocation: ORAL CAVITY
Page 11 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Panel: URINALYSIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Sep/11/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 12 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date : Sep/11/2020
2. | Randomization Number: [88695]
3. | Randomization Group: []
Page 13 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/11/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
54 || sample D [BPTYH9]
5b || sampleID [BPTYHB]
5 || sample ID [BLBFN3]
5d || sampleID [BLBFNA4]
Page 14 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/11/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
54 || sample D [BPTYFZ]
Page 15 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/11/2020 16:32
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 16 of 840
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

*** Confidential***

Page 17 of 840
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/30/2020
2. | Erroneous Visit
Page 18 of 840
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Sep/30/2020
Vital Signs Details
2.2 || Record Identifier: 1
Temperature: [98.2]
Unit: F
Temperature L ocation: ORAL CAVITY
Page 19 of 840
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Lab Urinalysis
1. | Lab Panel: URINALYSIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Sep/30/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 20 of 840
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/30/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
54 || sample D [BP4167]
Page 21 of 840
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/30/2020 09:10
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 22 of 840
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Oct/28/2020
2. | Erroneous Visit
Page 23 of 840
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/28/2020
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
54 || sample D [BPMFP2]
5b || sampleID [BPMFP3]
5 || sample ID [BR6301]
5d || sampleID [BR6302]
Page 24 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET

Nov/16/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/16/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit: COVID_A

Page 25 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Not Complete
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Nov/16/2020
2. | Date of First Symptom Started: Nov/14/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/20/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? YES
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? YES
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4.h .
Symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
Page 26 of 840

*** Confidential***
FDA-CBER-2021-5683-0980082




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Nov/16/2020

Form Version: 10-Oct-2020 16:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Form Status: Data Complete, Not Complete
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5a || symptoms - Other Text:

[Dry Throat]

5b Symptoms - Other Text:

[Headache]

5:C || symptoms - Other Text:

[Itchy Throat]

*** Confidential***
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Header Text: 4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# Date Qf Co | Specimen Typ Sp_eumen Cpllect Assay Code and Description Device Type Form Instan
Ilection e ion Location ce
1. [ Nov/15/20 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESP SYNDR | SARS-COV-2DIAG | Repeating
20 ATERIAL X OME CORONAVIRUS 2 NOSTIC TEST Pages
2. |Nov/14/20 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESP SYNDR | SARS-COV-2DIAG | Repeating
20 ATERIAL X OME CORONAVIRUS 2 NOSTIC TEST Pages
Page 28 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN
Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

*** Confidential***

1. | Actual Date of Collection: Nov/15/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: OTHER
7. | Test Result: POSITIVE
8. | Comments/Findings/Details: [Subject was also tested on 14NOV 2020 with a negative result]
9. | Trade Name Other, Specify: [NALT Unknown]
Page 29 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN
Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection: Nov/14/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: OTHER
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [1
9. | Trade Name Other, Specify: [NALT Unknown]
Page 30 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Nov/16/2020

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or sample | [Collected In Clinic]
was hot collected according to
protocol, please provide reason:
Aliquot

Please enter barcode for each aiquot.

5a

SampleID

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Nov/16/2020

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/16/2020
4. | If no sample was collected or sample | [ ]
was hot collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BP4OW6]
Page 32 of 840
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Header Text: c4591001

Nov/16/2020

Form Version: 10-Oct-2020 15:59
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

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

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Health Care Utilization

*** Confidential***

La|| physician or Healthcare SPECIALIST
Professional:
Occurrence of Visitsor Contacts. | NO
1b | physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts: | NO
le Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO
1d | physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts: | YES
Number of Visits or Contacts:
(2
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visitsor Contacts: | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visitsor Contacts. | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: [[]
Health Care Utilization
3. | Has the subject been hospitalized NO
dueto potential COVID-19 illness?
Page 33 of 840
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Header Text: 4591001
Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:02

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance
1. [ Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
Page 34 of 840
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Header Text: c4591001

Nov/16/2020

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Hospitalization Details

*** Confidential***

1. | Hospitalization Category: Not Applicable Comments
2. | Hospitalization Term: Not Applicable Comments
3. | Admission Date: Not Applicable Comments
1
4. | Ongoing? Not Applicable Comments
Page 35 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat
# Form Instance
r d t t e
1. | Not Done Not Done Not Done | Not Done | Not Done | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

1. | What isthe treatment Identifier? Not Done Comments
[

2. | Concomitant Non-drug Treatment Not Done Comments

Pre-specified:

3. | Treatment: Not Done Comments

4. | Treatment: Not Done Comments
[

5. | Start Date: Not Done Comments
I

6. | Ongoing? Not Done Comments

Page 37 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS

Nov/16/2020

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis:
[COVID-19 Infection]

Date of Diagnosis:
Nov/16/2020

3. | Toxicity Grade:

Page 38 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# | Category of Clinical Event: | Subcategory of Clinical Event | Diagnosis Obtained | Toxicity Grade | Form Instance
1. | Not Done Not Done Not Done Not Done Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE

Nov/16/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event: Not Done Comments

2. | Subcategory of Clinical Event: Not Done Comments

3. | Was adiagnosis obtained? Not Done Comments

4. | Toxicity Grade: Not Done Comments
Page 40 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Category for La | Vendor Na Collectllon D | Specimen T L ab Result Form Instanc
b Test me ate: ype e
1. | Not Done Not Done | Not Done Not Done Sponsor-Defined Id et | Reaul: Repeating
entifier ' : Peges
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Nov/16/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details
1. | Lab Panel: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[]
3. | Collection Date: Not Done Comments
Il
4. | Specimen Type: Not Done Comments
Lab Result
5a Sponsor ID: Not Done Comments
[]
Test: C Reactive Protein_PX329
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 42 of 840
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Nov/16/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5b Sponsor ID: Not Done Comments
[]
Test: Alanine Aminotransferase_PX30
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
5.c Sponsor ID: Not Done Comments
[]
Test: Asgpartate Aminotransferase PX28
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 43 of 840
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Header Text: c4591001

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

Nov/16/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5d Sponsor ID: Not Done Comments

[

Test: Alkaline Phosphatase PX35

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

Se Sponsor ID: Not Done Comments

[]

Test: Bilirubin_PX21

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[]
Unit

Page 44 of 840

*** Confidential***
FDA-CBER-2021-5683-0980100




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Nov/16/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

5f Sponsor ID: Not Done Comments

[

Test: Blood Urea Nitrogen_PX47

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

59 Sponsor ID: Not Done Comments

[]

Test: Creatinine_PX48

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:51
Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

# Category for L | Vendor Name (DE | Collection | Specimen L ab Result Form Instanc
ab Test RIVED) Date: Type e
1. | Not Done Not Done Not Done | Not Done Sponsor -Defined | Result Repeating
dentifier Test: | Pages
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
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Header Text: c4591001

Nov/16/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

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

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

*** Confidential***

1. | Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[]
3. | Collection Date: Not Done Comments
1
4. | Specimen Type: Not Done Comments
Lab Result
5a Sponsor ID: Not Done Comments
[]
Test: Hemoglobin_PX1
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 47 of 840
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Header Text: c4591001

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

Nov/16/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5b Sponsor ID: Not Done Comments

[

Test: Hematocrit_PX2

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5.c Sponsor ID: Not Done Comments

[]

Test: Erythrocytes PX3

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[]
Unit

Page 48 of 840
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/16/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5d Sponsor ID: Not Done Comments
[
Test: Platelets PX5
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Se Sponsor ID: Not Done Comments
[]
Test: Leukocytes PX7
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[]
Unit
Page 49 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/16/2020

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5f Sponsor ID: Not Done Comments
[]
Test: Neutrophils_PX608
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
59 Sponsor ID: Not Done Comments
[]
Test: Eosinophils_PX609
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 50 of 840
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/16/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5h Sponsor ID: Not Done Comments
[]
Test: Monocytes PX612
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Si Sponsor ID: Not Done Comments
[]
Test: Basophils_PX610
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

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

Nov/16/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5] Sponsor ID: Not Done Comments
[
Test: Lymphocytes PX611
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[]
Unit
Page 52 of 840

*** Confidential***
FDA-CBER-2021-5683-0980108




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:50
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: VITAL SIGNS - COVID

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Date: Vital SignsDetails Form Instance
1. | Nov/16/2020 Record I dentifier: Systolic: Diastolic: Repeating Pages
1 124 78
Page 53 of 840
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Header Text: c4591001

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

Nov/16/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail

Vital Signs

1. |Date Nov/16/2020

Vital Signs Details

22| | Record Identifier: 1
Systalic: [124]
Diastolic: [78]
Respiratory Ratein [20]
respirations/minute:
Heart Rate in beats/minute: [98]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:51
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Date: Vital SignsDetails Form Instance
1. | Nov/16/2020 Record I dentifier: Oxygen Saturation Repeating Pages
1 97.0
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Header Text: c4591001

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

Nov/16/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail
Vital Signs
1. |Date Nov/16/2020
Vital Signs Details
2 || Record Identifier: 1
SPO2 Pulse Oximetry % [97.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# | DateTime of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen) Form Instance

1. | Not Done

Not Done

Not Done Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS

Nov/16/2020

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Done Comments
1
2. | Arteria Blood Gases PaO2 (mmHg): | Not Done Comments
[]
3. | FiO2 (Fraction of Inhaled Oxygen): | Not Done Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Sponsor-Defined Id | Category for Medi | Concomitant Medications Pre | Name of Medic | Start D | Form Instanc
entifier cation -specified ation ate e
1. | Not Done Not Done Not Done Not Done Not Don Repeating
e Pages
Page 59 of 840

FDA-CBER-2021-5683-0980115




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Nov/16/2020

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. | What isthe medication identifier? Not Done Comments
[]
2. | Category: Not Done Comments
3. | Concomitant Medications Not Done Comments
Pre-specified:
4. | Medication: Not Done Comments
Provide the complete generic drug []
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Start Date: Not Done Comments
1
6. | Ongoing? Not Done Comments
Page 60 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: IMAGING

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# | Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1. | Not Done Not Done Not Done Not Done Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING
Nov/16/2020

Form Version: 06-Jul-2020 21:53

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Imaging
1. | Date of Assessment: Not Done Comments
I
2. | Location of Assessment: Not Done Comments
3. | Type of Imaging Exam: Not Done Comments
4. | Assessment: Not Done Comments
Page 62 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET

Dec/23/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/23/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit: CoviD_B

Page 63 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Dec/23/2020

Form Version: 10-Dec-2020 02:29

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Dec/23/2020
2. | Date of First Symptom Started: Dec/20/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Jan/15/2021
Symptoms
4.2 || symptoms: FEVER
Was symptom present? YES
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? YES
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4.h .
Symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
Page 64 of 840
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Header Text: c4591001

Dec/23/2020

Form Version: 10-Dec-2020 02:29
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5. Symptoms - Other Text:

[]

*** Confidential***

Page 65 of 840

FDA-CBER-2021-5683-0980121




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:54
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# Date Qf Co | Specimen Typ Sp_eumen Cpllect Assay Code and Description Device Type Form Instan
Ilection e ion Location ce
1. | Dec/22/20 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESP SYNDR | SARS-COV-2DIAG | Repeating
20 ATERIAL X OME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN
Dec/23/2020

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

*** Confidential***

1. | Actual Date of Collection: Dec/22/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: OTHER
7. | Test Result: POSITIVE
8. | Comments/Findings/Details: [1
9. | Trade Name Other, Specify: [NALT UNKNOWN]
Page 67 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Dec/23/2020

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin

SITE

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

If no sample was collected or sample
was hot collected according to
protocol, please provide reason:

[COLLECTED IN CLINIC]

Aliquot

Please enter barcode for each aiquot.

5. SampleID

[]

Page 68 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Dec/23/2020

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Dec/23/2020
4. | If no sample was collected or sample | [ ]
was hot collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BP4OWW]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION
Dec/23/2020

Form Version: 10-Dec-2020 02:26
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visitsor Contacts: | NO
1b | physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts: | YES
Number of Visits or Contacts:
(1]
le Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO
1d | physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts: | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visitsor Contacts: | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visitsor Contacts. | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: [[]
Health Care Utilization
3. | Has the subject been hospitalized YES
dueto potential COVID-19 ilIness? Has the subject been in intensive care due to potential COVID-19 illness?
NO

Page 70 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. | HOSPITALIZATION STATUS HOSPITAL Dec/23/2020 NO Repeating Pages
Discharge Date:
Dec/25/2020
Page 71 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS

Dec/23/2020

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Form Audit Trail
Hospitalization Details
1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: HOSPITAL
3. | Admission Date: Dec/23/2020
4. | Ongoing? NO
Discharge Date:
Dec/25/2020
Page 72 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 2

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Treatmen | Start Dat
# Form Instance
r d t t e
1. | Not Done Not Done Not Done | Not Done | Not Done | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. | What isthe treatment Identifier? Not Done Comments
[

2. | Concomitant Non-drug Treatment Not Done Comments

Pre-specified:

3. | Treatment: Not Done Comments

4. | Treatment: Not Done Comments
[

5. | Start Date: Not Done Comments
I

6. | Ongoing? Not Done Comments

Page 74 of 840
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Header Text: c4591001

Dec/23/2020

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis:
[COVID-19]

Date of Diagnosis:
Dec/22/2020

3. | Toxicity Grade:

*** Confidential***

Page 75 of 840
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Header Text: 4591001
Visit: POT_COVID_ILL 2

Form Version: 17-Jul-2020 21:55

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# | Category of Clinical Event: | Subcategory of Clinical Event | Diagnosis Obtained | Toxicity Grade | Form Instance
1. | Not Done Not Done Not Done Not Done Repeating Pages
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Header Text: c4591001

Dec/23/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

IlIness Details

1. | Category of Clinical Event: Not Done Comments

2. | Subcategory of Clinical Event: Not Done Comments

3. | Was adiagnosis obtained? Not Done Comments

4. | Toxicity Grade: Not Done Comments
Page 77 of 840
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Header Text: c4591001

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Visit: POT_COVID_ILL 2 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Form Version: 21-Aug-2020 02:49
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
# Category for Lab Vendor Name CoIIectl.on Specimen L ab Result Form Instanc
Test Date: Type e
1. | CLINICAL CHEM Manorial Hosp | Dec/22/202 | BLOOD Sponsor -Defined | e Resu Repesting
ISTRY i 0 dentifier e Pages
4500 Thirteenth
Street 329 Not Do
Gulfport, MS 3 ne
9502 30 Not Do | 15
ne
28 Not Do |36
ne
35 Not Do | 140
ne
21 Not Do
ne
47 Not Do |28
ne
48 Not Do | 4.5
ne
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Header Text: c4591001

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

*** Confidential***

1. | Lab Pand: CLINICAL CHEMISTRY Comments
2. | Laboratory Name and Address [Memoria Hospital Comments
4500 Thirteenth Street
Gulfport, MS 39502]
3. | Collection Date: Dec/22/2020 Comments
4. | Specimen Type: BLOOD Comments
Lab Result
52 || gponsor ID: [329] Comments
Test: C Reactive Protein_PX329
Result: [] Comments
Not Done; NOT DONE Comments
LNMT Low Comments
[]
High
[]
Unit
5b Sponsor ID: [30] Comments
Test: Alanine Aminotransferase PX30
Resullt: [15] Comments
Not Done: Comments
LNMT Low Comments
(7]
High
[56]
Unit
mg/dL
Page 79 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Dec/23/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5 || sponsor ID: [28] Comments
Test: Aspartate Aminotransferase_PX28
Result: [36] Comments
Not Done: Comments
LNMT Low Comments
(5]
High
[35]
Unit
mg/dL
5d Sponsor ID: [35] Comments
Test: Alkaline Phosphatase PX35
Resullt: [140] Comments
Not Done: Comments
LNMT Low Comments
(38]
High
[126]
Unit
mg/dL
5 || sponsor ID: [21] Comments
Test: Bilirubin_PX21
Result: [] Comments
Not Done: NOT DONE Comments
LNMT Low Comments
[]
High
[]
Unit
Page 80 of 840
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Header Text: c4591001

Dec/23/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

5f Sponsor ID: [47] Comments

Test: Blood Urea Nitrogen_PX47
Result: [28] Comments
Not Done: Comments
LNMT Low Comments

(7]

High

[21]

Unit

mg/dL

59 || sponsor ID: [48] Comments

Test: Creatinine_PX48
Resullt: [4.5] Comments
Not Done: Comments
LNMT Low Comments

[0.5]

High

[1.4

Unit

mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:51
Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

# Category for L | Vendor Name (DE | Collection | Specimen L ab Result Form Instanc
ab Test RIVED) Date: Type e
1. | Not Done Not Done Not Done | Not Done Sponsor -Defined | Result Repeating
dentifier Test: | Pages
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
Not Done Not Do | Not Do
ne ne
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Header Text: c4591001

Dec/23/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

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

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

*** Confidential***

1. | Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[]
3. | Collection Date: Not Done Comments
1
4. | Specimen Type: Not Done Comments
Lab Result
5a Sponsor ID: Not Done Comments
[]
Test: Hemoglobin_PX1
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

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

Dec/23/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5b Sponsor ID: Not Done Comments

[

Test: Hematocrit_PX2

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5.c Sponsor ID: Not Done Comments

[]

Test: Erythrocytes PX3

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Dec/23/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5d Sponsor ID: Not Done Comments
[]
Test: Platelets PX5
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Se Sponsor ID: Not Done Comments
[]
Test: Leukocytes PX7
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Dec/23/2020

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5f Sponsor ID: Not Done Comments
[]
Test: Neutrophils_PX608
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
59 Sponsor ID: Not Done Comments
[]
Test: Eosinophils_PX609
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Dec/23/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5h Sponsor ID: Not Done Comments
[]
Test: Monocytes PX612
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Si Sponsor ID: Not Done Comments
[]
Test: Basophils_PX610
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

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

Dec/23/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5] Sponsor ID: Not Done Comments
[
Test: Lymphocytes PX611
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:50
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: VITAL SIGNS - COVID

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Date: Vital SignsDetails Form Instance
1. | Dec/23/2020 Record | dentifier: Systolic: Diastolic: Repeating Pages
1 107 77
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS- COVID

Dec/23/2020

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. |Date: Dec/23/2020

Vital Signs Details

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

2.2 || Record Identifier: 1
Systalic: [107]
Diastolic: [77]
Respiratory Ratein [20]
respirations/minute:
Heart Rate in beats/minute: [104]
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 21-Aug-2020 02:51
Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Date: Vital SignsDetails Form Instance
L Unknown Record | dentifier: Oxygen Saturation Repeating Pages
Unknown Unknown
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR
Dec/23/2020

Form Version: 21-Aug-2020 02:51

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Unknown Comments
1

Vital Signs Details

2.2 || Record Identifier: Unknown
1

SPO2 Pulse Oximetry % Unknown Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:52
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# | DateTime of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen) Form Instance

1. | Not Done

Not Done

Not Done Repeating Pages

*** Confidential***

Page 93 of 840

FDA-CBER-2021-5683-0980149




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: OXYGENATION PARAMETERS

Dec/23/2020

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Done Comments
1
2. | Arteria Blood Gases PaO2 (mmHg): | Not Done Comments
[]
3. | FiO2 (Fraction of Inhaled Oxygen): | Not Done Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:55
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Sponsor-Defined Id | Category for Medi | Concomitant Medications Pre | Name of Medic | Start D | Form Instanc
entifier cation -specified ation ate e
1. | Not Done Not Done Not Done Not Done Not Don Repeating
e Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Dec/23/2020

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. | What isthe medication identifier? Not Done Comments
[]
2. | Category: Not Done Comments
3. | Concomitant Medications Not Done Comments
Pre-specified:
4. | Medication: Not Done Comments
Provide the complete generic drug []
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Start Date: Not Done Comments
1
6. | Ongoing? Not Done Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:53
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: IMAGING

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# | Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1. | Not Done Not Done Not Done Not Done Repeating Pages
2. | Dec/22/2020 CHEST X-RAY UNKNOWN Repeating Pages
3. | Dec/22/2020 OTHER CT SCAN NORMAL Repeating Pages
If other, specify:
abdominal
Page 97 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING
Dec/23/2020

Form Version: 06-Jul-2020 21:53

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Imaging
1. | Date of Assessment: Not Done Comments
I
2. | Location of Assessment: Not Done Comments
3. | Type of Imaging Exam: Not Done Comments
4. | Assessment: Not Done Comments
Page 98 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING

Dec/23/2020

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Dec/22/2020
2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: X-RAY

4. | Assessment: UNKNOWN
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING
Dec/23/2020

Form Version: 06-Jul-2020 21:53

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Form Audit Trail

Imaging

1. | Date of Assessment: Dec/22/2020

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

3. | Type of Imaging Exam: CT SCAN

4. | Assessment: NORMAL
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET

Feb/11/2021

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/11/2021

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit: Ccovib_C

Page 101 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Feb/11/2021

Form Version: 20-Feb-2021 02:17

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Feb/11/2021
2. | Date of First Symptom Started: Feb/10/2021
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Feb/15/2021
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4.h .
Symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
Page 102 of 840
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Header Text: c4591001

Feb/11/2021

Form Version: 20-Feb-2021 02:17
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5. Symptoms - Other Text:

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:54
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

# Date of Collecti | Specimen Ty | Specimen C_oIIecHon Locat | Assay Cod(_a and Descript | Device Ty Form I nstance
on pe ion ion pe
1. | Not Done Not Done Not Done Not Done Not Done Repesating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

*** Confidential***

1. | Actual Date of Collection: Not Done Comments
1
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Comments/Findings/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
Page 105 of 840

FDA-CBER-2021-5683-0980161




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Feb/11/2021

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin

SITE

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

If no sample was collected or sample
was hot collected according to
protocol, please provide reason:

[COVID llIness visit did not occur]

Aliquot

Please enter barcode for each aiquot.

5. SampleID

[]
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Header Text: c4591001

Feb/11/2021

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
Sample Type NASAL_SWAB
NO

2
3. | Sample Collected?
4

If no sample was collected or sample
was hot collected according to
protocol, please provide reason:

[COVID illness visit did not occur]

Aliquot

Please enter barcode for each aiquot.

5. SampleID

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION
Feb/11/2021

Form Version: 20-Feb-2021 02:19
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Health Care Utilization

la

Physician or Hedlthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts:

NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

lc

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Health Care Utilization

3.

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

NO

Page 108 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 3
Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance
1. [ Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS

Feb/11/2021

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Hospitalization Details

1. | Hospitalization Category: Not Applicable Comments
2. | Hospitalization Term: Not Applicable Comments
3. | Admission Date: Not Applicable Comments
1
4. | Ongoing? Not Applicable Comments
Page 110 of 840
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Header Text: c4591001

Vigit: POT_COVID_ILL 3 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
# Treatm(_ant |dentif | Con Non-Drug '_I'r_eaIments Pre-spe Treatment Treatment Start Date | Form Instance
ier cified
1. | Not Applicable Not Applicable Not Applicab | Not Applicab | Not Applicab Repesating
le le le Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: RESPIRATORY TREATMENT
Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

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

2. | Concomitant Non-drug Treatment Not Applicable Comments

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments

Page 112 of 840
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Header Text: c4591001

Feb/11/2021

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ILLNESS DETAILS

Form Status: Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

*** Confidential***

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
Page 113 of 840
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Header Text: 4591001
Visit: POT_COVID_ILL 3

Form Version: 17-Jul-2020 21:55

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# | Category of Clinical Event: | Subcategory of Clinical Event | Diagnosis Obtained | Toxicity Grade | Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Repeating Pages
Page 114 of 840
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Header Text: c4591001

Feb/11/2021

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments

2. | Subcategory of Clinical Event: Not Applicable Comments

3. | Was adiagnosis obtained? Not Applicable Comments

4. | Toxicity Grade: Not Applicable Comments
Page 115 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 3

Form Version: 21-Aug-2020 02:49

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Category fo

# r Lab Test

Vendor
Name

Collectio
n Date:

Specime
n Type

Lab Result

Form Instan
ce

1. DELETED

Not Appl
icable

Not Appl
icable

Sponsor-Defin
ed ldentifier

Test:

[]

C Reactive Protein
_PX329

[]

Alanine Aminotran
sferase_ PX30

[]

Aspartate Aminotr
ansferase PX28

[]

Alkaline Phosphata
se PX35

[]

Bilirubin_PX21

[]

[]

Blood Urea Nitrog
en_PX47

[]

[]

Creatinine_PX48

Repeating
Pages
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Header Text: c4591001

Feb/11/2021

Form Version: 21-Aug-2020 02:49
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

*** Confidential***

1. | Lab Pand:
2. | Laboratory Name and Address Not Applicable Comments
[]
3. | Collection Date: Not Applicable Comments
1
4. | Specimen Type:
Lab Result
sS4 Sponsor ID: [
Test: C Reactive ProteinPX329
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
Sb Sponsor ID: [
Test: Alapire-Armiretransferase—P%30
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
Page 117 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Feb/11/2021

Form Version: 21-Aug-2020 02:49
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

S€ Sponsor ID: [
Test: Aspartate AminotransferasePx28
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
s4 Sponsor |1D: [
Test: AdkalinePhosphatase-PX35
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
e Sponsor ID: [
Test: Bilirubin PX21
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
Page 118 of 840
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Header Text: c4591001

Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Feb/11/2021
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Deleted
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

s+ Sponsor ID: [
Test: Blood UreaNitregenPx47
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
54 Sponsor |1D: [
Test: Creatinine—RX48
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
Page 119 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3
Form Version: 21-Aug-2020 02:51

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Category for | Vendor Name (D | Collection | Specimen Form Instan
#1 Lab Test ERIVED) Date: Type Lab Result ce
1. | Not Done Not Done Not Done | Not Done Sponsor-Defined Result Repesating

| dentifier Test: - Pages

Not Done Hemoglobin_ [Not D
PX1 one

Not Done Hematocrit_ P |Not D
X2 one

Not Done Erythrocytes | Not D
PX3 one

Not Done Platelets PX5 [Not D
one

Not Done Leukocytes P |Not D
X7 one

Not Done Neutrophils_ [Not D
PX608 one

Not Done Eosinophils_ [Not D
PX609 one

Not Done Monocytes P [Not D
X612 one

Not Done Basophils_PX [Not D
610 one

Not Done Lymphocytes | Not D
_PX611 one

Page 120 of 840
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Header Text: c4591001

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

*** Confidential***

1. | Lab Pand: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[]
3. | Collection Date: Not Done Comments
1
4. | Specimen Type: Not Done Comments
Lab Result
5a Sponsor ID: Not Done Comments
[]
Test: Hemoglobin_PX1
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 121 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5b Sponsor ID: Not Done Comments

[

Test: Hematocrit_PX2

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

5.c Sponsor ID: Not Done Comments

[]

Test: Erythrocytes PX3

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[
High
[]
Unit

Page 122 of 840
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Feb/11/2021
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5d Sponsor ID: Not Done Comments
[]
Test: Platelets PX5
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Se Sponsor ID: Not Done Comments
[]
Test: Leukocytes PX7
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 123 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Feb/11/2021

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5f Sponsor ID: Not Done Comments
[]
Test: Neutrophils_PX608
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
59 Sponsor ID: Not Done Comments
[]
Test: Eosinophils_PX609
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology
Feb/11/2021
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5h Sponsor ID: Not Done Comments
[]
Test: Monocytes PX612
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Si Sponsor ID: Not Done Comments
[]
Test: Basophils_PX610
Resullt: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5] Sponsor ID: Not Done Comments
[
Test: Lymphocytes PX611
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[
High
[]
Unit
Page 126 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 3
Form Version: 21-Aug-2020 02:50
Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: VITAL SIGNS - COVID

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Date: Vital SignsDetails Form Instance
1. | Not Done Record I dentifier: Systalic: Diastolic: Repeating Pages
Not Done Not Done
Page 127 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS- COVID

Feb/11/2021

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. | Date: Not Done Comments

1

Vital Signs Details

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

2.2 || Record Identifier: Not Done

Systolic: Not Done Comments
[]

Diastolic: Not Done Comments
[]

Respiratory Ratein Not Done Comments

respirations/minute:
[]

Heart Rate in beats/minute: Not Done Comments
[]

Page 128 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 3
Form Version: 21-Aug-2020 02:51
Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Date: Vital SignsDetails Form Instance
1. | Not Done Record | dentifier: Oxygen Saturation Repesting Pages
Not Done
Page 129 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR
Feb/11/2021

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
eCRF Audit Trail History

Vital Signs

1. | Date: Not Done Comments

1

Vital SignsDetails

2.2 || Record I dentifier: 1

SPO2 Pulse Oximetry % Not Done Comments

[]

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Page 130 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:52
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# | DateTime of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen) Form Instance

1. | Not Done

Not Done

Not Done Repeating Pages

*** Confidential***

Page 131 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: OXYGENATION PARAMETERS

Feb/11/2021

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Done Comments
1
2. | Arteria Blood Gases PaO2 (mmHg): | Not Done Comments
[]
3. | FiO2 (Fraction of Inhaled Oxygen): | Not Done Comments
[]
Page 132 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:55
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# Sponsor-Defined Id | Category for Medi | Concomitant Medications Pre | Name of Medic | Start D | Form Instanc
entifier cation -specified ation ate e
1. | Not Done Not Done Not Done Not Done Not Don Repeating
e Pages
Page 133 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Feb/11/2021

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. | What isthe medication identifier? Not Done Comments
[]
2. | Category: Not Done Comments
3. | Concomitant Medications Not Done Comments
Pre-specified:
4. | Medication: Not Done Comments
Provide the complete generic drug []
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Start Date: Not Done Comments
1
6. | Ongoing? Not Done Comments
Page 134 of 840
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Header Text: c4591001
Visit: POT_COVID_ILL 3
Form Version: 06-Jul-2020 21:53
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: IMAGING

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

# | Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1. | Not Done Not Done Not Done Not Done Repeating Pages
Page 135 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: IMAGING
Feb/11/2021

Form Version: 06-Jul-2020 21:53

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
Form Comments
eCRF Audit Trail History

Imaging
1. | Date of Assessment: Not Done Comments
I
2. | Location of Assessment: Not Done Comments
3. | Type of Imaging Exam: Not Done Comments
4. | Assessment: Not Done Comments
Page 136 of 840
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/16/2020

Form Version: 22-Apr-2020 21:04
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/16/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit: COVID_A1

Page 137 of 840
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Dec/16/2020

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/16/2020
4. | If no sample was collected or sample | [ ]
was hot collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BPTYYH]
5.b
SampleID [BPTYY]
5C || sampleID [BPMF42]
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Feb/10/2021

Form Version: 22-Apr-2020 21:04
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/10/2021

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit: Ccovib_B1
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Feb/10/2021

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/10/2021
4. | If no sample was collected or sample | [ ]
was hot collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sampleID [BRIO15]
5b || sample 1D [BRJO16]
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Header Text: c4591001

Visit: POT_COVID_CONVA 3 - Unscheduled
Visit on Mar/09/2021

Form Version: 22-Apr-2020 21:04
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Mar/9/2021

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit: CoviD_C1
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Header Text: c4591001

Visit: POT_COVID_CONVA 3 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Mar/09/2021

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/9/2021
4. | If no sample was collected or sample | [ ]
was hot collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BRIO7F]
5b || sample 1D [BRIO7G]
5C || sampleID [
5d || sample 1D [
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Header Text: c4591001

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

Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Unplanned Assessments

1. | Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Oct/28/2020
/Desath :
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: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Disposition - Follow-Up

1. | Date of Completion/Discontinuation
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

Page 146 of 840

*** Confidential***
FDA-CBER-2021-5683-0980202




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit /!

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 Form Status: Not Started

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or sample
was nhot collected according to
protocol, please provide reason:

—

]

Aliguot

Please enter barcode for each aliquot.

5 || Sample 1D []

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)
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Visit: Logs

Site No: 1116

Header Text: c4591001

Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Categor | AE Identifie | Adverse Even | Start Dat | Isthe Adverse Event Still Ongoin
# Form Instance
y r t e g
1. DELETED Repeating Pages
2. DELETED Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Incomplete, Data Complete, Deleted
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1

Category:

2.

AEID:

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

Start Date Time:

1

Isthe adverse event still ongoing?

Toxicity Grade:

N|jo o] s

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

Isthis adverse event the result of a
study Medication Error?

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

Isthis event related to study
treatment:

10.

Latest Action Taken with Study
Treatment:

11

Was a Concomitant Medication
given?

12.

Weas a Non-Drug Treatment given?

13.

What was the outcome of this
adverse event?:

Page 150 of 840
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Incomplete, Data Complete, Deleted
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

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

15. | Serious Adverse Event Number: For
Pfizer Use Only

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Incomplete, Data Complete, Deleted
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

2. |AEID:

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

Start Date Time:

1

Isthe adverse event still ongoing?

Toxicity Grade:

N|[o || &

Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of

significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may

medical/surgical intervention to
prevent above outcomes).

existing hospitalization; Persistent or

jeopardize subject and may require

8. | Isthisadverse event the result of a

study Medication Error?

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

9. | Isthisevent related to study
treatment:

10. | Latest Action Taken with Study
Treatment:

11. | Was a Concomitant Medication
given?

12. | Was a Non-Drug Treatment given?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Incomplete, Data Complete, Deleted
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

13.

What was the outcome of this
adverse event?:

14.

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

study?

15.

Serious Adverse Event Number: For
Pfizer Use Only

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

SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Categor | Medication Err | Start Da | Isthe medication error Still On | Study Medication Errors A
# . . Form Instance
y or te going ction
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of [
Medication Error):
3. | Start Date: 1
4. | Isthe medication error still ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication
given?
7. | WasaNon-Drug Treatment given?
8. | Did the Medication Error cause the
subject to be discontinued from the
study?
9. | Was this medication error associated
with any adverse events?
10. | Serious Adverse Event Number: For |[]
Pfizer Use Only

*** Confidential***
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Header Text: c4591001
Vigit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

# Sponsor-Defined 1d | Category for Medi | Concomitant Medications Pre | Name of Medic | Start D | Form Instanc
entifier cation -specified ation ate e
1 Repeating
Pages
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Header Text: 4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Concomitant Medications

1. | What isthe medication identifier?

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

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

5. | Date:

1

*** Confidential***
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Header Text: c4591001

Vigit: Logs
Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

# Sponsor-Defined | | Category for Med | Concomitant Medications P | Name of Medi | Dose Descri | Form Instanc
dentifier ication re-specified cation ption e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Concomitant Medications
1. | What isthe medication identifier? [
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [
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).
5. | Dose: [
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?

*** Confidential***
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

# | Category | Treatment I dentifier

Con Non-Drug Treatments Pre-specified

Treatment | Start Date | Form Instance

1

Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Radiation Treatment

1

Category:

2.

What isthe treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

Start Date:

1

Ongoing?

*** Confidential***

Page 161 of 840

FDA-CBER-2021-5683-0980217




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

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

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion: /!
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Header Text: c4591001

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

Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

Page 164 of 840
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Header Text: c4591001

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Vital Signs

1. | Date:

1

Vital Signs Details

2. Record Identifier:

Temperature:

[]

Unit:

Temperature L ocation:

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 20-Feb-2021 02:14
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Lab

Urinalysis

Lab Pandl:

Lab Sub-Panel:

Collection Date:

1

Alw|DdPF

Laboratory Name and Address
(Derived)

Specimen Type:

Lab

Result

Sponsor ID:

[]

Test:

Result:

Not Done:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

©|® | N [T MWD

Unit:

=
©

Timeframe Subject Was Observed

[EnY
=

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

*** Confidential***
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Header Text: c4591001

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

SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: c4591001

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

SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Feb/24/2021
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: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Further Vaccination Confirmation

1

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

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

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Feb/24/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Withdrawal Of Consent

1. | Withdrawal of Consent Date : Il

*** Confidential***
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Header Text: c4591001

Vigit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. Cause of Death Status:

Cause of Death:

[]

Page 174 of 840

*** Confidential***
FDA-CBER-2021-5683-0980230




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101 _VAX3
Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

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

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Mar/3/2021
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Site

Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:30

No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Form Comments

Inclusion Criteria Not M et

1

*** Confidential***

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

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Form Comments
eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Completion/Discontinuation | Mar/3/2021 Comments
/Desath :
2. | Phase of Disposition: REPEAT SCREENING 1 Comments
3. | Status: COMPLETED Comments
4. | Specify Status: [ Comments
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 20-Feb-2021 02:14
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: LAB URINALYSIS- PREGNANCY TEST
Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

*** Confidential***

Lab Urinalysis
1. | Lab Panel: URINALYSIS
2. | Lab Sub-Pandl: PREGNANCY
3. | Collection Date: Mar/3/2021
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/3/2021
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
54 || sample D [BRJOGH]
5.b
Sample D [BRJO6J]
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/3/2021
4. | If no sample was collected or sample | [ ]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
54 || sample D [BRJOAN]
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/3/2021 15:06
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 20-Feb-2021 02:14
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status: Not Started
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Lab

Urinalysis

Lab Pandl:

Lab Sub-Panel:

Collection Date:

1

Alw|DdPF

Laboratory Name and Address
(Derived)

Specimen Type:

Lab

Result

6.a

Sponsor ID:

[]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03 Form Status: Not Started

SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Electronic Sample Tracking

Data Origin

Sample Type

Sample Collected?

Alw|DdPF

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 [
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

©|® | N [T MWD

Unit:

=
©

Timeframe Subject Was Observed

[EnY
=

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

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6

Form Version: 22-Apr-2020 21:04
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit
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Header Text: c4591001

Visgit: V105 MONTH18

Form Version: 22-Apr-2020 21:04
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Disposition - Treatment

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

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [1

*** Confidential***
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/28/2020
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Header Text: c4591001

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

Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Here to Enable

*** Confidential***
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Header Text: c4591001

Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Audit Trall
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
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
Form | Sep-12-2020 13:49:38 (UTC-06:00) Central Time |(b) Not Applicable
(US & Canada) (4),
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Nov/16/2020

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Feb-26-2021 15:29:02 (UTC-06:00) Central Time |(b) (4), (b) Thisillness visit is unrelated to the 2nd ilIness
(US & Canada) (6) visit that required hospitalization. There was no
hospitalization.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Nov/16/2020

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1 Feb-26-2021 15:29:02 (UTC-06:00) Central Time |(b) (4), (b) Thisillnessvisit is unrelated to the 2nd illness visit
(US & Canada) (6) that required hospitalization. There was no
hospitalization.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Nov/16/2020

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Feb-26-2021 15:29:02 (UTC-06:00) Central Time |(b) (4), (b) Thisillnessvisit is unrelated to the 2nd illness visit
(US & Canada) (6) that required hospitalization. There was no
hospitalization.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Nov/16/2020

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
3 Feb-26-2021 15:29:02 (UTC-06:00) Central Time |(b) (4), (b) Thisillnessvisit is unrelated to the 2nd illness visit
(US & Canada) (6) that required hospitalization. There was no
hospitalization.
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Nov/16/2020

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Feb-26-2021 15:29:02 (UTC-06:00) Central Time |(b) (4), (b) Thisillnessvisit is unrelated to the 2nd illness visit
(US & Canada) (6) that required hospitalization. There was no
hospitalization.
Not Applicable
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

Form

Nov-17-2020 09:38:35 (UTC-06:00) Central
Time (US & Canada)

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

Not Done

Page

*** Confidential***
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

1

Nov-17-2020 09:38:35 (UTC-06:00) Central Time
(US & Canada)

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

Not Done

Page 204 of 840

*** Confidential***
FDA-CBER-2021-5683-0980260




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

2

Nov-17-2020 09:38:35 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

3

Nov-17-2020 09:38:35 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

4

Nov-17-2020 09:38:35 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5

Nov-17-2020 09:38:35 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

6

Nov-17-2020 09:38:35 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Nov/16/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

Form

Nov-17-2020 09:39:58 (UTC-06:00) Central
Time (US & Canada)

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

Not Done

Page
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Nov/16/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

1

Nov-17-2020 09:39:58 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Nov/16/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

2

Nov-17-2020 09:39:58 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Nov/16/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

3

Nov-17-2020 09:39:58 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Nov/16/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

4

Nov-17-2020 09:39:58 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

Form

Nov-17-2020 09:40:19 (UTC-06:00) Central
Time (US & Canada)

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

Not Done

Page

*** Confidential***
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

1

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

2

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

3

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

4

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

b5.a

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

b5.a

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

b5.a

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

b5.a

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5b

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5b

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5b

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5b

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5.c

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5.c

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5.c

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5.c

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5.d

Nov-17-2020 09:40:19 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001
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*** Confidential***
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FDA-CBER-2021-5683-0980349




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

1

Nov-17-2020 09:43:43 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

2

Nov-17-2020 09:43:43 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

3

Nov-17-2020 09:43:43 (UTC-06:00) Central Time
(US & Canada)

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

Not Done

Page 296 of 840
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FDA-CBER-2021-5683-0980352




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

Form

Nov-17-2020 09:44:03 (UTC-06:00) Central
Time (US & Canada)

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

Not Done

Page

*** Confidential***
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FDA-CBER-2021-5683-0980353




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

Nov/16/2020

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

1

Nov-17-2020 09:44:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done

Page 298 of 840

*** Confidential***
FDA-CBER-2021-5683-0980354




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

2

Nov-17-2020 09:44:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done

Page 299 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

Nov/16/2020

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

3

Nov-17-2020 09:44:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

4

Nov-17-2020 09:44:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

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

Nov/16/2020

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5

Nov-17-2020 09:44:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done

Page 302 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

6

Nov-17-2020 09:44:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

Form

Nov-17-2020 09:44:24 (UTC-06:00) Central
Time (US & Canada)

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

Not Done

Page
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

1

Nov-17-2020 09:44:24 (UTC-06:00) Central Time
(US & Canada)

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

Not Done

Page 305 of 840
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FDA-CBER-2021-5683-0980361




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

2

Nov-17-2020 09:44:24 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

3

Nov-17-2020 09:44:24 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - Comments
Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

4

Nov-17-2020 09:44:24 (UTC-06:00) Central Time
(US & Canada)

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

Not Done

Page 308 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

Form

Dec-23-2020 17:18:03 (UTC-06:00) Central
Time (US & Canada)

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

Not Done

Page 309 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

1

Dec-23-2020 17:18:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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FDA-CBER-2021-5683-0980366




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

2

Dec-23-2020 17:18:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

3

Dec-23-2020 17:18:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

4

Dec-23-2020 17:18:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5

Dec-23-2020 17:18:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

6

Dec-23-2020 17:18:03 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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FDA-CBER-2021-5683-0980371
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Dec/23/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

Form

Dec-23-2020 17:18:51 (UTC-06:00) Central
Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Dec/23/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

1

Dec-23-2020 17:18:51 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Dec/23/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

2

Dec-23-2020 17:18:51 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Dec/23/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

3

Dec-23-2020 17:18:51 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - Comments
Dec/23/2020

Form Version: 17-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

4

Dec-23-2020 17:18:51 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Time (US & Canada)

Item | Date User Comment
Form | Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
Form | Dec-23-2020 17:19:06 (UTC-06:00) Central (b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
1 Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) | Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
2 Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
2 Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) | Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
3 Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) | Not Done

(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
4 Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
4 Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) | Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5a |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.a |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)

Page 326 of 840

*** Confidential***
FDA-CBER-2021-5683-0980382




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
5a |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.a |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5a |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.a |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
5a |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.a |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5b |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.b |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
5b |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.b |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5b |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.b |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
5b |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.b |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5. |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.c |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
5. |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.c |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5. |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.c |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
5. |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.c |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5.d |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.d |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
5.d |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.d |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5.d |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.d |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
5.d |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.d |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
56 |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.e |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
56 |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.e |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
56 |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.e |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
56 |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.e |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5f |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5f |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
5f |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5f |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
5f |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5f |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

(US & Canada)

Item | Date User Comment
5f |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5f |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
59 |Jan-22-2021 17:04:41 (UTC-06:00) Central Time |(b) (4), (b)

(US & Canada) (6)
5.9 |Dec-23-2020 17:19:06 (UTC-06:00) Central Time |(b) (4), (b) (6) |Not Done

(US & Canada)
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Header Text: c4591001
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Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

5

Dec-23-2020 17:20:51 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Dec/23/2020

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

6

Dec-23-2020 17:20:51 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

Form

Dec-23-2020 17:21:21 (UTC-06:00) Central
Time (US & Canada)

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

Not Done
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Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

1

Dec-23-2020 17:21:21 (UTC-06:00) Central Time
(US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

2

Dec-23-2020 17:21:21 (UTC-06:00) Central Time
(US & Canada)
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Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

3

Dec-23-2020 17:21:21 (UTC-06:00) Central Time
(US & Canada)

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

Not Done

Page 416 of 840

*** Confidential***
FDA-CBER-2021-5683-0980472




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - Comments
Dec/23/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item

Date

User

Comment

4

Dec-23-2020 17:21:21 (UTC-06:00) Central Time
(US & Canada)
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Not Done
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Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Mar-05-2021 11:55:49 (UTC-06:00) Central (b) (4), (b) Not Done
Time (US & Canada) (6)
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Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1 Mar-05-2021 11:55:49 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Mar-05-2021 11:55:49 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
3 Mar-05-2021 11:55:49 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Mar-05-2021 11:55:49 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5 Mar-05-2021 11:55:49 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
6 Mar-05-2021 11:55:49 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
7 Mar-05-2021 11:55:49 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
8 Mar-05-2021 11:55:49 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
9 Mar-05-2021 11:55:49 (UTC-06:00) Central Time |(b) (4), (b) Not Done
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Feb/11/2021

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Mar-05-2021 11:56:23 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Feb/11/2021

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1 Mar-05-2021 11:56:23 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Feb/11/2021

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Mar-05-2021 11:56:23 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Feb/11/2021

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
3 Mar-05-2021 11:56:23 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Comments
Feb/11/2021

Form Version: 22-Apr-2020 21:02
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Mar-05-2021 11:56:23 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
Form | Mar-05-2021 11:56:50 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
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Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Mar-05-2021 11:56:50 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
2 Mar-05-2021 11:56:50 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Mar-05-2021 11:56:50 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
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Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
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Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
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Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
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Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
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Back to Form

Iltem | Date User Comment
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Generated Time (GMT): 29-Mar-2021 10:58

Back to Form
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Back to Form
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(US & Canada) (6) note
2a |Mar-05-2021 12:10:17 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
2.a |Mar-05-2021 12:06:52 (UTC-06:00) Central Time |(b) (4), (b) Visit was not done.Source taken from progress
(US & Canada) (6) note
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2a |Mar-05-2021 12:10:17 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
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2.a |Mar-05-2021 12:06:52 (UTC-06:00) Central Time |(b) (4), (b) Visit was not done.Source taken from progress
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(US & Canada) (6) note
2a |Mar-05-2021 12:10:17 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
2.a |Mar-05-2021 12:06:52 (UTC-06:00) Central Time |(b) (4), (b) Visit was not done.Source taken from progress
(US & Canada) (6) note
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(US & Canada) (6) note
2a |Mar-05-2021 12:10:17 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
2.a |Mar-05-2021 12:06:52 (UTC-06:00) Central Time |(b) (4), (b) Visit was not done.Source taken from progress
(US & Canada) (6) note
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Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1 Mar-05-2021 12:12:23 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 501 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Mar-05-2021 12:12:23 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 502 of 840

*** Confidential***
FDA-CBER-2021-5683-0980558




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:52
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
3 Mar-05-2021 12:12:23 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 503 of 840

FDA-CBER-2021-5683-0980559




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Mar-05-2021 12:13:46 (UTC-06:00) Central (b) (4), (b) visit did not occur.Source obtained from progress
Time (US & Canada) (6) note
Not Done
Page 504 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Feb/11/2021

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
1 Mar-05-2021 12:13:46 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 505 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
2 Mar-05-2021 12:13:46 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 506 of 840

*** Confidential***
FDA-CBER-2021-5683-0980562




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
3 Mar-05-2021 12:13:46 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 507 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
4 Mar-05-2021 12:13:46 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
4 Mar-05-2021 12:12:45 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 508 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
5 Mar-05-2021 12:13:46 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
5 Mar-05-2021 12:13:05 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 509 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:55
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
6 Mar-05-2021 12:13:46 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
6 Mar-05-2021 12:13:22 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 510 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: IMAGING - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
Form | Mar-05-2021 12:14:08 (UTC-06:00) Central (b) (4), (b) visit did not occur.Source obtained from progress
Time (US & Canada) (6) note
Not Done
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: IMAGING - Comments

Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 Mar-05-2021 12:14:08 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 512 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: IMAGING - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
2 Mar-05-2021 12:14:08 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 513 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: IMAGING - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 Mar-05-2021 12:14:08 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 514 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: IMAGING - Comments
Feb/11/2021

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
4 Mar-05-2021 12:14:08 (UTC-06:00) Central Time |(b) (4), (b) visit did not occur.Source obtained from progress
(US & Canada) (6) note
Not Done
Page 515 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
Form | Mar-03-2021 15:49:04 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 516 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
Form | Mar-08-2021 11:02:54 (UTC-06:00) Central (b) (4), (b)
Time (US & Canada) (6)
Form | Mar-03-2021 15:49:20 (UTC-06:00) Central (b) (4), (b) Not Applicable
Time (US & Canada) (6)
Page 517 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
1 |Mar-08-2021 11:02:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
1 Mar-03-2021 15:49:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Page 518 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Form Version: 10-Dec-2020 02:31
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Header Text: c4591001
Visit: V101_VAX3

Comments

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
2 |Mar-08-2021 11:02:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
2 Mar-03-2021 15:49:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Page 519 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Comments

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

Item | Date User Comment
3 | Mar-08-2021 11:02:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
3 Mar-03-2021 15:49:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Form Version: 10-Dec-2020 02:31
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Header Text: c4591001
Visit: V101_VAX3

Comments

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Item | Date User Comment
4 | Mar-08-2021 11:02:54 (UTC-06:00) Central Time |(b) (4), (b)
(US & Canada) (6)
4 Mar-03-2021 15:49:20 (UTC-06:00) Central Time |(b) (4), (b) Not Applicable
(US & Canada) (6)
Page 521 of 840
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Header Text: c4591001

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

SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

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
M eaning
(b) (6) N/A Mar-12-2021 14:14:21 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Matherne Approved Mar-12-2021 12:24:03 (UTC-06:00) Central BOOK Signed
Time (US & Canada)
Affidavit:

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

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

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

(b) (6) N/A Mar-08-2021 10:57:51 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Matherne Approved Mar-05-2021 13:04:41 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

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

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

To this | do attest by supplying my user name and password and clicking the button marked Submit bel ow.
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: Investigator Signature - Unschedul ed Form: CASEBOOK SIGNATURE FORM - Signature History

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

SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

(b) (6) N/A Mar-05-2021 08:37:02 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures

invalidated

Affidavit:

N/A

Paul Matherne Approved Mar-04-2021 19:26:02 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

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

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

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

(b) (6) N/A Feb-03-2021 12:50:11 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Matherne Approved Jan-25-2021 17:13:26 (UTC-06:00) Central Time | BOOK Signed

(US & Canada)

Affidavit:
By my dated signature below, |, PaulMatherne, 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 Jan-22-2021 16:27:20 (UTC-06:00) Central Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Matherne Approved Jan-21-2021 18:24:07 (UTC-06:00) Central Time | BOOK Signed
(US & Canada)
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Header Text: c4591001

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

SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Affidavit:

By my dated signature below, |, PaulMatherne, 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 Dec-17-2020 16:14:04 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Matherne Approved Dec-02-2020 14:22:37 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

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

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

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

(b) (6) N/A Dec-01-2020 13:22:52 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Matherne Approved Nov-30-2020 12:32:41 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

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

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

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

Page 524 of 840

*** Confidential***
FDA-CBER-2021-5683-0980580




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: Investigator Signature - Unschedul ed Form: CASEBOOK SIGNATURE FORM - Signature History

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

SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

(b) (6) N/A Nov-25-2020 13:11:35 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures

invalidated

Affidavit:

N/A

Paul Matherne Approved Nov-24-2020 16:15:58 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

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

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

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

(b) (6) N/A Nov-23-2020 15:16:57 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Matherne Approved Nov-17-2020 17:12:44 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

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

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

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

(b) (6) N/A Nov-17-2020 08:42:17 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Paul Matherne Approved Nov-07-2020 14:30:09 (UTC-06:00) Central BOOK Signed

Time (US & Canada)
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Header Text: c4591001

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

Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Affidavit:

By my dated signature below, |, PaulMatherne, 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: COHORT SELECTION - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Sep-12-2020 13:48:37 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4, 24 JUL 2020

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

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

Date L ocation User Value Reason
Sep-12-2020 13:48:37 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), STAGE 3 COHORTS
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Consent Was.
Date Location User Value Reason
Sep-12-2020 13:48:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), OBTAINED
Time (US & Canada) (b) (6) Date Written Consent Obtained
Sep/11/2020
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Header Text: c4591001

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

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Subject ID
Date L ocation User Value Reason
Sep-12-2020 13:48:30 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-06:00) Central Time (autocalc) | 11161224 previousform
(US & Canada)
2. Birth Date:
Date L ocation User Value Reason
Sep-12-2020 13:48:27 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-06:00) Central Time (autocalc) |(b) (6) /1968
(US & Canada)
3. Sex:
Date L ocation User Value Reason
Sep-12-2020 13:48:59 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), FEMALE
Time (US & Canada) (b) (6)
4. Ethnicity:
Date L ocation User Value Reason
Sep-12-2020 13:48:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (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
Sep-12-2020 13:48:59 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), WHITE
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-12-2020 13:49:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sep/11/2020
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Sep-12-2020 13:49:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centrad (4), Sep/11/2020
Time (US & Canada) (b) (6)
2. Phase of Disposition:
Date L ocation User Value Reason
Sep-12-2020 13:49:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENING
(US & Canada)
3. Status:
Date L ocation User Value Reason
Sep-12-2020 13:49:59 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (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

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

la
Date L ocation User Value Reason
Sep-12-2020 13:50:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | LineMH Number: 1
(US& Canada) Medical History Te Acid Reflux

rm:

Start Date: UNK/UNK/20

16

Ongoing: YES
l.aLineg/MH Number:
Date L ocation User Value Reason
Sep-12-2020 13:50:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 13:50:30 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Acid Reflux
Time (US & Canada) (b) (6)
1l.a Start Date:
Date L ocation User Value Reason
Sep-12-2020 13:50:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), UNK/UNK/2016
Time (US & Canada) (b) (6)
1.a Ongoing:
Date L ocation User Value Reason
Sep-12-2020 13:50:30 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4, YES
Time (US & Canada) (b) (6)
1b
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

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep-12-2020 13:51:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 2
(US& Canada) Medical History Te Insomnia

rm:

Start Date: UNK/UNK/20

08

Ongoing: YES
1.bLine/MH Number:
Date L ocation User Value Reason
Sep-12-2020 13:51:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2
(US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 13:51:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Insomnia
Time (US & Canada) (b) (6)
1.b Start Date:
Date L ocation User Value Reason
Sep-12-2020 13:51:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4, UNK/UNK/2008
Time (US & Canada) (b) (6)
1.b Ongoing:
Date L ocation User Value Reason
Sep-12-2020 13:51:03 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
lc
Date L ocation User Value Reason
Sep-12-2020 13:52:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 3
(US& Canada) Medical History Te Anxiety

rm:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Start Date: UNK/UNK/20
08

Ongoing: YES
1l.cLine/MH Number:
Date L ocation User Value Reason
Sep-12-2020 13:52:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 13:52:25 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Anxiety
Time (US & Canada) (b) (6)
1.c Start Date:
Date L ocation User Value Reason
Sep-12-2020 13:52:25 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Centrad (4), UNK/UNK/2008
Time (US & Canada) (b) (6)
1.c Ongoing:
Date L ocation User Value Reason
Sep-12-2020 13:52:25 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
1d
Date L ocation User Value Reason
Sep-12-2020 13:53:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number: 4
(US & Canada) Medical History Te Depression

rm:

Start Date: UNK/UNK/20

08
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.d Line/MH Number:

Date L ocation User Value Reason
Sep-12-2020 13:53:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |4
(US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 13:53:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Depression
Time (US & Canada) (b) (6)
1.d Start Date:
Date L ocation User Value Reason
Sep-12-2020 13:53:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), UNK/UNK/2008
Time (US & Canada) (b) (6)
1.d Ongoing:
Date L ocation User Value Reason
Sep-12-2020 13:53:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6)
le
Date L ocation User Value Reason
Sep-12-2020 13:59:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | LinelMH Numbe 5
(US & Canada) r:

Medical History Gastric Sleeve Su

Term: rgery

Start Date: Oct/UNK/2015

Ongoing: NO

End Date:
Oct/UNK/201
5
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1l.eLineg/MH Number:

Date L ocation User Value Reason
Sep-12-2020 13:59:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 13:59:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), Gastric Sleeve Surgery
Time (US & Canada) (b) (6)
l.e Start Date:
Date L ocation User Value Reason
Sep-12-2020 13:59:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Oct/UNK/2015
Time (US & Canada) (b) (6)
1.e Ongoing:
Date L ocation User Value Reason
Sep-12-2020 13:59:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
Oct/UNK/2015
1f
Date L ocation User Value Reason
Sep-12-2020 14:00:42 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number 6
(US & Canada) :
Medical History T Obesity
erm:
Start Date: UNK/UNK/201
5
Ongoing: NO
End Date:
UNK/UNK/2
015
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.f Line/MH Number:

Date L ocation User Value Reason
Sep-12-2020 14:00:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |6
(US & Canada)
1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 14:00:42 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), Obesity
Time (US & Canada) (b) (6)
1.f Start Date:
Date L ocation User Value Reason
Sep-12-2020 14:00:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), UNK/UNK/2015
Time (US & Canada) (b) (6)
1.f Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:00:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2015

19
Date L ocation User Value Reason
Sep-12-2020 14:03:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | LineeMH Nu 7
(US & Canada) mber:

Medical Histo Three Herniated Dis

ry Term: cL2,4and5

Start Date:  UNK/UNK/2005

Ongoing: NO

End Date:
UNK/UNK/2005
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1.gLine/MH Number:

Date L ocation User Value Reason
Sep-12-2020 14:03:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |7
(US & Canada)
1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 14:03:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Three Herniated Disc L2, 4and 5
Time (US & Canada) (b) (6)
1.g Start Date:
Date L ocation User Value Reason
Sep-12-2020 14:03:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), UNK/UNK/2005
Time (US & Canada) (b) (6)
1.9 Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:03:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2005

1lh
Date L ocation User Value Reason
Sep-12-2020 14:05:02 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | LingMH N 8
(US & Canada) umber:

Medical His Bilateral Breast Augm

tory Term: entation Cosmetic

Start Date:  UNK/UNK/2015

Ongoing: NO

End Date:
UNK/UNK/2015
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1.h Line/MH Number:

*** Confidential***

FDA-CBER-2021-5683-0980595

Date L ocation User Value Reason
Sep-12-2020 14:05:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |8
(US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 14:05:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), Bilateral Breast Augmentation Cos
Time (US & Canada) (b) (6) metic
1.h Start Date:
Date L ocation User Value Reason
Sep-12-2020 14:05:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), UNK/UNK/2015
Time (US & Canada) (b) (6)
1.h Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:05:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2015

li
Date L ocation User Value Reason
Sep-12-2020 14:10:14 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Lineg/MH Numb 9
Time (US & Canada) (b) (6) er:

Medical History Left OvarianC

Term: yst

Start Date: UNK/UNK/20

17
Ongoing: NO
End Date:
UNK/UNK/
2017
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Sep-12-2020 14:09:51 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), Lineg/MH Numb 9
Time (US & Canada) (b) (6) er:
Medical History Left Ovarian C
Term: yst
Start Date: UNK/UNK/20
17
Ongoing: NO
End Date:
UNK/UNK/
2011
Sep-12-2020 14:07:51 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centrad (autocalc) Line/MH Numb 9
Time (US & Canada) er:
Medical History Left OvarianC
Term: yst
Start Date: UNK/UNK/20
1
Ongoing: NO
End Date:
UNK/UNK/
2011
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1.i Line/MH Number:

*** Confidential***

Date L ocation User Value Reason
Sep-12-2020 14:07:51 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |9
(US & Canada)
1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 14:07:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), Left Ovarian Cyst
Time (US & Canada) (b) (6)
1i Start Date:
Date L ocation User Value Reason
Sep-12-2020 14:09:51 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), UNK/UNK/2017
Time (US & Canada) (b) (6)
Sep-12-2020 14:07:51 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), UNK/UNK/2011
Time (US & Canada) (b) (6)
1.i Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:10:14 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Sep-12-2020 14:10:14 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2017
Sep-12-2020 14:09:51 ACVOPFEINFP6000 | auto query Query 1: Opened For Term Left
(UTC-06:00) Centra (autoquery) Ovarian Cyst End
Time (US & Canada) Dateis prior to Start
Date.
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1.i Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:07:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:

UNK/UNK/2011
1j
Date L ocation User Value Reason
Oct-30-2020 11:52:39 ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central @), Line/MH Num 10
Time (US & Canada) (b) (6) ber:

Medical Histor Bilateral Oopher

y Term: ectomy
Start Date: UNK/UNK/201
7
Ongoing: NO
End Date:
UNK/UNK/2
017
Sep-12-2020 14:11:06 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Lineg/MH Numb 10
Time (US & Canada) er:
Medical History Oopherectomy
Term:
Start Date: UNK/UNK/20
17
Ongoing: NO
End Date:
UNK/UNK/
2017
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1j Line/MH Number:

Date L ocation User Value Reason

Sep-12-2020 14:11:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |10

(US & Canada)

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

Date L ocation User Value Reason

Nov-02-2020 08:58:50 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-30-2020 11:52:39 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-30-2020 11:52:39 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error

(UTC-06:00) Centra (4), Bilateral Oopherectomy

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

Oct-23-2020 15:01:37 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened CLINQUERY: For

(UTC-06:00) Centra (6) Proper Coding and to

Time (US & Canada) confirm Patient does
not require a
Pregnancy Test, please
confirm thiswas
Bilateral. If
confirmed, please
update Medical
History Term to
BILATERAL
OOPHERECTOMY.
Thank you

Oct-23-2020 10:53:36 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Candidate CLINQUERY: For

(UTC-06:00) Centra (6) Proper Coding and to

Time (US & Canada) confirm Patient does
not require a
Pregnancy Test, please
confirm thiswas
Bilateral. If
confirmed, please
update Medical
History Term to
BILATERAL
OOPHERECTOMY.
Thank you
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Sep-12-2020 14:11:.06 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Oopherectomy
Time (US & Canada) (b) (6)
1j Start Date:
Date L ocation User Value Reason
Sep-12-2020 14:11:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), UNK/UNK/2017
Time (US & Canada) (b) (6)
1.j Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:11:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2017
1k
Date L ocation User Value Reason
Sep-12-2020 14:11:40 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number 11
(US & Canada) :
Medical History T gall bladder rem
erm: oval
Start Date: UNK/UNK/200
0
Ongoing: NO
End Date:
UNK/UNK/2
000
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1.k Line/MH Number:
Date L ocation User Value Reason
Sep-12-2020 14:11:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |11
(US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 14:11:40 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), gall bladder removal
Time (US & Canada) (b) (6)
1.k Start Date:
Date L ocation User Value Reason
Sep-12-2020 14:11:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), UNK/UNK/2000
Time (US & Canada) (b) (6)
1.k Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:11:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NO
Time (US & Canada) (b) (6) End Date:
UNK/UNK/2000

1l
Date L ocation User Value Reason
Sep-12-2020 14:12:02 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number 12
(US & Canada) :

Medical History T Gall Stones

erm:

Start Date: UNK/UNK/200

0
Ongoing: NO
End Date:
UNK/UNK/2
000
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1.1 Line/MH Number:

Date L ocation User Value Reason
Sep-12-2020 14:12:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc)
(US & Canada)
1.I Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 14:12:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Gall Stones
Time (US & Canada)
1. Start Date:
Date L ocation User Value Reason
Sep-12-2020 14:12:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) UNK/UNK/2000
Time (US & Canada)
1.1 Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:12:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
UNK/UNK/2000

1m
Date L ocation User Value Reason
Sep-12-2020 14:12:35 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Line/MH Number 13
(US & Canada) :

Medical History T Tilted Uterus

erm:

Start Date: UNK/UNK/199

0
Ongoing: NO
End Date:
UNK/UNK/1
990
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Header Text: 4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

1.mLine/MH Number:

Date L ocation User Value Reason
Sep-12-2020 14:12:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |13

(US & Canada)

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

Date L ocation User Value Reason
Sep-12-2020 14:12:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Tilted Uterus

Time (US & Canada)

1.m Start Date:

Date L ocation User Value Reason
Sep-12-2020 14:12:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) UNK/UNK/1990

Time (US & Canada)

1.m Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:12:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
UNK/UNK/1990
1n
Date L ocation User Value Reason
Sep-12-2020 14:20:30 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Ling/MH Number 14
(US & Canada) :
Medical History T Right Arthritis
erm: Knee
Start Date: UNK/UNK/201
4
Ongoing: NO
End Date:
UNK/UNK/2
014
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Form Status. Data Complete, Locked, Frozen, Verified

1.n Line/MH Number:

Date L ocation User Value Reason
Sep-12-2020 14:20:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |14
(US & Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-12-2020 14:20:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Right Arthritis Knee
Time (US & Canada)
1.n Start Date:
Date L ocation User Value Reason
Sep-12-2020 14:20:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) UNK/UNK/2014
Time (US & Canada)
1.n Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:20:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
UNK/UNK/2014

lo
Date L ocation User Value Reason
Sep-12-2020 14:21:02 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | LingMH Num 15
(US & Canada) ber:

Medical Histor Right Knee Menisc

y Term: us Torn

Start Date: UNK/UNK/2014

Ongoing: NO

End Date:
UNK/UNK/201
4
Page 548 of 840

*** Confidential***
FDA-CBER-2021-5683-0980604




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

1.0Line/MH Number:

Date L ocation User Value Reason
Sep-12-2020 14:21:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) |15

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

Date L ocation User Value Reason
Sep-12-2020 14:21:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Right Knee Meniscus Torn
Time (US & Canada)
1.0 Start Date:
Date L ocation User Value Reason
Sep-12-2020 14:21:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) UNK/UNK/2014
Time (US & Canada)
1.0 Ongoing:
Date L ocation User Value Reason
Sep-12-2020 14:21:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada) End Date:
UNK/UNK/2014
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:

Date Location User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Sep/11/2020

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

2. Weight:

Date L ocation User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4, 184.8

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

3. Unit:

Date Location User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Central (4), LB

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

4. Height:

Date Location User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 69.0

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

5. Unit:

Date L ocation User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Centra (4), in

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

6. Body Mass I ndex:

Date Location User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) |27.3
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
7.a
Date L ocation User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(L;'TC'O&OO) Central (4), Record Identifier:: 1
Time (US& Canada) (b) (6) Temperature: 97.8

Temperature Unit: F

Temperature Loca ORAL CAVI

tion:: TY
7.a Record I dentifier:
Date L ocation User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), 1
Time (US & Canada) (b) (6)
7.a Temperature:
Date L ocation User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 97.8
Time (US & Canada) (b) (6)
7.aUnit:
Date L ocation User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), F
Time (US & Canada) (b) (6)
7.a Temperature Location:
Date L ocation User Value Reason
Sep-12-2020 14:16:10 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), ORAL CAVITY
Time (US & Canada) (b) (6)

Page 551 of 840

*** Confidential***
FDA-CBER-2021-5683-0980607



090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Sep-12-2020 14:16:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINALYSIS
(US & Canada)
2. Lab Sub-Pand:
Date L ocation User Value Reason
Sep-12-2020 14:16:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | PREGNANCY
(US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Sep-12-2020 14:16:23 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sep/11/2020
Time (US & Canada) (b) (6)
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Sep-12-2020 14:16:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | STUDY SITE
(US & Canada)
5. Specimen Type:
Date L ocation User Value Reason
Sep-12-2020 14:16:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE
(US & Canada)
6.a
Date L ocation User Value Reason
Sep-12-2020 14:16:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Define 113
(US & Canada) d Identifier:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Test:: Choriogonadotropi
n Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor ID:
Date L ocation User Value Reason
Sep-12-2020 14:16:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 113
(US & Canada)
6.a Test:
Date L ocation User Value Reason
Sep-12-2020 14:16:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Choriogonadotropin Beta PX113
Time (US & Canada) (b) (6)
6.a Not Done:
Date L ocation User Value Reason
Sep-12-2020 14:16:23 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT DONE
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: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Randomization Date :

Date Location User Value Reason
Sep-12-2020 14:17:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Sep/11/2020
Time (US & Canada) (b) (6)
2. Randomization Number:
Date L ocation User Value Reason
Sep-12-2020 14:17:00 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4, 88695
Time (US & Canada) (b) (6)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-12-2020 14:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-12-2020 14:17:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-12-2020 16:22:41 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centrad (autoquery)
Time (US & Canada)
Sep-12-2020 14:17:09 ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Centra (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Sep-12-2020 14:17:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Sep/11/2020
5a
Date L ocation User Value Reason
Sep-12-2020 16:22:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BPTYH9
Time (US & Canada) (b) (6)
5.aSample D
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1116
Subject No: 11161224

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Sep-12-2020 16:22:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), BPTYH9
Time (US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Sep-12-2020 16:22:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample|D: BPTYHB
Time (US & Canada) (b) (6)
5.b Sample 1D
Date L ocation User Value Reason
Sep-12-2020 16:22:54 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), BPTYHB
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Sep-12-2020 16:23:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample |D: BLBFN3
Time (US & Canada) (b) (6)
5.c Sample D
Date L ocation User Value Reason
Sep-12-2020 16:23:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BLBFN3
Time (US & Canada) (b) (6)
5.d
Date L ocation User Value Reason
Sep-12-2020 16:23:27 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), Sample |D: BLBFN4
Time (US & Canada) (b) (6)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

5.d Sample 1D
Date L ocation User Value Reason
Sep-12-2020 16:23:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), BLBFN4
Time (US & Canada) (b) (6)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-12-2020 14:17:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-12-2020 14:17:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-12-2020 16:22:17 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centrad (autoquery)
Time (US & Canada)
Sep-12-2020 14:17:19 ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Centra (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Sep-12-2020 14:17:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), YES
Time (US & Canada) (b) (6) Date of Collection:
Sep/11/2020
5a
Date L ocation User Value Reason
Sep-12-2020 16:22:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), SampleD: BPTYFZ
Time (US & Canada) (b) (6)
5.aSample D
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: 4591001
Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Sep-12-2020 16:22:17 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra 4), BPTYFZ
Time (US & Canada) (b) (6)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Sep-12-2020 14:18:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO
Time (US & Canada) (b) (6)
2. Treatment Name
Date L ocation User Value Reason
Sep-12-2020 14:18:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY
(US & Canada)
3. Formulation:
Date Location User Value Reason
Sep-12-2020 14:18:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION
(US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Sep-12-2020 14:18:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Sep/11/2020 16:32
Time (US & Canada) (b) (6)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-12-2020 14:18:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date Location User Value Reason
Sep-12-2020 14:18:00 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), LEFT
Time (US & Canada) (b) (6)

Page 560 of 840

*** Confidential***
FDA-CBER-2021-5683-0980616




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

7. Route:

Date L ocation User Value Reason
Sep-12-2020 14:18:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-12-2020 14:18:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | THE PROTOCOL SPECIFIED OBS

(US & Canada) ERVATION PERIOD

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

Date Location User Value Reason
Sep-12-2020 14:18:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (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

SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Select appropriate response - Reactogenicity diary collection

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Date Location User Value Reason
Sep-12-2020 14:18:11 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO - REACTOGENICITY E-DIA
Time (US & Canada) (b) (6) RY NOT COLLECTED FOR THI
S SUBJECT
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Sep-30-2020 15:56:55 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sep/30/2020
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:
Date Location User Value Reason
Sep-30-2020 15:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Sep/30/2020
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Sep-30-2020 15:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Record I dentifier:: 1
Time (US & Canada) (b) (6) Temperature: 98.2

Temperature Unit: F

Temperature Loca ORAL CAVI

tion:: TY
2.a Record | dentifier:
Date Location User Value Reason
Sep-30-2020 15:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), 1
Time (US & Canada) (b) (6)
2.a Temperature:
Date L ocation User Value Reason
Sep-30-2020 15:59:10 ACVOPFEINFP6000 |(b) Data Entry: [nitial Entry
(UTC-06:00) Centra (4), 98.2
Time (US & Canada) (b) (6)
2.aUnit:
Date Location User Value Reason
Sep-30-2020 15:59:10 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), F
Time (US & Canada) (b) (6)
2.a Temperature Location:
Date L ocation User Value Reason
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Sep-30-2020 15:59:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 4), ORAL CAVITY
Time (US & Canada) (b) (6)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Sep-30-2020 15:59:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINALYSIS
(US & Canada)
2. Lab Sub-Pand:
Date L ocation User Value Reason
Sep-30-2020 15:59:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | PREGNANCY
(US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Sep-30-2020 15:59:17 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sep/30/2020
Time (US & Canada) (b) (6)
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Sep-30-2020 15:59:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | STUDY SITE
(US & Canada)
5. Specimen Type:
Date L ocation User Value Reason
Sep-30-2020 15:59:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE
(US & Canada)
6.a
Date L ocation User Value Reason
Sep-30-2020 15:59:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Define 113
(US & Canada) d Identifier:
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Test:: Choriogonadotropi
n Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor ID:
Date L ocation User Value Reason
Sep-30-2020 15:59:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 113
(US & Canada)
6.a Test:
Date L ocation User Value Reason
Sep-30-2020 15:59:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Choriogonadotropin Beta PX113
Time (US & Canada) (b) (6)
6.a Not Done:
Date L ocation User Value Reason
Sep-30-2020 15:59:17 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), NOT DONE
Time (US & Canada) (b) (6)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-30-2020 15:59:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-30-2020 15:59:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Oct-01-2020 11:19:38 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Centrad (autoquery)

Time (US & Canada)

Oct-01-2020 04:13:02 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened 'Sample Collected?

(UTC-06:00) Centra (6) is Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.

Sep-30-2020 15:59:25 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?

(UTC-06:00) Centra (autoquery) is Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.

Sep-30-2020 15:59:25 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (4), YES

Time (US & Canada) (b) (6) Date of Collection:

Sep/30/2020
5a
Date L ocation User Value Reason
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Oct-01-2020 11:19:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), Sample ID: BP4167
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Oct-01-2020 11:19:38 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), BP4167
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Sep-30-2020 15:59:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), NO
Time (US & Canada) (b) (6)
2. Treatment Name
Date L ocation User Value Reason
Sep-30-2020 15:59:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLINDED THERAPY
(US & Canada)
3. Formulation:
Date Location User Value Reason
Sep-30-2020 15:59:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION
(US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Sep-30-2020 15:59:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (4), Sep/30/2020 09:10
Time (US & Canada) (b) (6)
5. Anatomical Location:
Date L ocation User Value Reason
Sep-30-2020 15:59:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date Location User Value Reason
Sep-30-2020 15:59:46 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (4), LEFT
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 21:04 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

7. Route:

Date L ocation User Value Reason
Sep-30-2020 15:59:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INTRAMUSCULAR

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-30-2020 15:59:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | THE PROTOCOL SPECIFIED OBS

(US & Canada) ERVATION PERIOD

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

Date Location User Value Reason
Sep-30-2020 15:59:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (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: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-02-2020 08:59:29 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Oct/28/2020
(US & Canada)
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Header Text: c4591001

Visit: V3 MONTHL_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date Location User Value Reason
Nov-02-2020 08:59:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-02-2020 08:59:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Nov-02-2020 09:01:04 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Nov-02-2020 08:59:47 ACVOPFEINFPE000 |autoquery | Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Nov-02-2020 08:59:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Date of Collection:
Oct/28/2020
5a
Date L ocation User Value Reason
Nov-02-2020 09:01:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BPMFP2
(US & Canada)
5.aSample D
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Nov-02-2020 09:01:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPMFP2
(US & Canada)
5.b
Date L ocation User Value Reason
Nov-02-2020 09:01:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BPMFP3
(US & Canada)
5.b Sample 1D
Date L ocation User Value Reason
Nov-02-2020 09:01:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPMFP3
(US & Canada)
5.c
Date L ocation User Value Reason
Nov-02-2020 09:01:34 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample ID: BR6301
(US & Canada)
5.c Sample D
Date L ocation User Value Reason
Nov-02-2020 09:01:34 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BR6301
(US & Canada)
5.d
Date L ocation User Value Reason
Nov-02-2020 09:01:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample ID: BR6302
(US & Canada)
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Header Text: c4591001

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

5.d Sample 1D
Date L ocation User Value Reason
Nov-02-2020 09:01:46 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BR6302
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Nov/16/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Feb-28-2021 21:55:07 ACVOPFEINFPG000 |(b) (4), (b) Query 3: Closed Response satisfies

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

Time (US & Canada)

Feb-26-2021 13:24:03 ACVOPFEINFPE000 |(b) (4), (b) Query 3: Answered Hospitalization

(UTC-06:00) Central (6) occurred 5 weeks after

Time (US & Canada) thisvisit. Thetwo are
unrelated.

Feb-22-2021 07:59:59 ACVOPFEINFPG000 |(b) (4), (b) Query 3: Opened DM: Kindly consider

(UTC-06:00) Centra (6) to update missing

Time (US & Canada) HOSPITALIZATION
DETAILSform or else
clarify. Thank you.

Nov-17-2020 08:56:45 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Nov-17-2020 08:51:40 ACVOPFEINFP6000 |auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Nov-17-2020 08:42:15 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-06:00) Centra (autoquery) completed but Date of

Time (US & Canada) Assessment in the
Signs and Symptoms
formis missing. Please
review and update as
appropriate.

Nov-17-2020 08:42:15 ACVOPFEINFP6000 |auto query Query 1: Candidate Date of Visitis

(UTC-06:00) Centra (autoquery) completed but Date of

Time (US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
appropriate.

Nov-17-2020 08:42:15 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Nov/16/2020

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History
Nov/16/2020
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Nov-17-2020 08:42:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |COVID_A
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Not Complete
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Nov/16/2020

(US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason

Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Nov/14/2020

(US & Canada)

3. Symptoms Ongoing?

Date L ocation User Value Reason

Mar-12-2021 14:26:55 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed Information

(UTC-06:00) Central (6) NO

Time (US & Canada) Date of Last Symptom Resolved

Nov/20/2020

Jan-14-2021 13:59:14 ACVOPFEINFPE000 | Salim Query 3: Closed Response satisfies

(UTC-06:00) Centra Bouguermouh query

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

Jan-14-2021 13:46:19 ACVOPFEINFP6000 | Salim Query 3: Opened Clin: It was stated in

(UTC-06:00) Centra Bouguermouh the SAE report

Time (US & Canada) (b) (4) #2021021831 that
the subject
experienced acute
kidney injury related
to COVID19 on
23Dec2020. Please
review and update
the Date of Last
Symptom Resolved

Jan-11-2021 23:28:14 ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies

(UTC-06:00) Centrad (b) (6) query

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Not Complete
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Jan-11-2021 13:56:07 ACVOPFEINFP6000 | auto query Query 2: Answered Subject reports

(UTC-06:00) Centra (autoquery) symptoms resolved

Time (US & Canada) 20Dec2020,

Jan-11-2021 13:56:07 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Subject reports

(UTC-06:00) Centra (6) NO symptoms resolved

Time (US & Canada) Date of Last Symptom Resolved | 20Dec2020,

Dec/20/2020

Dec-24-2020 01:43:45 ACVOPFEINFP6000 |(b) (4), Query 2: Opened DM: Next visit

(UTC-06:00) Centra (b) (6) should be entered

Time (US & Canada) only if al the
symptoms at this
visit resolved. If
resolved, please
review and update
the date of last
symptom resolved as
appropriate. If not,
please move details
from next visit into
thisvisit. Thank you.

Nov-24-2020 10:32:08 ACVOPFEINFP6000 | (b) (4, Query 1: Closed Response satisfies

(UTC-06:00) Central ®© query

Time (US & Canada)

Nov-24-2020 10:21:20 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Changed data per

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

Time (US & Canada)

Nov-24-2020 09:50:00 ACVOPFEINFPE000 |(b) (4), Query 1: Reissued:Opened Also add headache

(UTC-06:00) Central (o) (6) aslisted in initial

Time (US & Canada) query and SD. Thank
you.

Nov-24-2020 08:02:17 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Changed data per

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Nov-23-2020 20:38:57 ACVOPFEINFPE000 |(b) (4), Query 1: Reissued:Opened Please update, it has

(UTC-06:00) Centra ®©) been unfrozen.

Time (US & Canada)

Nov-23-2020 16:32:56 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Please Unfreeze To

(UTC-06:00) Central (b) (6) Update

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Not Complete
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Nov-23-2020 16:20:59 ACVOPFEINFPE000 |(b) (4), Query 1: Opened "Other section”
(UTC-06:00) Centra () (6) needs to reflect
Time (US & Canada) symptoms:
headache, dry/itchy
throat and "increased
muscle pain” is not
recorded in SD
(please clarify).
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada)
4a
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-OGIOO) Central Time (b) (6) Symptoms: FEVER
(US& Canada) Symptom Present: YES
4.a Symptoms:
Date Location User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) FEVER
(US & Canada)
4.a Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
4b
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: NEW OR INCREAS
(US & Canada) ED COUGH
Symptom P YES
resent:
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Header Text: c4591001

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

Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Not Complete
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4.b Symptoms:
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED COUGH
(US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
4.c
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sympto NEW OR INCREASED
(US & Canada) ms: SHORTNESS OF BREA
TH

Sympto NO

m Presen

t:
4.c Symptoms:
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED SHORTNE
(US & Canada) SS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4d
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPE000 | ®) ). () (©) Data Entry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Nov/16/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Not Complete
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(UTC-06:00) Central Time ® @) Symptoms: CHILLS
US & Canada) R
( Symptom Present: YES
4.d Symptoms:
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) CHILLS
(US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
4e
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms NEW OR INCREASE
(US & Canada) ; D MUSCLE PAIN
Symptom YES
Present:
4.e Symptoms:
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED MUSCLE
(US & Canada) PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
4f
Date L ocation User Value Reason
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Header Text: c4591001

Nov/16/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

Audit Trail History

Form Status: Data Complete, Not Complete
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

*** Confidential***

FDA-CBER-2021-5683-0980639

Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms. NEW LOSS OF TAS
(US & Canada) TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW LOSS OF TASTE OR SMEL
(US & Canada) L
4.f Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
49
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms NEW OR INCREASE
(US & Canada) ; D SORE THROAT

Symptom YES

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED SORE TH
(US & Canada) ROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
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Header Text: c4591001

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

Nov/16/2020

Form Version: 10-Oct-2020 16:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Not Complete
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4h
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: DIARRHEA
(US& Canada) Symptom Present: NO
4.h Symptoms:
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) DIARRHEA
(US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4.
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: VOMITING
(US& Canada) Symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) VOMITING
(US & Canada)
4.i Was symptom present?
Date L ocation User Value Reason
Nov-17-2020 08:51:40 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
5a
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Nov/16/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Not Complete

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason

Nov-24-2020 16:14:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Change information

(UTC-06:00) Central Time (b) (6) Symptoms - Other: Dry Throat per query

(US & Canada)

Nov-24-2020 08:02:07 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Symptoms - Oth Dry & ltchy Thr

(US & Canada) er:

5.a Symptoms - Other Text:

Date L ocation User Value Reason

Nov-24-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed | Discrepancy

19:22:22 Oracle has been

(UTC-06:00) (b) (4) closed.

Centra Time (US

& Canada)

Nov-24-2020 ACVOPFEINFP6000 auto query Query 1: Answere | Change

16:14:43 (autoquery) d information per

(UTC-06:00) query

Centra Time (US

& Canada)

Nov-24-2020 ACVOPFEINFP6000 (b) (4), Data Entry: Change

16:14:43 (b) (6) Dry Throat information per

(UTC-06:00) query

Centra Time (US

& Canada)

Nov-24-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opened | Multiple

12:19:03 Oracle conceptsin the

(UTC-06:00) (b) (4) term DRY &

Centra Time (US ITCHY

& Canada) THROAT. Split
the term into
DRY THROAT
and ITCHY
THROAT and
submit
separately.
Thank you.

Nov-24-2020 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry

08:02:07 (b) (6) Dry & Itchy Thro

(UTC-06:00) at

Centra Time (US
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

Nov/16/2020
Form Version: 10-Oct-2020 16:02

Audit Trail History

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Not Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

& Canada)
5.b
Date L ocation User Value Reason
Nov-24-2020 10:20:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms - Other: Headache
(US & Canada)
5.b Symptoms - Other Text:
Date L ocation User Value Reason
Nov-24-2020 10:20:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Headache
(US & Canada)
5.c
Date L ocation User Value Reason
Nov-24-2020 16:15:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms - Other: Itchy Throat
(US & Canada)
5.c Symptoms - Other Text:
Date L ocation User Value Reason
Nov-24-2020 16:15:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Itchy Throat
(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail

Nov/16/2020
Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date Location User Value Reason
Nov-17-2020 08:55:57 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail
Nov/16/2020

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Nov-23-2020 15:16:57 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Nov/16/2020

Form Version: 06-Jul-2020 21:54

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason
Nov-17-2020 08:55:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Nov/15/2020
(US & Canada)
2. Specimen Type:
Date L ocation User Value Reason
Nov-17-2020 08:55:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) SWABBED MATERIAL
(US & Canada)
3. Specimen Collection Location:
Date Location User Value Reason
Nov-17-2020 08:55:57 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NASOPHARY NX
(US & Canada)
4. Assay Code and Description:
Date L ocation User Value Reason
Nov-17-2020 08:55:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SEVERE ACUTE RESP SYNDRO
(US & Canada) ME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Nov-17-2020 08:55:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
(US & Canada)
6. Trade Name:
Date Location User Value Reason
Nov-17-2020 08:55:57 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) OTHER
(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Nov/16/2020

Form Version: 06-Jul-2020 21:54

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

7. Test Result:

Date L ocation User Value Reason

Nov-17-2020 08:55:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) POSITIVE

(US & Canada)

8. Comments/Findingsy/Details:

Date L ocation User Value Reason

Nov-24-2020 07:10:14 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central ®© query

Time (US & Canada)

Nov-23-2020 15:18:29 ACVOPFEINFPE000 |(b) (4), Query 1: Answered Changed data per

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

Time (US & Canada)

Nov-23-2020 02:30:10 ACVOPFEINFP6000 |(b) Query 1: Opened Clin: Please record

(UTC-06:00) Central (4), additional test.

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

Nov-20-2020 14:00:54 ACVOPFEINFP6000 |(b) (4), Query 1: Candidate Clin: DM, please

(UTC-06:00) Centra ®® unfreeze form so

Time (US & Canada) site can update.
Please record
additional test.

Nov-17-2020 08:55:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Subject was al'so tested on 14NOV

Time (US & Canada) 2020 with a negative result

9. Trade Name Other, Specify:

Date L ocation User Value Reason

Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) Query 2: Cl | Response

15:58:09 (6) osed satisfies query

(UTC-06:00)

Central Time

(US & Canada)

Dec-01-2020 ACVOPFEINFP6000 auto query Query 2: An | Changed

13:22:52 (autoquery) swered Information

(UTC-06:00)

Central Time

(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Nov/16/2020

Form Version: 06-Jul-2020 21:54
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Changed
13:22:52 NALT Unkn | Information
(UTC-06:00) own
Central Time
(US & Canada)
Dec-01-2020 ACVOPFEINFP6000 (b) (4), (b) Query 2: Op | Clin: Only
10:54:13 (6) ened NAAT tests
(UTC-06:00) should be
Central Time recorded on this
(US & Canada) CRF. If thisisa
rapid antigen
test, this can be
recorded asa
FORM LEVEL
comment only
and all data
should be
cleared.
Nov-18-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 1: Cl | Response
12:30:16 osed satisfies query
(UTC-06:00)
Centra Time
(US & Canada)
Nov-18-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: An | Thisisal the
10:23:03 swered information we
(UTC-06:00) have been able
Centra Time to aquirevia
(US & Canada) medical records
and reaching
out to the
testing clinic.
Nov-18-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: Op | coronavirus
06:14:37 (b) (4) ened antigen iarapid
(UTC-06:00) test is not
Centra Time indicated on the
(US & Canada) FDA-cleared
(including
Emergency Use
Authorization)
diagnostic list
and is not
indicated as
'CLIA-certified
lab' or '1SO
15189

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Nov/16/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

accredited lab' .
Please verify
and update as
appropriate.
Otherwise,
please provide
clarification.
(b) (4)

Nov-17-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Initial Entry

08:55:57 Coronavirus

(UTC-06:00) Antigen 1A

Central Time Rapid Test

(US & Canada)

Page 592 of 840

*** Confidential***

FDA-CBER-2021-5683-0980648




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Nov/16/2020

Form Version: 06-Jul-2020 21:54

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Nov-23-2020 15:16:57 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Nov/14/2020
(US & Canada)
2. Specimen Type:
Date L ocation User Value Reason
Nov-23-2020 15:16:57 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) SWABBED MATERIAL
(US & Canada)
3. Specimen Collection Location:
Date L ocation User Value Reason
Nov-23-2020 15:16:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NASOPHARY NX
(US & Canada)
4. Assay Code and Description:
Date L ocation User Value Reason
Nov-23-2020 15:16:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SEVERE ACUTE RESP SYNDRO
(US & Canada) ME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Nov-23-2020 15:16:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
(US & Canada)
6. Trade Name:
Date L ocation User Value Reason
Nov-23-2020 15:16:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) OTHER
(US & Canada)

Page 593 of 840

*** Confidential***

FDA-CBER-2021-5683-0980649




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Nov/16/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

7. Test Result:

Date L ocation User Value Reason

Nov-23-2020 15:16:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NEGATIVE

(US & Canada)

9. Trade Name Other, Specify:

Date L ocation User Value Reason

Nov-26-2020 ACVOPFEINFP6000 (b) (4), Query 1: CI | Response

01:36:57 (b) (6) osed satisfies query

(UTC-06:00)

Central Time

(US & Canada)

Nov-25-2020 ACVOPFEINFP6000 auto query Query 1: An | Changed

13:11:35 (autoquery) swered Information

(UTC-06:00)

Central Time

(US & Canada)

Nov-25-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Changed

13:11:35 NALT Unkn | Information

(UTC-06:00) own

Central Time

(US & Canada)

Nov-25-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: Op | coronavirus

03:24:37 (b) (4) ened antigen iarapid

(UTC-06:00) test is not

Central Time indicated on the

(US & Canada) FDA cleared
(including
Emergency Use
Authorization)
diagnostic list
and is not
indicated as
CLIA certified
lab or ISO
15189
accredited lab .
Please verify
and update as
appropriate.
Otherwise,
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Nov/16/2020

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
please provide
clarification.
(b) (4)

Nov-23-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: | Initial Entry

15:16:57 Coronavirus

(UTC-06:00) Antigen |A

Centra Time Rapid Test

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Nov/16/2020

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-17-2020 08:56:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Sample Type

Date L ocation User Value Reason

Nov-17-2020 08:56:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

3. Sample Collected?

Date Location User Value Reason

Nov-17-2020 09:24:17 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

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

(US & Canada)

Nov-17-2020 09:23:53 ACVOPFEINFPE000 |auto query | Query 1: Opened Response to "Sample

(UTC-06:00) Central Time (autoquery) Collected?' isNo,

(US & Canada) but Barcodes are

present on the page.

Nov-17-2020 08:56:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason

Nov-17-2020 09:23:34 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

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

(US & Canada)

Nov-17-2020 09:23:34 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central Time (b) (6) Collected In Clinic

(US & Canada)

Nov-17-2020 08:56:26 ACVOPFEINFPE000 |auto query | Query 1: Opened Entered text has

(UTC-06:00) Central Time (autoquery) either acarriage
Page 596 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Nov/16/2020

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada) return (line break) or
extra spaces at the
end of the text or
between words.
Please correct by
removing all datain
thefield and re-enter
without adding extra
spaces or using enter
or tab keys.

Nov-17-2020 08:56:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Collected In Clinic

(US & Canada)

5.a

Date L ocation User Value Reason

Nov-17-2020 09:24:17 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central Time (b) (6) Sample | D:

(US & Canada)

Nov-17-2020 09:23:53 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Sample |D: BP40W6

(US & Canada)

5.aSampleID

Date L ocation User Value Reason

Nov-17-2020 09:24:17 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

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

(US & Canada)

Nov-17-2020 09:24:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-06:00) Central Time (b) (6)

(US & Canada)

Nov-17-2020 09:23:53 ACVOPFEINFP6000 |autoquery | Query 1. Opened Barcodeisnot 7

(UTC-06:00) Central Time (autoquery) charactersin length.

(US & Canada) Please review and
correct as
appropriate.

Nov-17-2020 09:23:53 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) BP40W6

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Nov/16/2020

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date Location User Value Reason
Nov-17-2020 08:56:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-17-2020 08:56:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Nov-17-2020 09:24:38 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Nov-17-2020 08:56:45 ACVOPFEINFPE000 |autoquery | Query 1: Candidate 'Sample Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Nov-17-2020 08:56:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Date of Collection:
Nov/16/2020
5a
Date L ocation User Value Reason
Nov-17-2020 09:24:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BP4OW6
(US & Canada)
5.aSample D
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Header Text: c4591001

Nov/16/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

*** Confidential***

Date L ocation User Value Reason
Nov-17-2020 09:24:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BP40W6
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/16/2020

Form Version: 10-Oct-2020 15:59
Site No: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

la
Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Typeof Practitioner:  SPECIAL
(US & Canada) IST

Occurrence of Visitsor NO

Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) SPECIALIST
(US & Canada)
1.a Occurrence of Visits or Contacts:
Date Location User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
1b
Date L ocation User Value Reason
Nov-17-2020 08:57:39 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitione EMERGENC
(US & Canada) r: Y ROOM

Occurrence of Visit NO

sor Contacts:
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitione EMERGENC
(US & Canada) r: Y ROOM

Occurrence of Visit

sor Contacts:
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Header Text: c4591001

Nov/16/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1.b Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0980657

Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) EMERGENCY ROOM
(US & Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 08:57:39 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
1.c
Date Location User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitio PRIMARY CA
(US & Canada) ner: RE PHYSICIA
N
Occurrence of Vi NO
sitsor Contacts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) PRIMARY CARE PHYSICIAN
(US & Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
1d
Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitio URGENT CAR
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/16/2020

Form Version: 10-Oct-2020 15:59
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada)

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

ner: E
Occurrenceof V YES

isitsor Contacts. Number of Visit
sor Contacts.

2

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) URGENT CARE
(US & Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Number of Visits or Contacts:
2

le
Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitio TELEPHONE C
(US & Canada) ner: ONSULTATION

Occurrenceof V. NO

isitsor Contacts:
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Header Text: c4591001

Nov/16/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:59

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1l.e Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) TELEPHONE CONSULTATION
(US & Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
1f
Date Location User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitioner: OTHE
(US & Canada) R

Occurrence of Visitsor Co NO

ntacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) OTHER
(US & Canada)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-17-2020 08:57:18 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date Location User Value Reason
Jan-14-2021 14:00:02 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-06:00) Centra Bouguermouh query
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Nov/16/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Verified

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Jan-14-2021 13:39:36 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: It was stated in

(UTC-06:00) Centra Bouguermouh the SAE report

Time (US & Canada) (b) (4) #2021021831 that
the subject was
hospitalized. Please
review and update as
appropriate

Nov-17-2020 08:57:39 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) NO

Time (US & Canada)

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Nov/16/2020

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Feb-26-2021 15:29:02 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ®® Not Applicable

(US & Canada)

2. Hospitalization Term:

Date L ocation User Value Reason
Feb-26-2021 15:29:02 ACVOPFEINFP6000 |(b) (4. Data Entry: Initial Entry
(UTC-06:00) Central Time ®® Not Applicable

(US & Canada)

3. Admission Date:

Date L ocation User Value Reason
Feb-26-2021 15:29:02 ACVOPFEINFPG6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ®®© Not Applicable
(US & Canada)
4. Ongoing?
Date L ocation User Value Reason
Feb-26-2021 15:29:02 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-06:00) Central Time ®® Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Nov/16/2020

Form Version: 06-Jul-2020 21:53
Site No: 1116

Subject No: 11161224

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason
Nov-17-2020 09:38:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Concomitant Non-drug Treatment Pre-specified:
Date L ocation User Value Reason
Nov-17-2020 09:38:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. Treatment:
Date L ocation User Value Reason
Nov-17-2020 09:38:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
4. Treatment:
Date L ocation User Value Reason
Nov-17-2020 09:38:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5. Start Date:
Date Location User Value Reason
Nov-17-2020 09:38:35 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
6. Ongoing?
Date L ocation User Value Reason
Nov-17-2020 09:38:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Nov/16/2020

Form Version: 06-Jul-2020 21:52

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Nov-17-2020 09:39:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | POTENTIAL COVID-19 ILLNESS

(US & Canada)

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason

Nov-24-2020 08:03:42 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central ®® query

Time (US & Canada)

Nov-24-2020 08:03:06 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Original valueis

(UTC-06:00) Centra (b) (6) correct

Time (US & Canada)

Nov-24-2020 07:11:11 ACVOPFEINFPE000 |(b) (4), Query 1: Reissued:Opened Clin: No change

(UTC-06:00) Centra ®® seen, please confirm.

Time (US & Canada)

Nov-23-2020 15:17:19 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Changed data per

(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Nov-23-2020 02:27:52 ACVOPFEINFP6000 |(b) Query 1: Reissued:Opened Clin: Unfreeze,

(UTC-06:00) Centra (4), kindly update as

Time (US & Canada) (b) (6) appropriately.
Thanks.

Nov-22-2020 09:40:27 ACVOPFEINFPE000 |(b) (4), Query 1: Reissued:Candidate Clin: DM, please

(UTC-06:00) Centra ®® unfreeze so site can

Time (US & Canada) update.

Nov-20-2020 16:36:55 ACVOPFEINFPG000 |(b) Query 1: Answered Please unlock this

(UTC-06:00) Central (4), field so this can be

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

Nov-20-2020 14:02:47 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clin: Asloca

(UTC-06:00) Central ®® positive test was

Time (US & Canada) collected on
15Nov2020, please
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Nov/16/2020

Form Version: 06-Jul-2020 21:52

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

consider updating
date of diagnosisto
match.
Nov-17-2020 09:39:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Respiratory llIness Diagnosis:
COVID-19 Infection
Date of Diagnosis:
Nov/16/2020
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-17-2020 09:39:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 2
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Nov/16/2020

Form Version: 17-Jul-2020 21:55

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason

Nov-17-2020 09:39:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason

Jan-14-2021 14:00:50 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-06:00) Centra Bouguermouh query

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

Jan-14-2021 13:51:14 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened Clin: It was stated in

(UTC-06:00) Centra (6) the SAE report

Time (US & Canada) #2021021831 that
the subject
experienced acute
kidney injury related
to COVID19. Please
review and update
the appropriate CRF
page

Jan-14-2021 13:43:27 ACVOPFEINFP6000 | Salim Query 1: Candidate Clin: It was stated in

(UTC-06:00) Centra Bouguermouh the SAE report

Time (US & Canada) (b) (4) #2021021831 that
the subject

experienced acute
kidney injury related
to COVID19. Please
review and update

the appropriate CRF
page

Nov-17-2020 09:39:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Centra Not Done

Time (US & Canada)

3. Was a diagnosis obtained?

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Nov/16/2020

Form Version: 17-Jul-2020 21:55

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Nov-17-2020 09:39:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
4. Toxicity Grade:
Date L ocation User Value Reason
Nov-17-2020 09:39:58 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Nov/16/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Panel:

Date L ocation User Value Reason

Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

3. Collection Date:

Date Location User Value Reason

Jan-14-2021 14:03:30 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-06:00) Centrad Bouguermouh query

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

Jan-14-2021 14:02:32 ACVOPFEINFPE000 | Salim Query 2: Closed Response satisfies

(UTC-06:00) Centra Bouguermouh query

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

Jan-14-2021 13:53:45 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Opened Clin: It was stated in

(UTC-06:00) Centra (6) the SAE report

Time (US & Canada) #2021021831 that
the subject had been
admitted for
elevated liver
enzymes, glomerular
filtration rate (GFR)
and creatinine Please
enter the lab datain
this CRF page

Jan-14-2021 13:53:07 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened Clin: It was stated in

(UTC-06:00) Centra (6) the SAE report

Time (US & Canada) #2021021831 Lab
data on 22Dec2020
included: blood urea
nitrogen (BUN): 28
mg/dl (range 7-21),
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020 eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Verified

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
creatine: 4.5 mg/d|
(range 0.5-1.4),
calcium: 8.6 mg/dl
(range 8.8-10.6).
Please enter asthe
lab dat in this CRF
page

Jan-14-2021 13:53:02 ACVOPFEINFPE000 | Salim Query 2: Candidate Clin: It was stated in

(UTC-06:00) Centra Bouguermouh the SAE report

Time (US & Canada) (b) (4) #2021021831 that
the subject had been
admitted for
elevated liver
enzymes, glomerular
filtration rate (GFR)
and creatinine Please
enter thelab datain
this CRF page

Jan-14-2021 13:49:46 ACVOPFEINFP6000 | Salim Query 1: Candidate Clin; It was stated in

(UTC-06:00) Centra Bouguermouh the SAE report

Time (US & Canada) (b) (4) #2021021831 Lab
data on 22Dec2020
included: blood urea
nitrogen (BUN): 28
mg/dl (range 7-21),
creatine: 4.5 mg/dl
(range 0.5-1.4),
calcium: 8.6 mg/dl
(range 8.8-10.6).
Please enter as the
lab dat in this CRF
page

Nov-17-2020 09:40:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Centra Not Done

Time (US & Canada)

4. Specimen Type:

Date L ocation User Value Reason

Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5a
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Header Text: c4591001

Nov/16/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

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

*** Confidential***

Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
5.a Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.aTest:
Date Location User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a Reault:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.aNot Done:
Date Location User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.aLNMT
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5b
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.b Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Result:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5bLNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don

e

5.c Sponsor 1D:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Result:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.CcLNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.d Sponsor ID:
Date Location User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Test:
Date Location User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Result:
Date Location User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Not Done:
Date Location User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5dLNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.e
Date Location User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don

e

*** Confidential***

FDA-CBER-2021-5683-0980675

5.e Sponsor I1D:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eTest:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.e Result:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eNot Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eLNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Nov/16/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Nov/16/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.f Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Result:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5f LNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
59
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

Nov/16/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don

e

5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9 Result:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.g Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9LNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:19 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

1. Lab Panel:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5a
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined Identifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Lab Normal Range: Not Don
e
5.a Sponsor ID:
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a Result:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.aNot Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5aLNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Nov/16/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

(US & Canada) (b) (@, (B) (6) | gr: e
Test:: Not Don

e
Result:: Not Don

e
Not Done:: Not Don

e
Lab Normal Range: Not Don

e
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.b Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Result:
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5bLNMT
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials; ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

FDA-CBER-2021-5683-0980683

Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
5.c Sponsor 1D:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Result:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.CcLNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)
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Header Text: c4591001

Nov/16/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

*** Confidential***

FDA-CBER-2021-5683-0980685

5.d Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Result:
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5dLNMT
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5e
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Page 629 of 840




Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials; ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don

e

5.e Sponsor I1D:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eTest:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.e Result:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eNot Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eLNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.f Sponsor ID:
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Test:
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Result:
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Not Done:
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5f LNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
59
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials; ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

FDA-CBER-2021-5683-0980689

Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
5.9 Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9 Result:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.g Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5g9LNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Nov/16/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

*** Confidential***

FDA-CBER-2021-5683-0980691

5.h Sponsor 1D:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h Result:
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h LNMT
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: Not Don

e

Not Done:: Not Don

e

Lab Normal Range: Not Don
e

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0980693

5.i Sponsor 1D:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.i Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.i Result:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.i Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5i LNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5]
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined | dentifi Not Don
(US & Canada) er: e
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/16/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Subject No: 11161224
Generated By: (b) (4)

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
5.j Sponsor 1D:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.j Test:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.j Result:
Date Location User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.j Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5j LNMT
Date L ocation User Value Reason
Nov-17-2020 09:40:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - COVID - Audit Trail

Nov/16/2020
Form Version: 21-Aug-2020 02:50 Form Status:
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Nov-17-2020 09:41:36 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Nov/16/2020

Form Version: 21-Aug-2020 02:50
Site No: 1116

Subject No: 11161224

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-17-2020 09:41:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Nov/16/2020
(US & Canada)
2a
Date Location User Value Reason
Nov-17-2020 09:41:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Record Identifier:: 1
(US& Canada) Systalic:: 12
4

Diastolic:: 78

Respiratory Ratein respiratio 20

ns/minute:

Heart Ratein beats'minute. 98
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-17-2020 09:41:36 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 1
(US & Canada)
2.a Systalic:
Date L ocation User Value Reason
Nov-17-2020 09:41:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 124
(US & Canada)
2.aDiastolic:
Date Location User Value Reason
Nov-17-2020 09:41:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 78
(US & Canada)
2.a Respiratory Rate in respirations/minute:

Page 640 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Nov/16/2020
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada)

Date L ocation User Value Reason
Nov-17-2020 09:41:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 20

2.aHeart Rate in beatsminute:

*** Confidential***

Date L ocation User Value Reason
Nov-17-2020 09:41:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 98
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail
Nov/16/2020

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Form Version: 21-Aug-2020 02:51 Form Status:
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Nov-17-2020 09:42:25 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

Nov/16/2020 History

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:

Date L ocation User Value Reason
Nov-17-2020 09:42:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Nov/16/2020

(US & Canada)

2a

Date L ocation User Value Reason
Nov-17-2020 09:42:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Record Identifier:: 1

(US & Canada)

Oxygen Saturation: 97.0

2.a Record | dentifier:

Date L ocation User Value Reason
Nov-17-2020 09:42:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 1

(US & Canada)

2.2 SPO2 Pulse Oximetry %

Date Location User Value Reason
Nov-17-2020 09:42:25 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 97.0
(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - eCRF Audit Trail History

Nov/16/2020

Form Version: 06-Jul-2020 21:52

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Nov-17-2020 09:43:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Arterial Blood Gases PaO2 (mmHg):
Date L ocation User Value Reason
Nov-17-2020 09:43:43 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. FiO2 (Fraction of Inhaled Oxygen):
Date L ocation User Value Reason
Nov-17-2020 09:43:43 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Nov/16/2020 Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. What isthe medication identifier?

formulation).

Date L ocation User Value Reason
Nov-17-2020 09:44:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

2. Category:

Date L ocation User Value Reason
Nov-17-2020 09:44:03 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-17-2020 09:44:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(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., | ngredient(s), route, use,

*** Confidential***

Date L ocation User Value Reason

Nov-17-2020 09:44:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5. Start Date:

Date Location User Value Reason

Nov-17-2020 09:44:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

6. Ongoing?

Date Location User Value Reason
Page 645 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

Nov/16/2020 Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Nov-17-2020 09:44:03 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Nov/16/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 06-Jul-2020 21:53

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Date

Location

User

Value

Reason

Jan-14-2021 14:04:10
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 1: Closed

Response satisfies
query

Jan-14-2021 13:57:45
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

Clin: It was stated in
the SAE report
#2021021831 that
the subject had
X-Ray chest
posterior anterior
(PA)/anterior-
posterior (AP) and
computerized
tomogram (CT).
Please document the
results as
appropriate in this
CRF page

Jan-14-2021 13:56:14
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 1. Candidate

Clin: It was stated in
the SAE report
#2021021831 that
the subject had
X-Ray chest
posterior anterior
(PA)/anterior-
posterior (AP) and
computerized
tomogram (CT).
Please document the
results as
appropriate in this

*** Confidential***

CRF page
Nov-17-2020 09:44:24 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Centra Not Done
Time (US & Canada)
2. Location of Assessment:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Nov/16/2020

Form Version: 06-Jul-2020 21:53

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Nov-17-2020 09:44:24 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. Type of Imaging Exam:
Date Location User Value Reason
Nov-17-2020 09:44:24 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
4. Assessment:
Date L ocation User Value Reason
Nov-17-2020 09:44:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

Dec/23/2020

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason

Mar-04-2021 04:12:39 ACVOPFEINFP6000 |(b) Query 3: Closed data updated

(UTC-06:00) Central 4),

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

Mar-03-2021 11:24:02 ACVOPFEINFPE000 |(b) (4), (b) Query 3: Answered convalescent visit

(UTC-06:00) Centra (6) 10FEB2021 updated

Time (US & Canada) to COVID-B1

Mar-01-2021 01:17:09 ACVOPFEINFP6000 |(b) Query 3: Reissued:Opened PDQ RQ2: Thank you

(UTC-06:00) Centra (4), for the response,

Time (US & Canada) (b) (6) however CONVA
dated 10Feb21 is
updated as
COVID-Alsince
please check and
update el se clarify.

Feb-26-2021 13:22:02 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered Convalescent Visit

(UTC-06:00) Central (6) 10FEB2021

Time (US & Canada)

Feb-15-2021 03:45:56 ACVOPFEINFPG000 |(b) Query 3: Reissued:Opened PDQ RQ1: Thank you

(UTC-06:00) Centra (4), for the response,

Time (US & Canada) (b) (6) please confirm the
date scheduled in
query response and
requesting to respond
to query once data
available. Else clarify.

Feb-10-2021 02:09:01 ACVOPFEINFPG000 |(b) Query 3: Reissued:Candidate PDQ RQ1: Thank you

(UTC-06:00) Centra (4), for the response,

Time (US & Canada) (b) (6) please confirm the
date scheduled in
query response and
requesting to respond
to query once data
available. Else clarify.

Feb-09-2021 13:10:03 ACVOPFEINFP6000 |(b) (4), Query 3: Answered CONVALESCENT

(UTC-06:00) Central (b) (6) VISIT WILL BE

Time (US & Canada) SCHEDULED
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Dec/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Feb-04-2021 04:23:17 ACVOPFEINFPG000 |(b) (4), Query 3: Opened PDQ: Convalescent

(UTC-06:00) Centra (b) (6) visitis missing and

Time (US & Canada) 35+ days (43) have
passed since COVID
IlIness Visit. If visit
occurred record the
data as a matching
CONVA visit; if the
visit did not occur
attempt to schedule
the visit and obtain the
CONVA sample else
clarify.

Dec-23-2020 17:15:33 ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Dec-23-2020 17:14:36 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Dec-23-2020 17:13:46 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-06:00) Centra (autoquery) completed but Date of

Time (US & Canada) Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as appropriate.

Dec-23-2020 17:13:46 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-06:00) Centra (autoquery) completed but Date of

Time (US & Canada) Collectionin both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Dec-23-2020 17:13:46 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) Dec/23/2020

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value Reason

Dec-23-2020 17:13:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | COVID_B
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Header Text: c4591001

Dec/23/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Dec/23/2020

Form Version: 10-Dec-2020 02:29

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Dec/23/2020

(US & Canada)

2. Date of First Symptom Started:

Date L ocation User Value Reason

Mar-12-2021 15:57:08 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central ®)©) query

Time (US & Canada)

Mar-12-2021 14:22:40 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Date corrected.

(UTC-06:00) Central (6)

Time (US & Canada)

Mar-10-2021 10:57:34 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clin: Please confirm

(UTC-06:00) Central ®) ©) date of first

Time (US & Canada) symptom started in
thisvisit asit isthe
same date of last
symptom ended for
previous visit. A
new COVID illness
visit should only be
recorded if new
symptoms are
reported >4 days
after resolution of
previous symptoms.

Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry

(UTC-06:00) Central (b) (6) Dec/20/2020

Time (US & Canada)

3. Symptoms Ongoing?

Date L ocation User Value Reason

Mar-05-2021 12:33:30 ACVOPFEINFP6000 |(b) (4), Query 1: Closed data updated

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

Time (US & Canada)
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Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 2-

Unscheduled Visit on

Form Version: 10-Dec-2020 02:29

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Mar-05-2021 08:37:02 ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-06:00) Centra (autoquery) Information

Time (US & Canada)

Mar-05-2021 08:37:02 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Central (6) NO Information

Time (US & Canada) Date of Last Symptom Resolved:

Jan/15/2021

Mar-05-2021 01:48:12 ACVOPFEINFP6000 |(b) (4), Query 1: Opened DM: Next visit

(UTC-06:00) Central (b) (6) should be entered

Time (US & Canada) only if al the
symptoms at this
visit resolved. If
resolved, please
review and update
the date of last
symptom resolved as
appropriate. If not,
please move details
from next visit into
thisvisit. Thank you.

Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central (b) (6) YES

Time (US & Canada)

4.a

Date L ocation User Value Reason

Dec-23-2020 17:14:36 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Symptoms: FEVER

(US& Canada) Symptom Present: YES

4.a Symptoms:

Date L ocation User Value Reason

Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) FEVER

(US & Canada)

4.a Was symptom present?

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Dec/23/2020

Form Version: 10-Dec-2020 02:29
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Dec-23-2020 17:14:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
4b
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFPS000 |(b) (4), DataEntry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms. NEW OR INCREAS
(US & Canada) ED COUGH

Symptom P NO

resent:
4.b Symptoms:
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED COUGH
(US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4.c
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sympto NEW OR INCREASED
(US & Canada) ms: SHORTNESS OF BREA

TH

Sympto NO

m Presen

t:
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Dec/23/2020 Audit Trail History
Form Version: 10-Dec-2020 02:29 Form Status. Data Complete
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
4.c Symptoms:
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED SHORTNE
(US & Canada) SS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4d
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: CHILLS
(US& Canada) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) CHILLS
(US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4e
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-06:00) Central Time (b) (6) Symptoms NEW OR INCREASE
(US & Canada) : D MUSCLE PAIN

Symptom YES

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Dec/23/2020

Form Version: 10-Dec-2020 02:29

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

4.e Symptoms:
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED MUSCLE
(US & Canada) PAIN
4.e Was symptom present?
Date Location User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
4f
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms. NEW LOSS OF TAS
(US & Canada) TE OR SMELL

Symptom P YES

resent:
4.f Symptoms:
Date Location User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW LOSS OF TASTE OR SMEL
(US & Canada) L
4.f Was symptom present?
Date Location User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada)
449
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms NEW OR INCREASE
(US & Canada) : D SORE THROAT
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Dec/23/2020 Audit Trail History
Form Version: 10-Dec-2020 02:29 Form Status. Data Complete
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NEW OR INCREASED SORE TH
(US & Canada) ROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4.h
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: DIARRHEA
(US& Canada) Symptom Present: NO
4.h Symptoms:
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) DIARRHEA
(US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
4.
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Symptoms: VOMITING
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Dec/23/2020

Form Version: 10-Dec-2020 02:29

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada) ®) @, ®)®) | symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) VOMITING
(US & Canada)
4.i Was symptom present?
Date L ocation User Value Reason
Dec-23-2020 17:14:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - Audit Trail

Dec/23/2020
Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Dec-23-2020 17:15:07 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Dec/23/2020

Form Version: 06-Jul-2020 21:54

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Dec-23-2020 17:15:07 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-06:00) Central Time (b) (6) Dec/22/2020
(US & Canada)
2. Specimen Type:
Date L ocation User Value Reason
Dec-23-2020 17:15:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) SWABBED MATERIAL
(US & Canada)
3. Specimen Collection Location:
Date L ocation User Value Reason
Dec-23-2020 17:15:07 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NASOPHARYNX
(US & Canada)
4. Assay Code and Description:
Date L ocation User Value Reason
Dec-23-2020 17:15:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SEVERE ACUTE RESP SYNDRO
(US & Canada) ME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Dec-23-2020 17:15:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
(US & Canada)
6. Trade Name:
Date L ocation User Value Reason
Dec-23-2020 17:15:07 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) OTHER
(US & Canada)
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Header Text: c4591001

Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Dec/23/2020
Form Version: 06-Jul-2020 21:54 Form Status. Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

7. Test Result:

Date Location User Value Reason
Dec-23-2020 17:15:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) POSITIVE

(US & Canada)

9. Trade Name Other, Specify:

*** Confidential***

Date L ocation User Value Reason
Dec-23-2020 17:15:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NALT UNKNOWN
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Dec/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason

Dec-23-2020 17:15:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Sample Type

Date L ocation User Value Reason

Dec-23-2020 17:15:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Dec-23-2020 17:15:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason

Dec-23-2020 17:17:14 ACVOPFEINFP6000 |autoquery |Query 1: Closed Close Auto Query

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

(US & Canada)

Dec-23-2020 17:17:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information

(UTC-06:00) Central Time (b) (6) COLLECTED IN CLINIC

(US & Canada)

Dec-23-2020 17:15:22 ACVOPFEINFP6000 |autoquery | Query 1: Opened Entered text has

(UTC-06:00) Central Time (autoquery) either acarriage

(US & Canada) return (line break) or
extra spaces at the
end of the text or
between words.
Please correct by
removing all datain
the field and re-enter
without adding extra
spaces or using enter
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
Dec/23/2020 €CRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

| | or tab keys.
Dec-23-2020 17:15:22 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) COLLECTED IN CLINIC
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Dec/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-23-2020 17:15:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-23-2020 17:15:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Dec-23-2020 17:15:48 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Dec-23-2020 17:15:33 ACVOPFEINFPE000 |auto query | Query 1: Candidate '‘Sample Collected?
(UTC-06:00) Central Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Dec-23-2020 17:15:33 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Date of Collection:
Dec/23/2020
5a
Date L ocation User Value Reason
Dec-23-2020 17:16:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed Information
(UTC-06:00) Central Time (b) (6) Sample | D: BPAOWW
(US & Canada)
Dec-23-2020 17:15:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample | D: bp4Oww
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Dec/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Audit Trail History

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Form Status: Data Complete, Frozen, Verified

Generated Time (GMT): 29-Mar-2021 10:58

(US & Canada) (b) (4), (b) (6)

5.aSample D

Date L ocation User Value Reason
Dec-23-2020 17:16:57 ACVOPFEINFPE000 |auto query | Query 1: Closed Close Auto Query

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

(US & Canada)

Dec-23-2020 17:16:57 ACVOPFEINFPG000 |(b) (4), Data Entry: Changed Information
(UTC-06:00) Central Time (b) (6) BP4OWW

(US & Canada)

Dec-23-2020 17:15:48
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |autoquery | Query 1: Opened
(autoquery)

Barcode contains
lower case letters
which is not the
correct format.
Please review and
correct as

appropriate.

Dec-23-2020 17:15:48
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) (4), Data Entry:
(b) (6) bp40Oww

Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Dec/23/2020

Form Version: 10-Dec-2020 02:26
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

la
Date Location User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Typeof Practitioner:  SPECIAL
(US & Canada) IST

Occurrence of Visitsor NO

Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-06:00) Central Time (b) (6) SPECIALIST
(US & Canada)
1.a Occurrence of Visits or Contacts:
Date Location User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
1b
Date L ocation User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitio EMERGENCY
(US & Canada) ner: ROOM

Occurrenceof V YES

isitsor Contacts. Number of Visit

sor Contacts.
1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Dec/23/2020

Form Version: 10-Dec-2020 02:26 Form Status. Data Complete, Frozen

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

1.b Physician or Healthcare Professional:

Date Location User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) EMERGENCY ROOM

(US & Canada)

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Number of Visits or Contacts:

1
1l.c
Date Location User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitio PRIMARY CA
(US & Canada) ner: RE PHY SICIA

N

Occurrenceof Vi NO
sitsor Contacts:

1.c Physician or Healthcare Professional:

Date Location User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) PRIMARY CARE PHYSICIAN

(US & Canada)

1.c Occurrence of Visits or Contacts:

Date L ocation User Value Reason

Dec-23-2020 17:17:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

1d

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Dec/23/2020

Form Version: 10-Dec-2020 02:26 Form Status. Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Dec-23-2020 17:17:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitioner: URGENT
(US & Canada) CARE
Occurrence of Visits NO
or Contacts:

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) URGENT CARE

(US & Canada)

1.d Occurrence of Visitsor Contacts:

Date L ocation User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO

(US & Canada)

le

Date L ocation User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Typeof Practitio TELEPHONE C

(US & Canada) ner: ONSULTATION

Occurrenceof V. NO
isitsor Contacts:

1.e Physician or Healthcare Professional:

Date Location User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) TELEPHONE CONSULTATION

(US & Canada)

1.e Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

1f
Date L ocation User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Type of Practitioner: OTHE
(US & Canada) R
Occurrence of Visitsor Co NO
ntacts:

1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) OTHER
(US & Canada)
1.f Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Dec-23-2020 17:17:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) NO
(US & Canada)
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Jan-25-2021 07:52:15 ACVOPFEINFP6000 |(b) Query 2: Closed Response satisfies
(UTC-06:00) Centra 4, query
Time (US & Canada) (b)

(6)
Jan-22-2021 17:14:01 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Answered Changed data per
(UTC-06:00) Centra (6) query
Time (US & Canada)
Jan-22-2021 12:26:08 ACVOPFEINFP6000 |(b) Query 2: Opened Clin: If subject was
(UTC-06:00) Centra (4), hospitalized, please
Time (US & Canada) (b) complete HOSP

(6) CRF.
Jan-22-2021 11:52:09 ACVOPFEINFP6000 | Saim Query 1: Closed Response satisfies
(UTC-06:00) Centra Bouguermouh query
Time (US & Canada) (b) (4)
Jan-18-2021 11:06:13 ACVOPFEINFPE000 | auto query Query 1: Answered New Information
(UTC-06:00) Centra (autoquery)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Dec/23/2020

Form Version: 10-Dec-2020 02:26

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada)
Jan-18-2021 11:06:13 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-06:00) Central (b) (6) YES
Time (US & Canada) Has the subject been in intensive
care due to potential COVID-19
illness?
NO
Jan-14-2021 13:59:51 ACVOPFEINFPE000 | Salim Query 1: Opened Clin: It was stated in
(UTC-06:00) Centra Bouguermouh the SAE report
Time (US & Canada) (b) (4) #2021021831 that
the subject was
hospitalized. Please
review and update as
appropriate
Dec-23-2020 17:17:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) NO
Time (US & Canada)
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Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - Audit Trail

Form Status:

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0980727

Date Location User Value Reason
Jan-22-2021 16:27:20 ACVOPFEINFP6000 |(b) (4), (b) Form Created
(UTC-06:00) Central Time (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Dec/23/2020

Form Version: 22-Apr-2020 21:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Jan-22-2021 16:27:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | HOSPITALIZATION STATUS
(US & Canada)
2. Hospitalization Term:
Date L ocation User Value Reason
Jan-22-2021 16:27:20 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) HOSPITAL
Time (US & Canada)
3. Admission Date:
Date L ocation User Value Reason
Jan-22-2021 16:27:20 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Dec/23/2020
Time (US & Canada)
4. Ongoing?
Date L ocation User Value Reason
Jan-22-2021 16:27:20 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centrad (6) NO
Time (US & Canada) Discharge Date:
Dec/25/2020
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Header Text: c4591001

Dec/23/2020

Form Version: 06-Jul-2020
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

21:53 Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Back to Form

1. What isthe treatment | dentifier?

*** Confidential***

Date Location User Value Reason
Dec-23-2020 17:18:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Concomitant Non-drug Treatment Pre-specified:
Date L ocation User Value Reason
Dec-23-2020 17:18:03 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. Treatment:
Date Location User Value Reason
Dec-23-2020 17:18:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
4. Treatment:
Date L ocation User Value Reason
Dec-23-2020 17:18:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5. Start Date:
Date Location User Value Reason
Dec-23-2020 17:18:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
6. Ongoing?
Date L ocation User Value Reason
Dec-23-2020 17:18:03 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Dec/23/2020

Form Version: 06-Jul-2020 21:52

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Dec-23-2020 17:18:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | POTENTIAL COVID-19 ILLNESS
(US & Canada)
2. Was a diagnosis abtained for Potential COVID-19 I lIness?
Date L ocation User Value Reason
Jan-12-2021 06:53:19 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-06:00) Central Time (4), query
(US & Canada) (b)
(6)

Jan-08-2021 08:18:20 ACVOPFEINFP6000 |auto query | Query 1. Answered New Information
(UTC-06:00) Central Time (autoquery)
(US & Canada)
Jan-08-2021 08:18:20 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Respiratory Illness Diagnosis:

COVID-19

Date of Diagnosis:

Dec/22/2020
Dec-28-2020 11:16:07 ACVOPFEINFP6000 |(b) Query 1: Opened Clin: Please consider
(UTC-06:00) Central Time (4), updating date of
(US & Canada) (b) diagnosis to match

(6) date of 22Dec2020
of positive local
swab.

Dec-23-2020 17:18:43 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) YES
(US & Canada) Respiratory IlIness Diagnosis:

COVID-19

Date of Diagnosis:
Dec/23/2020
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Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:52

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

3. Toxicity Grade:

*** Confidential***

Date Location User Value Reason
Dec-23-2020 17:18:43 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 1
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Dec/23/2020

Form Version: 17-Jul-2020 21:55

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Dec-23-2020 17:18:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Subcategory of Clinical Event:
Date L ocation User Value Reason
Dec-23-2020 17:18:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. Was a diagnosis obtained?
Date L ocation User Value Reason
Dec-23-2020 17:18:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
4. Toxicity Grade:
Date L ocation User Value Reason
Dec-23-2020 17:18:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Audit Trail

Form Status:

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***

Date Location User Value Reason
Jan-22-2021 17:05:21 ACVOPFEINFP6000 |(b) (4), (b) Form Created
(UTC-06:00) Central Time (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Jan-22-2021 17:05:21 ACVOPFEINFP6000 | auto calc Data Entry: New Information
(UTC-06:00) Central (autocalc) CLINICAL CHEMISTRY
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Jan-22-2021 17:09:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Memorial Hospital
Time (US & Canada) 4500 Thirteenth Street
Gulfport, MS 39502

Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Feb-05-2021 11:56:21 ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies
(UTC-06:00) Centra Bouguermouh query
Time (US & Canada) (b) (4)
Feb-03-2021 14:57:10 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered AST and ALT were
(UTC-06:00) Centra (6) entered. Thereisno
Time (US & Canada) place to enter the

albumin.
Jan-23-2021 12:56:17 ACVOPFEINFP6000 | Salim Query 2: Reissued:Opened Clin:; elevated liver
(UTC-06:00) Centra Bouguermouh enzymes (alanine
Time (US & Canada) (b) (4) aminotransferase
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

(ALT) at 15 norma
range: 7 to 56;
aspartate
aminotransferase
(AST) at 36 normal
range: 5 to 35 and
albumin at 4.0 normal
range: 3.5-5.0), not
entered

Jan-23-2021 12:54:03 ACVOPFEINFP6000 | Salim Query 3: Closed Response satisfies

(UTC-06:00) Centra Bouguermouh query

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

Jan-22-2021 17:08:27 ACVOPFEINFPE000 | auto query Query 4: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Jan-22-2021 17:05:21 ACVOPFEINFP6000 | auto query Query 4: Opened Collection dateis

(UTC-06:00) Centra (autoquery) updated, but result is

Time (US & Canada) missing. Please
correct or confirm.

Jan-22-2021 17:05:21 ACVOPFEINFPE000 | auto query Query 3: Answered New Information

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Jan-22-2021 17:05:21 ACVOPFEINFP6000 | auto query Query 2: Answered New Information

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Jan-22-2021 17:05:21 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: New Information

(UTC-06:00) Central (6) Dec/22/2020

Time (US & Canada)

Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6)

Time (US & Canada)

Jan-22-2021 11:55:37 ACVOPFEINFP6000 | Salim Query 3: Reissued:Opened Clin: Please enter the

(UTC-06:00) Centrad Bouguermouh data as appropriate on

Time (US & Canada) (b) (4) the CRF form

Jan-22-2021 11:55:22 ACVOPFEINFP6000 | Salim Query 2: Reissued:Opened Clin: Please enter the

(UTC-06:00) Centra Bouguermouh data as appropriate on

Time (US & Canada) (b) (4) the CRF form

Jan-20-2021 15:52:34 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Answered The patient report

(UTC-06:00) Central (6) "elevated liver

Time (US & Canada) enzymes'. The liver
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

enzymeswere ALT
15 (7-56), AST 36
(5-35) and Albumin
4.0(3.5-5.0). The
discharge diagnosis
was Acute KIDNEY
injury related to

COoVvID 19
Jan-20-2021 15:49:17 ACVOPFEINFPG000 |(b) (4), (b) Query 3: Answered Patient reported
(UTC-06:00) Centra (6) "elevated liver
Time (US & Canada) enzymes'. The liver

enzymes are as

follows: ALT 15
(7-56), AST 36 (5-35)
and Albumin 4.0
(3.5-5.0). The
discharge diagnosisis
Acute Kidney Injury
related to COVID 19

Jan-14-2021 14:03:08
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000 | Salim Query 3: Opened Clin: It was stated in
Bouguermouh the SAE report
(b) 4 #2021021831 Lab
data on 22Dec2020

included: blood urea
nitrogen (BUN): 28
mg/dl (range 7-21),
creatine: 4.5 mg/d|
(range 0.5-1.4),
calcium: 8.6 mg/dl
(range 8.8-10.6).
Please enter the lab
datain this CRF page

Jan-14-2021 14:02:20
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000 | Salim Query 2: Opened Clin: It was stated in
Bouguermouh the SAE report
(b) (4) #2021021831 that the
subject had been
admitted for elevated
liver enzymes,

glomerular filtration
rate (GFR) and
creatinine. Please
enter the lab datain

this CRF page
Jan-14-2021 14:01:20 ACVOPFEINFPE000 | Salim Query 1: Closed Response satisfies
(UTC-06:00) Centra Bouguermouh query
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Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Time (US & Canada) (b) (4)
Jan-14-2021 14:00:42 ACVOPFEINFPE000 | Salim Query 1: Opened Clin: It was stated in
(UTC-06:00) Centra Bouguermouh the SAE report
Time (US & Canada) (b) 4 #2021021831 that the
subject experienced
acute kidney injury
related to COVID19.
Please review and
update the
appropriate CRF page
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Jan-22-2021 17:05:21 ACVOPFEINFPE000 | auto calc Data Entry: New Information
(UTC-06:00) Centra (autocalc) BLOOD
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5a
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined Iden 329
Time (US & Canada) tifier:
Test:: Not Done
Result::
Not Done:: NOT DO
NE
Lab Normal Range:
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Defined | denti
Time (US & Canada) fier:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Test:: Not Do
ne
Result::
Not Done::
Lab Normal Range:
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sponsor -Defined Identi Not Do
Time (US & Canada) fier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
5.a Sponsor ID:
Date Location User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) 329
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a Result:
Date L ocation User Value Reason
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

(UTC-06:00) Central (b) (4), (b) (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.a Not Done:
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NOT DONE
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5aLNMT
Date L ocation User Value Reason
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.b
Date L ocation User Value Reason
Feb-03-2021 14:47:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor -Defined Ident 30
Time (US & Canada) ifier:

Test:: Not Don

e
Result:: 15
Not Done::
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Lab Normal Range:  Low
7
High
56
Unit
mg/dL
Feb-03-2021 14:47:21 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-06:00) Central (autocalc) Sponsor -Defined | denti
Time (US & Canada) fier:
Test:: Not Do
ne
Result::
Not Done::
Lab Normal Range:
Jan-22-2021 17:08:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor -Defined Ide 30
Time (US & Canada) ntifier:
Test:: Not Done
Result::
Not Done:: NOT DO
NE
Lab Normal Range:
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined | denti
Time (US & Canada) fier:
Test:: Not Do
ne
Result::
Not Done::
Lab Normal Range:
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sponsor -Defined Identi Not Do
Time (US & Canada) fier: ne
Test:: Not Do
ne
Result:: Not Do
ne
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Header Text: c4591001

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.b Sponsor 1D:
Date L ocation User Value Reason
Feb-03-2021 14:47:57 ACVOPFEINFPE000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) 30
Time (US & Canada)
Feb-03-2021 14:47:21 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-06:00) Centra (autocalc)
Time (US & Canada)
Jan-22-2021 17:08:27 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) 30
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPG0O00 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.b Test:
Date Location User Value Reason
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Result:
Date L ocation User Value Reason
Feb-03-2021 14:47:57 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) 15
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) Not Done
Time (US & Canada)
5.b Not Done:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Feb-03-2021 14:47:21 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6)
Time (US & Canada)
Jan-22-2021 17:08:27 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NOT DONE
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) Not Done
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Feb-03-2021 14:47:57 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Low
Time (US & Canada) 7

High

56
Unit
mg/dL

Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) Not Done
Time (US & Canada)
5.c
Date L ocation User Value Reason
Feb-03-2021 14:48:49 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6) Sponsor-Defined Ident 28
Time (US & Canada) ifier:

Test:: Not Don

e
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: 36
Not Done::
Lab Normal Range:  Low
5
High
35
Unit
mg/dL
Jan-22-2021 17.08:27 ACVOPFEINFPG000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined Ide 28
Time (US & Canada) ntifier:
Test:: Not Done
Result::
Not Done:: NOT DO
NE
Lab Normal Range:
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Defined | denti
Time (US & Canada) fier:
Test:: Not Do
ne
Result::
Not Done::
Lab Normal Range:
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sponsor -Defined I denti Not Do
Time (US & Canada) fier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Subject No: 11161224
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.c Sponsor | D:
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) 28
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Result:
Date L ocation User Value Reason
Feb-03-2021 14:48:49 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6) 36
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) Not Done
Time (US & Canada)
5.c Not Done:
Date L ocation User Value Reason
Feb-03-2021 14:48:49 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6)
Time (US & Canada)
Jan-22-2021 17:08:27 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NOT DONE
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada)

Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPGO00 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
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Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Back to Form

*** Confidential***

5.CcLNMT
Date L ocation User Value Reason
Feb-03-2021 14:48:49 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-06:00) Central (6) Low
Time (US & Canada) 5
High
35
Unit
mg/dL
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.d
Date L ocation User Value Reason
Feb-03-2021 14:53:52 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) Sponsor -Defined Identi 35
Time (US & Canada) fier:
Test:: Not Don
e
Result:: 140
Not Done::
Lab Normal Range:  Low
38
High
126
Unit
mg/dL
Jan-22-2021 17:08:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor -Defined I den 35
Time (US & Canada) tifier:
Test:: Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Result::
Not Done:: NOT DO
NE
Lab Normal Range:
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Defined I denti
Time (US & Canada) fier:
Test:: Not Do
ne
Result::
Not Done::
Lab Normal Range:
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sponsor -Defined Identi Not Do
Time (US & Canada) fier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

5.d Sponsor ID:
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) 35
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Result:
Date L ocation User Value Reason
Feb-03-2021 14:53:52 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) 140
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) Not Done
Time (US & Canada)
5.d Not Done;
Date L ocation User Value Reason
Feb-03-2021 14:53:52 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6)
Time (US & Canada)
Jan-22-2021 17:08:27 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NOT DONE
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5dLNMT
Date L ocation User Value Reason
Feb-03-2021 14:53:52 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) Low
Time (US & Canada) 38

High

126
Unit
mg/dL

Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5e
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor -Defined |den 21
Time (US & Canada) tifier:

Test:: Not Done

Result::

Not Done:: NOT DO

NE

Lab Normal Range:
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined | denti
Time (US & Canada) fier:
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Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Test::

Result::
Not Done::
Lab Normal Range:

Not Do
ne

*** Confidential***

Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sponsor -Defined Identi Not Do
Time (US & Canada) fier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

5.e Sponsor | D:
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) 21
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.eTest:
Date L ocation User Value Reason
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.e Result:
Date L ocation User Value Reason
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.eNot Done:
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NOT DONE
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada) (b) (4), (b) (6)
5.eLNMT
Date L ocation User Value Reason
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.f
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined I denti 47
Time (US & Canada) fier:
Test:: Not Don
e
Result:: 28
Not Done::
Lab Normal Range: Low
7
High
21
Unit
mg/dL
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initia Entry
(UTC-06:00) Central (6) Sponsor-Defined I denti
Time (US & Canada) fier:
Test:: Not Do
ne
Result::
Not Done::
Lab Normal Range:
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sponsor-Defined Identi Not Do
Time (US & Canada) fier: ne
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

*** Confidential***

5.f Sponsor ID:
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) 47
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.f Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Result:
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) 28
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) Not Done
Time (US & Canada)
5.f Not Done:
Date L ocation User Value Reason
Jan-22-2021 17:04:41 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Centra (b) (6) Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Dec/23/2020

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada) (b) (4), (b) (6)
5f LNMT
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Low
Time (US & Canada) 7
High
21
Unit
mg/dL
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Dec/23/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
509
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor -Defined Identi 48
Time (US & Canada) fier:
Test:: Not Don
e
Result:: 45
Not Done::
Lab Normal Range: Low
0.5
High
14
Unit
mg/dL
Jan-22-2021 17:04:41 ACVOPFEINFPE000 |(b) (4), (b) = |DataEntry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined | denti
Time (US & Canada) fier:
Test:: Not Do
ne
Result::
Not Done::
Lab Normal Range:
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Sponsor -Defined Identi Not Do
Time (US & Canada) fier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Dec/23/2020

Form Version: 21-Aug-2020 02:49
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5.9 Sponsor ID:
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) 48
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9 Result:
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) 45
Time (US & Canada)
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
5.g Not Done:
Date L ocation User Value Reason
Jan-22-2021 17:04:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
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Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

*** Confidential***

Time (US & Canada) (b) (4), (b) (6)
5.0LNMT
Date L ocation User Value Reason
Jan-22-2021 17:08:27 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Low
Time (US & Canada) 0.5
High
14
Unit
mg/dL
Jan-22-2021 17:04:41 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Dec-23-2020 17:19:06 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central (b) (6) Not Done
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Panel:
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. Collection Date:
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5a
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

FDA-CBER-2021-5683-0980761

Lab Normal Range: Not Don
e
5.a Sponsor ID:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.a Result:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.aNot Done:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5aLNMT
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor-Defined I dentifi Not Don
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(US & Canada) () (4. (0) 6) | gr: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)
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*** Confidential***
FDA-CBER-2021-5683-0980762




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

*** Confidential***

FDA-CBER-2021-5683-0980763

5.b Sponsor ID:
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Result:
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.b Not Done:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5bLNMT
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Page 707 of 840




Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials; ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don

e

5.c Sponsor 1D:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Result:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.c Not Done:
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.CcLNMT
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d
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FDA-CBER-2021-5683-0980764




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

Page 709 of 840

*** Confidential***

FDA-CBER-2021-5683-0980765



090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.d Sponsor ID:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Result:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.d Not Done:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5dLNMT
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5e
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials; ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

FDA-CBER-2021-5683-0980767

Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
5.e Sponsor I1D:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eTest:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.e Result:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eNot Done:
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.eLNMT
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Page 712 of 840

*** Confidential***
FDA-CBER-2021-5683-0980768




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

*** Confidential***

FDA-CBER-2021-5683-0980769

5.f Sponsor ID:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Test:
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Result:
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.f Not Done:
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5f LNMT
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
59
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Page 713 of 840




Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials; ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Don
e

Not Done:: Not Don
e

Lab Normal Range: Not Don

e

5.9 Sponsor ID:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9 Result:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.g Not Done:
Date Location User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.9LNMT
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
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*** Confidential***

FDA-CBER-2021-5683-0980771



090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
SiteNo: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
5.h Sponsor 1D:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h Result:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.h Not Done:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5h LNMT
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined | dentifi Not Don
(US & Canada) er: e
Test:: Not Don
e
Page 716 of 840
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FDA-CBER-2021-5683-0980772




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Dec/23/2020

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Don
e
Not Done:: Not Don

e

Lab Normal Range: Not Don
e

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

5.i Sponsor 1D:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5. Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.i Result:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.i Not Done:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5i LNMT
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5]
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sponsor -Defined I dentifi Not Don
(US & Canada) er: e
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Dec/23/2020 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Test:: Not Don
e
Result:: Not Don
e
Not Done:: Not Don
e
Lab Normal Range: Not Don
e
5.j Sponsor 1D:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.j Test:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.j Result:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5.j Not Done:
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
5j LNMT
Date L ocation User Value Reason
Dec-23-2020 17:19:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS- COVID - Audit Trail
Dec/23/2020

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Form Version: 21-Aug-2020 02:50 Form Status:
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Dec-23-2020 17:19:59 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-06:00) Central Time (b) (6)
(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:50

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Back to Form

*** Confidential***

1. Date:
Date L ocation User Value Reason
Dec-23-2020 17:19:59 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-06:00) Central Time (b) (6) Dec/23/2020
(US & Canada)
2a
Date L ocation User Value Reason
Dec-23-2020 17:19:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Record Identifier:: 1
(US& Canada) Systalic:: 10
7

Diastolic:: 77

Respiratory Ratein respiratio 20

ns/minute:

Heart Ratein beats'minute: 10

4
2.a Record I dentifier:
Date L ocation User Value Reason
Dec-23-2020 17:19:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 1
(US & Canada)
2.a Systalic:
Date L ocation User Value Reason
Dec-23-2020 17:19:59 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 107
(US & Canada)
2.aDiagtolic:
Date L ocation User Value Reason
Dec-23-2020 17:19:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 77
(US & Canada)
2.a Respiratory Rate in respirations/minute:
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Header Text: c4591001

Visit: POT_COVID_ILL 2-

Unscheduled Visit on Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Dec/23/2020
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Dec-23-2020 17:19:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 20

(US & Canada)

2.aHeart Rate in beatsminute:

Date L ocation User Value Reason
Dec-23-2020 17:19:59 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) 104
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

Dec/23/2020 History

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:

Date L ocation User Value Reason
Dec-23-2020 17:20:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Unknown

(US & Canada)

2a

Date Location User Value Reason
Dec-23-2020 17:20:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Record I dentifier:: Unknown

(US & Canada)

Oxygen Saturation: Unknown

2.a Record | dentifier:

Date L ocation User Value Reason
Dec-23-2020 17:20:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Unknown

(US & Canada)

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
Dec-23-2020 17:20:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Unknown
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - eCRF Audit Trail History

Dec/23/2020

Form Version: 06-Jul-2020 21:52

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason
Dec-23-2020 17:20:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
2. Arterial Blood Gases PaO2 (mmHg):
Date L ocation User Value Reason
Dec-23-2020 17:20:38 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
3. FiO2 (Fraction of Inhaled Oxygen):
Date L ocation User Value Reason
Dec-23-2020 17:20:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Dec/23/2020 Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status. Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. What isthe medication identifier?

formulation).

Date L ocation User Value Reason
Dec-23-2020 17:20:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

2. Category:

Date L ocation User Value Reason
Dec-23-2020 17:20:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Dec-23-2020 17:20:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done

(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., | ngredient(s), route, use,

*** Confidential***

Date L ocation User Value Reason

Dec-23-2020 17:20:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

5. Start Date:

Date L ocation User Value Reason

Dec-23-2020 17:20:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

6. Ongoing?

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Dec/23/2020 Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status. Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Dec-23-2020 17:20:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Not Done
(US & Canada)
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Header Text: c4591001

Dec/23/2020

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:53

Vigit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - Audit Trall

Form Status:

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

*** Confidential***
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Date Location |User Value Reason
Form Created
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - Audit Trail

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Dec/23/2020
Form Version: 06-Jul-2020 21:53 Form Status:
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Feb-03-2021 12:50:11 ACVOPFEINFP6000 |(b) (4), (b) Form Created
(UTC-06:00) Central Time (6)
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - Audit Trail

Dec/23/2020
Form Version: 06-Jul-2020 21:53 Form Status:
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
Date L ocation User Value Reason
Feb-03-2021 14:36:14 ACVOPFEINFP6000 |(b) (4), (b) Form Created
(UTC-06:00) Central Time (6)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Dec/23/2020

Form Version: 06-Jul-2020 21:53

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Feb-05-2021 15:09:41 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-06:00) Centra Bouguermouh query

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

Feb-03-2021 14:40:29 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered Chest x-ray and

(UTC-06:00) Central (6) abdominal CT added.

Time (US & Canada)

Jan-31-2021 16:59:55 ACVOPFEINFP6000 | Salim Query 1: Reissued:Opened Clin: Please negative

(UTC-06:00) Centra Bouguermouh result should be also

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

Jan-30-2021 12:32:59 ACVOPFEINFPG000 |(b) (4), Query 1: Answered NOT DONE

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

Time (US & Canada)

Jan-23-2021 12:59:27 ACVOPFEINFPE000 | Salim Query 1: Reissued:Opened Please query remain

(UTC-06:00) Centra Bouguermouh open until resolved

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

Jan-22-2021 17:01:51 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Pending Medical

(UTC-06:00) Centra (6) Records

Time (US & Canada)

Jan-22-2021 11:57:44 ACVOPFEINFP6000 | Salim Query 1: Reissued:Opened Clin: Please enter the

(UTC-06:00) Centrad Bouguermouh data as appropriate on

Time (US & Canada) (b) (4) this CRF form. Please
reach out to CRA for
guidance how to
complete this CRF
form aswell asfor
the Lab data CRF
forms

Jan-20-2021 15:55:26 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered IMPRESSION: No

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

Time (US & Canada) Cardiopulmonary
process visualized on
this single portable
view of the chest.

Jan-14-2021 14:04:01 ACVOPFEINFPE000 | Salim Query 1: Opened Clin: It was stated in

(UTC-06:00) Centra Bouguermouh the SAE report

Time (US & Canada) (b) (4) #2021021831 that the
subject had X-Ray
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Dec/23/2020

Form Version: 06-Jul-2020 21:53

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

chest posterior
anterior (PA)/anterior-
posterior (AP) and
computerized
tomogram (CT).
Please document the
results as appropriate
in this CRF page

Dec-23-2020 17:21:21 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Centra (b) (6) Not Done

Time (US & Canada)

2. Location of Assessment:

Date L ocation User Value Reason

Dec-23-2020 17:21:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason

Dec-23-2020 17:21:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)

4. Assessment:

Date L ocation User Value Reason

Dec-23-2020 17:21:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Not Done

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Dec/23/2020

Form Version: 06-Jul-2020 21:53

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Feb-03-2021 12:50:11 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Dec/22/2020
Time (US & Canada)
2. Location of Assessment:
Date Location User Value Reason
Feb-03-2021 12:50:11 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) CHEST
Time (US & Canada)
3. Type of Imaging Exam:
Date L ocation User Value Reason
Feb-03-2021 12:50:11 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) X-RAY
Time (US & Canada)
4. Assessment:
Date L ocation User Value Reason
Feb-03-2021 12:50:11 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) UNKNOWN
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Dec/23/2020

Form Version: 06-Jul-2020 21:53

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Feb-03-2021 14:36:14 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Dec/22/2020
Time (US & Canada)
2. Location of Assessment:
Date Location User Value Reason
Feb-03-2021 14:36:14 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) OTHER
Time (US & Canada) If other, specify:
abdominal

3. Type of Imaging Exam:
Date Location User Value Reason
Feb-03-2021 14:36:14 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) CT SCAN
Time (US & Canada)
4, Assessment:
Date L ocation User Value Reason
Feb-03-2021 14:36:14 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NORMAL
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Feb/11/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-09-2021 10:39:50 ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-09-2021 03:09:36 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Opened Erroneous Visitis

(UTC-06:00) Central (6) marked, but date of

Time (US & Canada) visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms containing
datawithin this visit
as Not Done/Not
Applicable at the
form level.

Mar-09-2021 01:43:02 ACVOPFEINFP6000 |(b) Query 1: Closed Erroneous Visitis

(UTC-06:00) Central (4), marked,

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

Mar-08-2021 10:58:17 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered Visit is erroneous

(UTC-06:00) Centra (6)

Time (US & Canada)

Mar-08-2021 10:57:51 ACVOPFEINFP6000 | auto query Query 3: Candidate Erroneous Visit is

(UTC-06:00) Centra (autoquery) marked, but date of

Time (US & Canada) visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms containing
datawithin this visit
as Not Done/Not
Applicable at the
form level.

Mar-08-2021 04:52:54 ACVOPFEINFP6000 |(b) Query 1: Opened PDQ : Details of

(UTC-06:00) Centra (4), Sample ID (barcode)

Time (US & Canada) (b) (6) and collection date
for either Nasal
Swab Self or Nasal
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Header Text: c4591001

Feb/11/2021

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

*** Confidential***

Swab expected to be
completed. Please
check and update
else clarify.

Mar-04-2021 07:29:02 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 07:27:57 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visit is

(UTC-06:00) Centra (autoquery) completed but Date

Time (US & Canada) of Assessment in the
Signs and Symptoms
form ismissing.
Please review and
update as
appropriate.

Mar-04-2021 07:27:57 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visit is

(UTC-06:00) Centra (autoquery) completed but Date

Time (US & Canada) of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Mar-04-2021 07:27:57 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initia Entry

(UTC-06:00) Centra (6) Feb/11/2021

Time (US & Canada)

2. Erroneous Visit

Date L ocation User Value Reason

Mar-09-2021 10:39:50 ACVOPFEINFPE000 |(b) (4), (b)  |DataEntry: Changed

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

Time (US & Canada)

Mar-08-2021 10:57:51 ACVOPFEINFP6000 |(b) (4), (b) DataEntry: Initial Entry

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

Time (US & Canada)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Mar-04-2021 07:27:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Feb/11/2021

Form Version: 20-Feb-2021 02:17

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Feb/11/2021
Time (US & Canada)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Feb/10/2021
Time (US & Canada)
3. Symptoms Ongoing?
Date Location User Value Reason
Mar-09-2021 16:35:54 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: New Information
(UTC-06:00) Central (6) NO
Time (US & Canada) Date of Last Symptom Resolved:

Feb/15/2021
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada) Date of Last Symptom Resolved:

Feb/11/2021
4a
Date Location User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Symptoms: FEVER
Time (US & Canada) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) FEVER
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Feb/11/2021 Audit Trail History
Form Version: 20-Feb-2021 02:17 Form Status. Data Complete
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
4.a Was symptom present?
Date Location User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPGE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
4b
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Symptoms; NEW OR INCREAS
Time (US & Canada) ED COUGH

Symptom P NO

resent:
4.b Symptoms:
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NEW OR INCREASED COUGH
Time (US & Canada)
4.b Was symptom present?
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
4.c
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPGO00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sympto  NEW OR INCREASE
Time (US & Canada) ms: D SHORTNESS OF B

REATH

Sympto NO

m Prese

nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Feb/11/2021

Form Version: 20-Feb-2021 02:17

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Audit Trail History

Form Status. Data Complete
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

4.c Symptoms:
Date Location User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NEW OR INCREASED SHORTN
Time (US & Canada) ESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
4d
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(L_JTC-06100) Central (6) Symptoms: CHILLS
Time (US & Canada) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: [nitial Entry
(UTC-06:00) Central (6) CHILLS
Time (US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
4e
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Symptoms NEW OR INCREASE
Time (US & Canada) : D MUSCLE PAIN

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Feb/11/2021 Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status. Data Complete

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

4.e Symptoms:

Date Location User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPGE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NEW OR INCREASED MUSCLE

Time (US & Canada) PAIN

4.e Was symptom present?

Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO

Time (US & Canada)

4f
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |(b) (4), (b) = |DataEntry: Initial Entry
(UTC-06:00) Central (6) Symptoms NEW LOSS OF TAS
Time (US & Canada) : TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Mar-04-202107:29:02 | ACVOPFEINFPG000 |(b) (4), (b) = |DataEntry: Initial Entry
(UTC-06:00) Centra (6) NEW LOSS OF TASTE OR SME
Time (US & Canada) LL
4.f Was symptom present?
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPGO00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
449
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |(b) (4), (b) = |DataEntry: Initial Entry
(UTC-06:00) Central (6) Symptom NEW OR INCREASE
Time (US & Canada) s: D SORE THROAT
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Feb/11/2021 Audit Trail History
Form Version: 20-Feb-2021 02:17 Form Status. Data Complete
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Symptom YES
Present:
4.9 Symptoms:
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NEW OR INCREASED SORE TH
Time (US & Canada) ROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES

Time (US & Canada)

4.h

Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPGE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Symptoms: DIARRHEA

Time (US & Canada) Symptom Present: NO

4.h Symptoms:

Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPGO00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) DIARRHEA

Time (US & Canada)

4.h Was symptom present?

Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO

Time (US & Canada)

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

4.

Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Symptoms: VOMITING
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Feb/11/2021 Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status. Data Complete

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada) Symptom Present: NO

4.i Symptoms:

Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |((b) (4), (b) = |DataEntry: Initial Entry
(UTC-06:00) Central (6) VOMITING

Time (US & Canada)

4.i Was symptom present?

Date L ocation User Value Reason
Mar-04-2021 07:29:02 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO

Time (US & Canada)

Page 741 of 840

*** Confidential***

FDA-CBER-2021-5683-0980797



090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Feb/11/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1116

Subject No: 11161224

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Mar-05-2021 11:55:49 ACVOPFEINFP6000 |(b) (4), (b) = |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
2. Specimen Type:
Date L ocation User Value Reason
Mar-05-2021 11:55:49 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
3. Specimen Collection Location:
Date Location User Value Reason
Mar-05-2021 11:55:49 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
4. Assay Code and Description:
Date L ocation User Value Reason
Mar-05-2021 11:55:49 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
5. Device Type:
Date L ocation User Value Reason
Mar-05-2021 11:55:49 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
6. Trade Name;
Date L ocation User Value Reason
Mar-05-2021 11:55:49 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Feb/11/2021

Form Version: 06-Jul-2020 21:54

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

7. Test Result:
Date L ocation User Value Reason
Mar-05-2021 11:55:49 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
8. Comments/Findingsy/Details:
Date L ocation User Value Reason
Mar-05-2021 11:55:49 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Mar-05-2021 11:55:49 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Feb/11/2021

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-04-2021 07:29:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Mar-04-2021 07:29:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB_SELF
(US & Canada)
3. Sample Collected?
Date Location User Value Reason
Mar-04-2021 07:29:39 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Mar-04-2021 07:29:39 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) COVID llIness visit did not occur
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Feb/11/2021 Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason
Mar-04-2021 07:30:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Mar-04-2021 07:30:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Mar-04-2021 07:30:05 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO

Time (US & Canada)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Mar-04-2021 07:30:05 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) COVID illness visit did not occur

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Feb/11/2021

Form Version: 20-Feb-2021 02:19

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

la
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Typeof Practitioner: SPECIA
Time (US & Canada) LIST

Occurrence of Visitso NO

r Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) SPECIALIST
Time (US & Canada)
1.a Occurrence of Visits or Contacts:
Date Location User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
1b
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Type of Practition EMERGENC
Time (US & Canada) er: Y ROOM

Occurrence of Vis NO

tsor Contacts.
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Header Text: c4591001

Feb/11/2021

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:19

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1.b Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0980803

Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) EMERGENCY ROOM
Time (US & Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
1.c
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Typeof Practiti PRIMARY CA
Time (US & Canada) oner: RE PHYSICIA
N
Occurrenceof V NO
isitsor Contacts
1.c Physician or Healthcare Professional:
Date Location User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) PRIMARY CARE PHYSICIAN
Time (US & Canada)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
1d
Date Location User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Feb/11/2021

Form Version: 20-Feb-2021 02:19

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

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

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

Type of Practitioner: URGENT
CARE

Occurrence of Visits NO
or Contacts:

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) URGENT CARE
Time (US & Canada)
1.d Occurrence of Visitsor Contacts:
Date Location User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
le
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Typeof Practiti TELEPHONE
Time (US & Canada) oner: CONSULTATI
ON

Occurrenceof NO

Visitsor Contac

s
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) TELEPHONE CONSULTATION
Time (US & Canada)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
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Header Text: c4591001

Feb/11/2021

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:19

Form Status. Data Complete

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

*** Confidential***

1f
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Type of Practitioner: OTHE
Time (US & Canada) R

Occurrenceof Visitsor C NO

ontacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) OTHER
Time (US & Canada)
1.f Occurrence of Visits or Contacts:
Date Location User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Mar-04-2021 07:30:23 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Feb/11/2021

Form Version: 22-Apr-2020 21:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Mar-05-2021 11:56:23 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
2. Hospitalization Term:
Date L ocation User Value Reason
Mar-05-2021 11:56:23 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
3. Admission Date:
Date Location User Value Reason
Mar-05-2021 11:56:23 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Centrad (6) Not Applicable
Time (US & Canada)
4. Ongoing?
Date L ocation User Value Reason
Mar-05-2021 11:56:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Feb/11/2021

Form Version: 06-Jul-2020 21:53

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. What isthe treatment | dentifier?

Date Location User Value Reason
Mar-05-2021 11:56:50 ACVOPFEINFP6000 |(b) (4), (b) = |DataEntry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
2. Concomitant Non-drug Treatment Pre-specified:
Date L ocation User Value Reason
Mar-05-2021 11:56:50 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
3. Treatment:
Date Location User Value Reason
Mar-05-2021 11:56:50 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Centrad (6) Not Applicable
Time (US & Canada)
4. Treatment:
Date L ocation User Value Reason
Mar-05-2021 11:56:50 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
5. Start Date:
Date L ocation User Value Reason
Mar-05-2021 11:56:50 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
6. Ongoing?
Date L ocation User Value Reason
Mar-05-2021 11:56:50 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
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Header Text: c4591001

Vigit: POT_COVID_ILL 3- Unscheduled Visit on Form: ILLNESS DETAILS - eCRF Audit Trail History

Feb/11/2021

Form Version: 06-Jul-2020 21:52

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason
Mar-05-2021 11:57:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | POTENTIAL COVID-19 ILLNESS
(US & Canada)
2. Was a diagnosis abtained for Potential COVID-19 I lIness?
Date Location User Value Reason
Mar-05-2021 11:57:27 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
3. Toxicity Grade:
Date L ocation User Value Reason
Mar-05-2021 11:57:27 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) 1
Time (US & Canada)
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Feb/11/2021

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:55

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Category of Clinical Event:

*** Confidential***

Date L ocation User Value Reason
Mar-05-2021 11:57:52 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
2. Subcategory of Clinical Event:
Date L ocation User Value Reason
Mar-05-2021 11:57:52 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
3. Was a diagnosis obtained?
Date Location User Value Reason
Mar-05-2021 11:57:52 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Centrad (6) Not Applicable
Time (US & Canada)
4. Toxicity Grade:
Date L ocation User Value Reason
Mar-05-2021 11:57:52 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Feb/11/2021

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Audit Trail

Form Status:

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

User Value Reason

Mar-05-2021 11:59:50

ACVOPFEINFPG000

(b) (4), (b) Form Deleted Visit did not

(UTC-06:00) Central Time (6) occur.source
(US & Canada) obtained from
progress note
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Feb/11/2021 eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Deleted

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

2. Laboratory Name and Address

Date L ocation User Value Reason
Mar-05-2021 11:58:31 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable

Time (US & Canada)

Mar-05-2021 11:58:19 ACVOPFEINFPGO00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done

Time (US & Canada)

3. Collection Date:

Date L ocation User Value Reason
Mar-05-2021 11:58:50 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable

Time (US & Canada)

5.a
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Define
Time (US & Canada) d ldentifier:

Test:: C Reactive Prot

ein_PX329

Result::

Not Done::

Lab Normal Ra

nge:
5.aTedt:
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFP6000 |(b) (4), (b) | DataEntry: Initial Entry
(UTC-06:00) Central (6) C Reactive Protein_PX329
Time (US & Canada)
5.b
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Feb/11/2021

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-05-2021 11:58:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Defin
Time (US & Canada) ed | dentifier:

Test:: Alanine Aminotr

ansferase PX30

Result::

Not Done::

Lab Normal R

ange:
5.b Test:
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Alanine Aminotransferase_PX30
Time (US & Canada)
5.c
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Defin
Time (US & Canada) ed I dentifier:

Test:: Aspartate Aminot

ransferase PX28

Result::

Not Done::

Lab Normal R

ange:
5.c Test:
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Aspartate Aminotransferase PX28
Time (US & Canada)
5.d
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFP6000 | () (4), (b) (6) Data Entry: Initial Entry
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Header Text: c4591001

Feb/11/2021

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status: Data Complete, Deleted
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

(UTC-06:00) Central () (4). (b) (6) Sponsor-Define
Time (US & Canada) d Identifier:

Test:: Alkaline Phosph

atase PX35

Result::

Not Done::

Lab Normal Ra

nge:
5.d Test:
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFPGO00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Alkaline Phosphatase PX35
Time (US & Canada)
5e
Date Location User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Defined Id
Time (US & Canada) entifier:

Test:: Bilirubin_P

X21

Result::

Not Done::

Lab Normal Range:
5.e Test:
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Bilirubin_PX21
Time (US & Canada)
5.f
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFPGO00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Define
Time (US& Canada) d Identifier:
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Feb/11/2021

Form Version: 21-Aug-2020 02:49

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status: Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Test:: Blood Urea Nitr
ogen PX47

Result::

Not Done::

Lab Normal Ra

nge:
5.f Test:
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Blood Urea Nitrogen_PX47
Time (US & Canada)
50
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined 1d
Time (US & Canada) entifier:

Test:: Creatinine_

PX48

Result::

Not Done::

Lab Normal Range
5.9 Test:
Date L ocation User Value Reason
Mar-05-2021 11:58:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Creatinine_PX48
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Panel:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
Mar-05-2021 12:00:12 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
3. Collection Date:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
Mar-05-2021 12:00:36 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
5a
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Defined 1d Not Done
Time (US & Canada) entifier:
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Test:: Hemoglobin
_PX1

Result:: Not Done

Not Done:: Not Done

Lab Normal Range Not Done
Mar-05-2021 12:00:12 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Defined 1d
Time (US & Canada) entifier:

Test:: Hemoglobin

_PX1

Result::

Not Done::

Lab Normal Range
5.a Sponsor ID:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Hemoglobin_PX1
Time (US & Canada)
5.a Result:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.a Not Done:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) | DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Time (US & Canada)
5aLNMT
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
5b
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined Id Not Done
Time (US & Canada) entifier:

Test:: Hematocrit_

PX2

Result:: Not Done

Not Done:: Not Done

Lab Normal Range: Not Done
Mar-05-2021 12:00:12 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined 1d
Time (US & Canada) entifier:

Test:: Hematocrit_

PX2

Result::

Not Done::

Lab Normal Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

5.b Sponsor ID:
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Hematocrit_PX2
Time (US & Canada)
5.b Result:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.b Not Done:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.c
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined | Not Done
Time (US & Canada) dentifier:
Test:: Erythrocytes
_PX3
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Feb/11/2021 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: Not Done
Not Done:: Not Done

Lab Normal Range Not Done

Mar-05-2021 12:00:12 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry

(UTC-06:00) Central (6) Sponsor -Defined |

Time (US & Canada) dentifier:

Test:: Erythrocytes
_PX3

Result::

Not Done::

Lab Normal Range
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

5.c Sponsor | D:
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Erythrocytes PX3
Time (US & Canada)
5.c Result:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.c Not Done:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
5.cLNMT
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.d
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined Ide Not Done
Time (US & Canada) ntifier:
Test:: Platelets P
X5
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Feb/11/2021 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: Not Done
Not Done:: Not Done

Lab Normal Range: Not Done

Mar-05-2021 12:00:12 | ACVOPFEINFP6000 |(b)(4), (b) | |DataEntry: Initial Entry

(UTC-06:00) Central (6) Sponsor-Defined 1de
Time (US & Canada) ntifier:

Test:: Platelets P
X5

Result::

Not Done::

Lab Normal Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

5.d Sponsor ID:
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Platelets PX5
Time (US & Canada)
5.d Result:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.d Not Done:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
5dLNMT
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5e
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined Id Not Done
Time (US & Canada) entifier:
Test:: Leukocytes
_PX7
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Feb/11/2021 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: Not Done
Not Done:: Not Done

Lab Normal Range Not Done

Mar-05-202112:00:12 | ACVOPFEINFP6000 ((b) (4), (b) ~ | DataEntry: Initial Entry

(UTC-06:00) Central (6) Sponsor -Defined 1d
Time (US & Canada) entifier:

Test:: Leukocytes
_PX7

Result::

Not Done::

Lab Normal Range
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

5.e Sponsor | D:
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.e Test:
Date L ocation User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Leukocytes PX7
Time (US & Canada)
5.e Result:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.eNot Done:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
5eLNMT
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.f
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined | Not Done
Time (US & Canada) dentifier:
Test:: Neutrophils
PX608
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Feb/11/2021 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Done

Not Done:: Not Done

Lab Normal Rang Not Done

e
Mar-05-2021 12:00:12 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Defined |
Time (US & Canada) dentifier:

Test:: Neutrophils

PX608

Result::

Not Done::

Lab Normal Rang

e
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

5.f Sponsor ID:
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.f Test:
Date L ocation User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Neutrophils_PX608
Time (US & Canada)
5.f Result:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.f Not Done:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
5f LNMT
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
59
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined | Not Done
Time (US & Canada) dentifier:
Test:: Eosinophils_
PX609
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Feb/11/2021 Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Result:: Not Done

Not Done:: Not Done

Lab Normal Rang Not Done

e
Mar-05-2021 12:00:12 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) Sponsor -Defined |
Time (US & Canada) dentifier:

Test:: Eosinophils_

PX609

Result::

Not Done::

Lab Normal Rang

e
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

5.9 Sponsor ID:
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Eosinophils_PX609
Time (US & Canada)
5.9 Result:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.g Not Done:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
5gLNMT
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.h
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined | Not Done
Time (US & Canada) dentifier:
Test:: Monocytes
PX612
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021 Audit Trail History

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: Not Done
Not Done:: Not Done
Lab Normal Rang Not Done
e
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021 Audit Trail History

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

5.h
Date Location User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFPGE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined |
Time (US & Canada) dentifier:

Test:: Monocytes

PX612
Result::
Not Done::

Lab Normal Rang
e

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

5.h Sponsor 1D:
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.h Test:
Date Location User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Monocytes PX612
Time (US & Canada)
5.h Result:
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.h Not Done:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5h LNMT
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined | Not Done
Time (US & Canada) dentifier:
Test:: Basophils_P
X610
Page 775 of 840

FDA-CBER-2021-5683-0980831




Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021 Audit Trail History

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: Not Done
Not Done:: Not Done

Lab Normal Range Not Done

Mar-05-2021 12:00:12 | ACVOPFEINFP6000 |(b) (4), (b) = |DataEntry: Initial Entry

(UTC-06:00) Central (6) Sponsor -Defined |
Time (US & Canada) dentifier:

Test:: Basophils P
X610

Result::

Not Done::

Lab Normal Range

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

5.i Sponsor 1D:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.i Test:
Date Location User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Basophils_PX610
Time (US & Canada)
5.i Result:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.i Not Done:
Date Location User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5i LNMT
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5]
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sponsor-Defined  Not Done
Time (US & Canada) | dentifier:
Test:: Lymphocytes
_PX611
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Feb/11/2021 Audit Trail History

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Result:: Not Done
Not Done:: Not Done
Lab Normal Ran Not Done
ge

Mar-05-2021 12:00:12 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initia Entry

(UTC-06:00) Central (6) Sponsor -Defined

Time (US & Canada) Identifier:
Test:: Lymphocytes

_PX611
Result::
Not Done::
Lab Normal Ran
ge
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Feb/11/2021

Form Version: 21-Aug-2020 02:51
SiteNo: 1116

Subject No: 11161224

Audit Trail History
Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC

Subject Initials: -

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

5.j Sponsor 1D:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5. Test:
Date L ocation User Value Reason
Mar-05-2021 12:00:12 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Lymphocytes PX611
Time (US & Canada)
5.j Result:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5.j Not Done:
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
5j LNMT
Date L ocation User Value Reason
Mar-05-2021 12:05:33 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
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Header Text: c4591001

Vigit: POT_COVID_ILL 3- Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Feb/11/2021

Form Version: 21-Aug-2020 02:50

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:
Date L ocation User Value Reason
Mar-05-2021 12:05:55 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
2a
Date Location User Value Reason
Mar-05-2021 12:10:46 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Record I dentifier::
Time (US & Canada) Systalic:: Not D
one
Diastolic:: Not D
one
Respiratory Ratein respi Not D
rationg/minute: one
Heart Ratein beats/minu Not D
te: one
Mar-05-2021 12:10:30 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Record | dentifier::
Time (US& Canaja) S)/Stolic::
Diastolic::
Respiratory Ratein respiration
s/minute:
Heart Ratein beatsminute:
Mar-05-2021 12:10:17 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) Record I dentifier::
Time (US & Canada) Systalic:: Not D
one
Diastolic:: Not D
one
Respiratory Ratein respi Not D
rations/minute: one
Heart Ratein beats/minu Not D
te: one
Mar-05-2021 12:06:52 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History
Feb/11/2021
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
(UTC-06:00) Central (b) (4), (b) (6) Record | dentifier::
Time (US & Canada) systalic::

Diastolic::

Respiratory Ratein respiration

s/minute:

Heart Rate in beats/minute:
Mar-05-2021 12:06:17 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) Record | dentifier::
Time (US & Canada) Systalic:: Not D

one
Diastolic:: Not D
one

Respiratory Ratein respi Not D

rationgminute: one

Heart Ratein beats/minu Not D

te: one
2.a Systalic:
Date L ocation User Value Reason
Mar-05-2021 12:10:46 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
Mar-05-2021 12:10:30 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-05-2021 12:10:17 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
Mar-05-2021 12:06:52 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-05-2021 12:06:17 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
2.aDiastolic:
Date L ocation User Value Reason
Mar-05-2021 12:10:46 ACVOPFEINFP6000 | () (4), (b) (6) Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Feb/11/2021

Form Version: 21-Aug-2020 02:50

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

(UTC-06:00) Centra (b) (4), (b) (6) Not Done
Time (US & Canada)
Mar-05-2021 12:10:30 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-05-2021 12:10:17 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
Mar-05-2021 12:06:52 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-05-2021 12:06:17 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
2.a Respiratory Rate in respirations/minute:
Date L ocation User Value Reason
Mar-05-2021 12:10:46 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
Mar-05-2021 12:10:30 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-05-2021 12:10:17 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
Mar-05-2021 12:06:52 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-05-2021 12:06:17 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
2.aHeart Rate in beats'minute:
Date L ocation User Value Reason
Mar-05-2021 12:10:46 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on

Feb/11/2021

Form Version: 21-Aug-2020 02:50

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Mar-05-2021 12:10:30 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-05-2021 12:10:17 | ACVOPFEINFPS000 |(b) (4), (b) ~ |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
Mar-05-2021 12:06:52 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-05-2021 12:06:17 | ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

Feb/11/2021

Form Version: 21-Aug-2020 02:51

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date:
Date Location User Value Reason
Mar-05-2021 12:07:13 ACVOPFEINFP6000 |((b) (4), (b) = |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
2a
Date L ocation User Value Reason
Mar-05-2021 12:11:57 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(L.JTC'O&OO) Centra (6) Record Identifier:: 1
Time (US & Canada) Oxygen Saturation: Not Done
Mar-05-2021 12:11:26 ACVOPFEINFP6000 |((b) (4), (b) = |DataEntry: Initial Entry
(UTC-06:00) Central (6) Record Identifier:: 1
Time (US & Canada) Oxygen Saturation:
Mar-05-2021 12:11:10 ACVOPFEINFPGO00 |(b) (4), (b) Data Entry: Initial Entry
(QTC-O6:OO) Central (6) Record Identifier:: 1
Time (US & Canada) Oxygen Saturation: Not Done
Mar-05-2021 12:09:35 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(l_JTC-OG:OO) Centra (6) Record Identifier:: 1
Time (US & Canada) Oxygen Saturation:
Mar-05-2021 12:07:45 ACVOPFEINFP6000 |((b) (4), (b) |DataEntry: Initial Entry
(L;'TC'O&OO) Centra (6) Record Identifier:: 1
Time (US & Canada) Oxygen Saturation: Not Done
Mar-05-2021 12:07:13 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Record Identifier:: 1
Time (US & Canada) Oxygen Saturation:
2.a Record I dentifier:
Date L ocation User Value Reason
Mar-05-2021 12:07:13 ACVOPFEINFP6000 |((b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Centra (6) 1
Time (US & Canada)
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Feb/11/2021

SiteNo: 1116
Subject No: 11161224

Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

History

Form Status. Data Complete, Frozen

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

2.a SPO2 Pulse Oximetry %

*** Confidential***

FDA-CBER-2021-5683-0980841

Date Location User Value Reason
Mar-05-2021 12:11:57 ACVOPFEINFP6000 |((b) (4), (b) = |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
Mar-05-2021 12:11:26 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-05-2021 12:11:10 ACVOPFEINFP6000 |((b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
Mar-05-2021 12:09:35 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-05-2021 12:07:45 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: OXY GENATION PARAMETERS - eCRF Audit Trail History

Feb/11/2021

Form Version: 06-Jul-2020
SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

21:52

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason
Mar-05-2021 12:12:23 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
2. Arterial Blood Gases PaO2 (mmHg):
Date L ocation User Value Reason
Mar-05-2021 12:12:23 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
3. FiO2 (Fraction of Inhaled Oxygen):
Date Location User Value Reason
Mar-05-2021 12:12:23 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done
Time (US & Canada)
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Header Text: c4591001

Feb/11/2021

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:55

Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Mar-05-2021 12:13:46 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Mar-05-2021 12:13:46 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date Location User Value Reason
Mar-05-2021 12:13:46 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done

Time (US & Canada)

4. Medication:

formulation).

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., | ngredient(s), route, use,

*** Confidential***

Date Location User Value Reason

Mar-05-2021 12:12:45 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Not Done

Time (US & Canada)

5. Start Date:

Date L ocation User Value Reason

Mar-05-2021 12:13:05 ACVOPFEINFP6000 |(b) (4), (b) = |DataEntry: Initial Entry

(UTC-06:00) Central (6) Not Done

Time (US & Canada)

6. Ongoing?

Date L ocation User Value Reason
Page 787 of 840
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Feb/11/2021 Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status. Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Mar-05-2021 12:13:22 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done
Time (US & Canada)
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Header Text: c4591001
Vigit: POT_COVID_ILL 3- Unscheduled Visit on Form: IMAGING - eCRF Audit Trail History

Feb/11/2021

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Mar-05-2021 12:14:08 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done

Time (US & Canada)

2. Location of Assessment:

Date L ocation User Value Reason
Mar-05-2021 12:14:08 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done

Time (US & Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason
Mar-05-2021 12:14:08 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) Not Done

Time (US & Canada)

4. Assessment:

Date L ocation User Value Reason
Mar-05-2021 12:14:08 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Done

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Dec/16/2020

Form Version: 22-Apr-2020 21:04

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-17-2020 16:14:03 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-06:00) Central Time (b) (6) Dec/16/2020

(US & Canada)

3. COVID-19 IlIness Visit:

Date Location User Value | Reason

Mar-03-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | data updated

13:23:03 1: Clo

(UTC-06:00) sed

Centra Time

(Us&

Canada)

Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Convalescent visit

11:25:16 (6) 1: Ans | 10FEB2021 changed to

(UTC-06:00) wered | COVID B1

Centra Time

(Us&

Canada)

Feb-28-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW?7482177,COVID-19

23:27:47 (b) (4) 1: Op |llinessVisit ID inthis

(UTC-06:00) ened | convalescent visitisthe

Central Time same as another

(Us& convalescent visit,

Canada) however date of visit are
different. Please review
and update as appropriate.

Dec-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initial Entry

16:14:03 Entr

(UTC-06:00) N

Central Time Covi

(Us& D Al

Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Dec/16/2020

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason
Dec-17-2020 16:14:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Dec-17-2020 16:14:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | Response satisfies
14:43:16 (6) Closed query
(UTC-06:00)

Central Time

(US&

Canada)

Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | Thisis convalescent
11:26:59 (6) Answered |visit COVID Al
(UTC-06:00)

Centra Time

(US&

Canada)

Feb-27-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: | DMW7482408;Date
00:41:57 (b) (4) Opened of Collection is not
(UTC-06:00) equal to Date of
Central Time Visit. Please clarify
(Us& or correct.

Canada)

Dec-23-2020 | ACVOPFEINFP6000 auto query Query 1: | Close Auto Query
15:39:41 (autoquery) Closed

(UTC-06:00)

Centra Time

(UsS&

Canada)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Dec/16/2020

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Dec-18-2020 | ACVOPFEINFPS000 (b) (4), (b) Query 1. | 'Sample Collected?
04:17:14 (6) Opened is Yes, however no
(UTC-06:00) barcodes are
Central Time entered. Please
(Us& review and correct
Canada) as appropriate.
Dec-17-2020 | ACVOPFEINFP6000 auto query Query 1. | 'Sample Collected?
16:14:15 (autoquery) Candidate |isYes, however no
(UTC-06:00) barcodes are
Central Time entered. Please
(Us& review and correct
Canada) as appropriate.
Dec-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Entr | Initial Entry
16:14:15 \'
(UTC-06:00) YES
Centra Time Date of
(US& Collectio
Canada) n:

Dec/16

/2020
4. 1T no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Dec-23-2020 15:38:43 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6)
(US & Canada)
5a
Date L ocation User Value Reason
Dec-23-2020 15:39:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample|D: BPTYYH
(US & Canada)
5.aSampleID
Date L ocation User Value Reason
Dec-23-2020 15:39:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPTYYH
(US & Canada)
5b
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Visit on Dec/16/2020

SiteNo: 1116

Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled

Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Date L ocation User Value Reason
Dec-23-2020 15:40:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) SampleD: BPTYYJ
(US & Canada)
5.b Sample D
Date L ocation User Value Reason
Dec-23-2020 15:40:01 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPTYYJ
(US & Canada)
5.c
Date L ocation User Value Reason
Dec-23-2020 15:41:34 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Sample |D: BPMF42
(US & Canada)
5.c Sample D
Date L ocation User Value Reason
Dec-23-2020 15:41:34 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) BPMF42
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Feb/10/2021

Form Version: 22-Apr-2020 21:04

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Feb-26-2021 13:18:17 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Centrad (6) Feb/10/2021

Time (US & Canada)

3. COVID-19 llIness Visit:

Date L ocation User Value | Reason

Mar-03-2021 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | data updated

13:23:18 1: Clo

(UTC-06:00) sed

Centra Time

(US&

Canada)

Mar-03-2021 | ACVOPFEINFP6000 auto query Query | Changed Information

11:17:33 (autoquery) 1: Ans

(UTC-06:00) wered

Centra Time

(US&

Canada)

Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) Data | Changed Information

11:17:33 (6) Entr

(UTC-06:00) N

Central Time Covi

(US& D B1

Canada)

Feb-28-2021 | ACVOPFEINFPB000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7482178;COVID-19

23:27:47 (b) (4) 1: Op |llinessVisitID inthis

(UTC-06:00) ened | convalescent visitisthe

Centra Time same as another

(Us& convalescent visit,

Canada) however date of visit are
different. Please review
and update as appropriate.

Feb-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry

13:18:17 (6) Entry

(UTC-06:00) .

Centra Time Covi

(Us& D Al
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Feb/10/2021

Form Version: 22-Apr-2020 21:04
SiteNo: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Feb/10/2021

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-26-2021 13:19:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Feb-26-2021 13:19:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | Response satisfies
14:43:46 (6) Closed query
(UTC-06:00)

Central Time

(US&

Canada)

Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | This convalescent
11:27:58 (6) Answered | visit 2, updated to
(UTC-06:00) CoVID B1
Centra Time

(US&

Canada)

Feb-27-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 2: | DMW7482407;Date
00:41:57 (b) (4) Opened of Collection is not
(UTC-06:00) equal to Date of
Central Time Visit. Please clarify
(Us& or correct.
Canada)

Feb-26-2021 ACVOPFEINFP&000 auto query Query 1. | Close Auto Query
13:20:14 (autoquery) Deleted

(UTC-06:00)

Centra Time

(UsS&

Canada)
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Header Text: c4591001

Visit on Feb/10/2021

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Visit: POT_COVID_CONVA 2 - Unscheduled

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Feb-26-2021 ACVOPFEINFP6000 auto query Query 1: | 'Sample Collected?
13:19:33 (autoquery) Candidate |is Yes, however no
(UTC-06:00) barcodes are
Central Time entered. Please
(Us& review and correct
Canada) as appropriate.
Feb-26-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initial Entry
13:19:33 (6) '
(UTC-06:00) YES
Central Time Date of
(Us& Collectio
Canada) n:

Feb/10/

2021
5a
Date L ocation User Value Reason
Feb-26-2021 13:20:14 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sample |D: BRI015
Time (US & Canada)
5.aSample D
Date L ocation User Value Reason
Feb-26-2021 13:20:14 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) BRJO15
Time (US & Canada)
5.b
Date L ocation User Value Reason
Feb-26-2021 13:20:34 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sample | D: BRJ016
Time (US & Canada)
5.b Sample ID
Date Location User Value Reason
Feb-26-2021 13:20:34 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) BRJ016
Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 3 - Unscheduled
Visit on Mar/09/2021

Form Version: 22-Apr-2020 21:04
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-09-2021 16:34:29 ACVOPFEINFPGO00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Mar/9/2021
Time (US & Canada)
3. COVID-19 IllIness Visit:
Date L ocation User Value Reason
Mar-09-2021 16:34:29 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) covib_C1
Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: POT_COVID_CONVA 3 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Mar/09/2021 eCRF Audit Trail History

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

Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin

Date L ocation User Value Reason
Mar-09-2021 16:34:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Mar-09-2021 16:34:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM

(US & Canada)

3. Sample Collected?

Date Location User Value Reason

Mar-12-2021 14:14:21 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Centrad (autoquery)

Time (US & Canada)

Mar-10-2021 06:00:35 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened ‘Sample Collected?

(UTC-06:00) Centra (6) is Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.

Mar-09-2021 16:34:50 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?

(UTC-06:00) Centra (autoquery) is Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.

Mar-09-2021 16:34:50 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

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

Time (US & Canada) Date of Collection:

Mar/9/2021
5a
Date L ocation User Value Reason
Page 799 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 3 - Unscheduled

Visit on Mar/09/2021

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Mar-12-2021 14:14:21 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) SampleD: BRIO7F
Time (US & Canada)
5.aSample D
Date Location User Value Reason
Mar-12-2021 14:14:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) BRJO7F
Time (US & Canada)
5.b
Date L ocation User Value Reason
Mar-12-2021 14:14:44 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sample ID: BRI7G
Time (US & Canada)
5.b Sample ID
Date L ocation User Value Reason
Mar-12-2021 14:14:44 | ACVOPFEINFPG000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) BRJIO7G
Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Nov-02-2020 15:32:56 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) Oct/28/2020
(US & Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Nov-02-2020 15:32:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | VACCINATION
(US & Canada)
3. Status:
Date L ocation User Value Reason
Nov-02-2020 15:32:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-06:00) Central Time (b) (6) COMPLETED
(US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - Audit Trail

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

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Feb-11-2021 11:14:46 ACVOPFEINFPG000 |(b) (4), (b) Form Deleted Changed
(UTC-06:00) Central Time (6) Information

(US & Canada)

Feb-03-2021 15:17:19
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFPG000 |(b) (4), (b)  |Form Created
(6)
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*** Confidential***
FDA-CBER-2021-5683-0980858




090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: 4591001
Visit: Logs - Unscheduled

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

(US & Canada)

Date L ocation User Value Reason
Mar-04-2021 07:34:39 ACVOPFEINFPG000 |(b) (4), (b)  |Form Deleted Changed
(UTC-06:00) Central Time (6) Information

Feb-11-2021 12:28:25
(UTC-06:00) Central Time
(US & Canada)

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

*** Confidential***
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: 4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason
Feb-11-2021 11:11:10 ACVOPFEINFPE000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Feb-03-2021 15:17:19 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE ID:

Date L ocation User Value Reason
Feb-11-2021 11:11:10 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Feb-03-2021 15:17:19 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Feb-11-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Changed
11:11:10 (6) Information
(UTC-06:00)

Centra Time (US

& Canada)

Feb-04-2021 ACVOPFEINFPE000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed | Discrepancy
17:03:23 Oracle has been closed.
(UTC-06:00) (b) (4)

Centra Time (US

& Canada)

Feb-04-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Changed
13:43:35 (6) acute kidney injur | Information
(UTC-06:00) y

Centra Time (US

& Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

Feb-04-2021 ACVOPFEINFP6000 auto query Query 1: Answere | Changed

13:43:14 (autoquery) d Information

(UTC-06:00)

Centra Time (US

& Canada)

Feb-04-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Changed

13:43:14 (6) acutekidney injur | Information

(UTC-06:00) y related

Centra Time (US

& Canada)

Feb-04-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opened | Multiple

02:56:27 Oracle conceptsin the

(UTC-06:00) (b) 4 term ACUTE

Centra Time (US KIDNEY

& Canada) INJURY
RELATED TO
CovVID-19.
Split the term
into ACUTE
KIDNEY
INJURY and
COVID-19 and
submit
separately.
Thank you.

Feb-03-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry

15:17:19 (6) acute kidney injur

(UTC-06:00) y related to COVI

Centra Time (US D-19

& Canada)

4, Start Date Time:

Date L ocation User Value Reason

Feb-11-2021 11:12:02 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Centra (6) Information

Time (US & Canada)

Feb-03-2021 15:17:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Dec/22/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Feb-11-2021 11:12:15 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)

Feb-03-2021 15:17:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES

Time (US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Feb-11-2021 11:12:31 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)

Feb-03-2021 15:17:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) 3

Time (US & Canada)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Feb-11-2021 11:12:44 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Centra (6) Information
Time (US & Canada)
Feb-09-2021 12:19:49 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Closed Response satisfies
(UTC-06:00) Centra (6) query
Time (US & Canada)
Feb-09-2021 09:34:42 ACVOPFEINFP6000 | auto query Query 2: Answered Changed
(UTC-06:00) Centra (autoquery) Information
Time (US & Canada)
Feb-09-2021 09:34:42 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Feb-09-2021 09:34:42 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) NO Information
Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

Feb-04-2021 13:43:35 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE acute kidney

(UTC-06:00) Centra (autoquery) injury : Response to

Time (US & Canada) "Isthe adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.

Feb-04-2021 13:43:14 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE acute kidney

(UTC-06:00) Centra (autoquery) injury related:

Time (US & Canada) Responseto "Isthe
adverse event
serious?"' is'Yes but
"Serious Adverse
Event Number" is
blank.

Feb-04-2021 13:06:42 ACVOPFEINFP6000 |(b) (4), Query 2: Opened SAE RECON: AE

(UTC-06:00) Centrad (b) (6) 2021021831 has

Time (US & Canada) beeninvalidated in
safety database.
Please review and
update accordingly
in CRF.

Feb-03-2021 15:17:19 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE acute kidney

(UTC-06:00) Centra (autoquery) injury related to

Time (US & Canada) COVID-19:
Responseto "Isthe
adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.

Feb-03-2021 15:17:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

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

Time (US & Canada) Isthis serious event associated w

ith congenital anomaly or birth d
efect?
NO
Did this serious event resultind
eath?
NO
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

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

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Did this serious event require or
prolong hospitalization?

YES
Did this serious event result in p
ersistent or significant disability/
incapacity?

NO

Isthis serious event life threateni
ng?

NO

Other medically important seriou
sevent

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Feb-11-2021 11:13:07 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Centra (6) Information
Time (US & Canada)
Feb-03-2021 15:17:19 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Feb-11-2021 11:13:17 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)
Feb-03-2021 15:17:19 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NOT RELATED
Time (US & Canada) If Not Related to study treatment
(9), thisevent is due to:
OTHER
Page 808 of 840
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

SiteNo: 1116

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

If Other, specify:
COVID
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Feb-11-2021 11:13:31 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Centra (6) Information
Time (US & Canada)
Feb-03-2021 15:17:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Feb-11-2021 11:13:43 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Centra (6) Information
Time (US & Canada)
Feb-03-2021 15:17:19 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Feb-11-2021 11:13:55 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Centra (6) Information
Time (US & Canada)
Feb-03-2021 15:17:19 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Feb-11-2021 11:14:07 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Centra (6) Information
Time (US & Canada)
Page 809 of 840
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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. Incomplete, Data Complete, Deleted

SiteNo: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Feb-03-2021 15:17:19 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) RECOVERING/RESOLVING

Time (US & Canada)

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

Date Location User Value Reason
Feb-11-2021 11:14:17 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Centra (6) Information
Time (US & Canada)

Feb-03-2021 15:17:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO

Time (US & Canada)

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason
Mar-04-2021 07:31:52 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Feb-11-2021 12:28:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE |D:

Date L ocation User Value Reason
Mar-04-2021 07:31:52 ACVOPFEINFP6000 |autocalc |DataEntry: Changed Information
(UTC-06:00) Central Time (autocalc)

(US & Canada)

Feb-11-2021 12:28:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Mar-04-2021 ACVOPFEINFP6000 Salim Query 7: Closed | Response
10:20:16 Bouguermouh satisfies query
(UTC-06:00) (b) @)

Central Time (US

& Canada)

Mar-04-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Changed
07:31:52 (6) Information
(UTC-06:00)

Centra Time (US

& Canada)

Mar-04-2021 ACVOPFEINFP6000 (b) (4), (b) Query 7: Answer | COVID illness
07:31:06 (6) ed visit has been
(UTC-06:00) entered
Centra Time (US

& Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-03-2021 ACVOPFEINFP6000 Salim Query 6: Closed | Response

11:31:55 Bouguermouh satisfies query

(UTC-06:00) (b) 4

Centra Time (US

& Canada)

Mar-03-2021 ACVOPFEINFP6000 Salim Query 5: Closed | Response

11:31:55 Bouguermouh satisfies query

(UTC-06:00) (b) 4

Centra Time (US

& Canada)

Mar-03-2021 ACVOPFEINFP6000 Salim Query 2: Closed | Response

11:31:55 Bouguermouh satisfies query

(UTC-06:00) (b) (4)

Centra Time (US

& Canada)

Mar-03-2021 ACVOPFEINFP6000 Saim Query 7: Reissue | Medical monitor:

11:31:09 Bouguermouh | d:Opened Thank you.

(UTC-06:00) (b) (4) Please the data

Centra Time (US should still be

& Canada) captured on the
COVID lliness
Visit CRF pages
(asfor any late
data, we will still
capture it and not
ignoreit) but a
swab will not be
required since
symptoms have
resolved >4d

Mar-03-2021 ACVOPFEINFP6000 (b) (4), (b) Query 7: Answer | CRA has been

11:16:26 (6) ed contacted. Visit

(UTC-06:00) did not occur.

Centra Time (US Protocol

& Canada) deviation will be
noted.

Mar-03-2021 ACVOPFEINFP6000 (b) (4), (b) Query 6: Answer | CRA has been

11:16:09 (6) ed contacted. Visit

(UTC-06:00) did not occur.

Centra Time (US Protocol

& Canada) deviation will be

noted.
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-03-2021 ACVOPFEINFP6000 (b) (4), (b) Query 5: Answer | CRA has been
11:15:57 (6) ed contacted. Visit
(UTC-06:00) did not occur.
Centra Time (US Protocol
& Canada) deviation will be
noted.
Mar-03-2021 ACVOPFEINFP6000 (b) (4), (b) Query 2: Answer | CRA has been
11:15:41 (6) ed contacted. Visit
(UTC-06:00) did not occur.
Central Time (US Protocol
& Canada) deviation will be
noted.
Mar-01-2021 ACVOPFEINFP6000 Salim Query 2: Reissue | Medical monitor:
22:49:04 Bouguermouh | d:Opened Please contact
(UTC-06:00) (b) (4) your CRA for
Centra Time (US guidance.
& Canada)
Mar-01-2021 ACVOPFEINFP6000 Salim Query 7: Opened | Medical monitor:
22:43:38 Bouguermouh Despite
(UTC-06:00) (b) (@) telehealth visit
Centra Time (US was not done,
& Canada) please complete
the potential
COVID-19
IlIness Visit CRF
formswith all
information
available. Should
be captured only
on the SOD CRF
formand a
NASAL SWAB
will not be
collected
Mar-01-2021 ACVOPFEINFP6000 Salim Query 6: Opened | Medical monitor:
22:42:33 Bouguermouh A protocol
(UTC-06:00) (b) (4) deviation will be
Central Time (US documented.
& Canada)
Mar-01-2021 ACVOPFEINFP6000 Salim Query 5: Opened | Clin: Per Prot
22:41:56 Bouguermouh Sect 8.1,
(UTC-06:00) (b) 4 COVID-19 listed
Centra Time (US symptom SORE
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

& Canada) THROAT, should
have please
triggered a
potential
COVID-19
IlIness Visit
irrespective of
perceived
etiology or
clinical
significance and
captured only on
the CRF SOD
form

Feb-26-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 4: Closed | Discrepancy has

16:45:25 Oracle been closed.

(UTC-06:00) (b) (4)

Centra Time (US

& Canada)

Feb-26-2021 ACVOPFEINFP6000 auto query Query 4: Answer | Changed

13:01:55 (autoquery) ed Information

(UTC-06:00)

Centra Time (US

& Canada)

Feb-26-2021 ACVOPFEINFP6000 auto query Query 2: Answer | Changed

13:01:55 (autoquery) ed Information

(UTC-06:00)

Centra Time (US

& Canada)

Feb-26-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Changed

13:01:55 (6) sore throat Information

(UTC-06:00)

Centra Time (US

& Canada)

Feb-21-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 4: Opened | Multiple actions

09:38:42 Oracle for SORE

(UTC-06:00) (b) (4) THROAT-

Centra Time (US SINUS

& Canada) DRAINAGE:
Split the term
into SORE
THROAT and
SINUS
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Header Text: c4591001

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

SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form Status: Incomplete, Data Complete, Deleted
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

*** THISREPEATING FORM HASBEEN DELETED ***

DRAINAGE and
report as 2
separate entries
and also specify
SINUS
DRAINAGE
further whether
reporting
PARANASAL
SINUS
DISCHARGE or
NASAL SINUS
DRAINAGE
PROCEDURE or
other. Thank you.

Feb-21-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 3: Closed | Discrepancy has

09:30:24 Oracle been closed.

(UTC-06:00) (b) (4)

Centra Time (US

& Canada)

Feb-21-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 3: Opened | Multiple

04:50:12 Oracle conceptsin the

(UTC-06:00) (b) (4) term SORE

Centra Time (US THROAT-

& Canada) SINUS
DRAINAGE.
Split theterm
into SORE
THROAT and
SINUS
DISCHARGE
and submit
separately. Thank
you.

Feb-21-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed | Discrepancy has

02:59:40 Oracle been closed.

(UTC-06:00) (b) (4)

Centra Time (US

& Canada)

Feb-14-2021 ACVOPFEINFP6000 Saim Query 2: Opened | Clin: Per Prot

22:38:36 Bouguermouh Sect 8.1.,

(UTC-06:00) (b) (4) COVID-19 listed

Centra Time (US symptom SORE

& Canada) THROAT, should
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

have please
triggered a
potential COVID
IlIness Visit
irrespective of
perceived
etiology or
clinical
significance,
captured only on
the CRF SOD
formand a
NASAL SWAB
COLLECTED
ASAP

Feb-11-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opened | Multiple

16:41:17 Orecle conceptsin the

(UTC-06:00) (b) 4 term SORE

Centra Time (US THROAT-

& Canada) SINUS
DRAINAGE.
Split the term
into SORE
THROAT and
SINUS
DISCHARGE
and submit
separately. Thank
you.

Feb-11-2021 ACVOPFEINFP6000 (b) (4), (b) | DataEntry: Initial Entry

12:28:25 (6) sore throat- sinus

(UTC-06:00) drainage

Centra Time (US

& Canada)

4. Start Date Time:

Date L ocation User Value Reason

Mar-04-2021 07:32:05 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Centra (6) Information

Time (US & Canada)

Feb-11-2021 12:28:25 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Feb/10/2021 06:00

Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Mar-04-2021 07:32:14 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Centra (6) Information
Time (US & Canada)
Feb-11-2021 12:28:25 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada) End Date Time:

Feb/11/2021 12:27
6. Toxicity Grade:
Date L ocation User Value Reason
Mar-04-2021 07:32:24 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)
Feb-11-2021 12:28:25 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) 1
Time (US & Canada)

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

Mar-04-2021 07:32:34 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Changed

(UTC-06:00) Centra (6) Information

Time (US & Canada)

Feb-11-2021 12:28:25 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) NO

Time (US & Canada)

8. Isthis adverse event the result of a study Medication Error?

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

Date L ocation User Value Reason
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Mar-04-2021 07:32:45 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)
Feb-11-2021 12:28:25 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Mar-04-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Changed
07:32:55 (6) Information
(UTC-06:00)
Central Time
(US & Canada)
Mar-02-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Clo | Data updated.
03:11:15 sed
(UTC-06:00)
Centra Time
(US & Canada)
Feb-26-2021 ACVOPFEINFP6000 auto query Query 1: An | Changed
13:04:11 (autoquery) swered Information
(UTC-06:00)
Central Time
(US & Canada)
Feb-26-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Changed
13:04:11 (6) NOT RELA | Information
(UTC-06:00) TED
Centra Time If Not Rela
(US & Canada) ted to stud
y treatment
(9), thisev
entisduet
o:
OTHER
If Other,
specify:
season
a aler
gies
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Header Text: c4591001

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

SiteNo: 1116

Subject No: 11161224
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Incomplete, Data Complete, Deleted
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Feb-15-2021 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: Op | Pleasereview
00:33:07 (b) (4) ened "If not related to
(UTC-06:00) study treatment
Centra Time other" field, the
(US & Canada) following text
wasindicated in
the comment
field [seasonal
sinus alergy].
Any symptoms,
AEs or other key
data should be
collected on the
appropriate
page. Please
review and
update as
necessary.
(b)
(4)
Feb-11-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: | Initial Entry
12:28:25 (6) NOT RELA
(UTC-06:00) TED
Centra Time If Not Rela
(US & Canada) ted to stud
y treatment
(9), thisev
entisduet
o:
OTHER
|f Other,
specify:
season
a sinu
glaller
gy rel
ated
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-04-2021 07:33:05 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Centra (6) Information
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: 4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)
Feb-11-2021 12:28:25 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centrad (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Mar-04-2021 07:33:16 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Centra (6) Information
Time (US & Canada)
Feb-11-2021 12:28:25 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
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Header Text: 4591001
Visit: Logs - Unscheduled

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02

Form Status. Incomplete, Data Complete, Deleted

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

12. Was a Non-Drug Treatment given?

*** Confidential***

FDA-CBER-2021-5683-0980877

Date L ocation User Value Reason
Mar-04-2021 07:33:26 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)
Feb-11-2021 12:28:25 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Mar-04-2021 07:33:35 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)
Feb-11-2021 12:28:25 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) RECOVERED/RESOLVED
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 07:33:45 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-06:00) Central (6) Information
Time (US & Canada)
Feb-11-2021 12:28:25 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) NO
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: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Feb-25-2021 05:24:48 ACVOPFEINFPG0O00 |(b) (4), Query 1: Closed Form updated.

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

Time (US & Canada)

Feb-24-2021 16:56:53 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Feb-24-2021 16:56:53 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-06:00) Central (6) Feb/24/2021

Time (US & Canada)

Feb-24-2021 10:06:41 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Kindly consider

(UTC-06:00) Central (6) to update missing

Time (US & Canada) REVAX CONF form
or else clarify. Thank
you.

Feb-23-2021 14:25:47 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-06:00) Central (6) Feb/3/2021

Time (US & Canada)
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Header Text: c4591001

eligible per local/national recom
mendations and confirmed to ha
vereceived only placebo at Vac
cination 1/2

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
Unscheduled History
Form Version: 10-Dec-2020 02:25 Form Status. Data Complete, Frozen
Site No: 1116 Site Name: (1116) MedPharmics, LLC
Subject No: 11161224 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58
Back to Form
1. Select appropriate response - | s participant willing to return for Vaccination 3?
Date L ocation User Value Reason
Feb-24-2021 16:57:41 ACVOPFEINFPE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Centra (6) Participant iswilling to return for
Time (US & Canada) Vaccination 3
Participant is:

*** Confidential***
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Header Text: c4591001

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

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-24-2021 16:56:06 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Feb/24/2021

Time (US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-24-2021 16:56:06 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

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

(6)

ASSESSELIGIBILITY FOR AD
DITIONAL VACCINATION
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Header Text: c4591001
Visit: V101 _VAX3

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Visit

*** Confidential***

FDA-CBER-2021-5683-0980881

Date L ocation User Value Reason
Mar-03-2021 15:48:40 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Mar/3/2021
Time (US & Canada)
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Consent Was.

090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Date Location User Value Reason
Mar-03-2021 15:48:52 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-06:00) Central (6) OBTAINED
Time (US & Canada) Date Written Consent Obtained
Mar/3/2021
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1116

Subject No: 11161224

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-08-2021 | ACVOPFEINFP6000 (b) (4), (b) DataEntr |Initial Entry

11:03:23 (6) \'A

(UTC-06:00) Mar/3/202

Central Time 1

(US&

Canada)

Mar-08-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initial Entry

11:02:54 (6) '

(UTC-06:00)

Centra Time

(US&

Canada)

Mar-08-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | Response satisfies

06:42:43 (6) Closed query

(UTC-06:00)

Central Time

(UsS&

Canada)

Mar-05-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: |DOV is

14:18:22 (6) Answered | correct.Study is not

(UTC-06:00) completed

Central Time

(US&

Canada)

Mar-05-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | DM: Thank you for

13:42:06 Reissued: | the update, please

(UTC-06:00) Opened tick the

Central Time "ERRONEOUS

(US& VISIT" on the DOV

Canada) pageif datawas
entered in error.

Mar-05-2021 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | enteredin

10:03:08 (6) Answered | error.Subject is

(UTC-06:00) actively enrolled in

Centra Time study.

(US&

Canada)

*** Confidential***
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Mar-05-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: DMW7592818;Date
09:53:16 (b) (4) Opened is not expected to be
(UTC-06:00) Unknown or Not
Central Time Applicable. Please
(Us& review and update
Canada) appropriately or
clarify

Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) Data Entr | Initial Entry
15:49:20 (6) \'A
(UTC-06:00) Not Appli
Central Time cable
(US&
Canada)
2. Phase of Disposition:
Date L ocation User Value Reason
Mar-08-2021 11:03:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) REPEAT SCREENING 1
Time (US & Canada)
Mar-08-2021 11:02:54 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-03-2021 15:49:20 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Mar-08-2021 11:03:23 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) COMPLETED
Time (US & Canada)
Mar-08-2021 11:02:54 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-03-2021 15:49:20 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
4. Specify Status:
Date Location User Value Reason
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Mar-08-2021 11:02:54 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6)
Time (US & Canada)
Mar-03-2021 15:49:20 | ACVOPFEINFPS000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Centra (6) Not Applicable
Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Form Version: 20-Feb-2021 02:14

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Mar-08-2021 11:03:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINALYSIS
(US & Canada)
2. Lab Sub-Pand:
Date L ocation User Value Reason
Mar-08-2021 11:03:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | PREGNANCY
(US & Canada)
3. Collection Date:
Date Location User Value Reason
Mar-08-2021 11:03:40 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) Mar/3/2021
Time (US & Canada)
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Mar-08-2021 11:03:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | STUDY SITE
(US & Canada)
5. Specimen Type:
Date L ocation User Value Reason
Mar-08-2021 11:03:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | URINE
(US & Canada)
6.a
Date L ocation User Value Reason
Mar-08-2021 11:03:40 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Define 113
(US & Canada) d ldentifier:
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:14

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

FDA-CBER-2021-5683-0980887

Test:: Choriogonadotropi
n Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor ID:
Date L ocation User Value Reason
Mar-08-2021 11:03:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 113
(US & Canada)
6.a Test:
Date L ocation User Value Reason
Mar-08-2021 11:03:40 ACVOPFEINFPG0O00 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Choriogonadotropin Beta PX113
Time (US & Canada)
6.a Not Done:
Date Location User Value Reason
Mar-08-2021 11:03:40 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Centra (6) NOT DONE
Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-08-2021 11:03:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Mar-08-2021 11:03:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date Location User Value Reason
Mar-08-2021 11:04:14 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centrad (autoquery)
Time (US & Canada)
Mar-08-2021 11:03:55 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-06:00) Centra (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Mar-08-2021 11:03:55 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada) Date of Collection:
Mar/3/2021
5a
Date L ocation User Value Reason
Mar-08-2021 11:04:14 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Sample | D: BRIO6H
Time (US & Canada)
5.aSample D
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Date L ocation User Value Reason
Mar-08-2021 11:04:14 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) BRJO6H
Time (US & Canada)
5b
Date L ocation User Value Reason
Mar-08-2021 11:04:28 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) Sample ID: BRJ06J
Time (US & Canada)
5.b Sample 1D
Date L ocation User Value Reason
Mar-08-2021 11:04:28 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) BRJ06J
Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

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

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

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-08-2021 11:04:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time

(autocalc) |SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Mar-08-2021 11:04:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) |NASAL_SWAB

3. Sample Collected?

Date Location User Value Reason
Mar-08-2021 11:05:11 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centrad (autoquery)
Time (US & Canada)
Mar-08-2021 11:04:42 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-06:00) Centra (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Mar-08-2021 11:04:42 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada) Date of Collection:
Mar/3/2021
5a
Date L ocation User Value Reason
Mar-08-2021 11:05:11 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Sample | D: BRIO4N
Time (US & Canada)

5.aSample D
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

*** Confidential***

Date L ocation User Value Reason
Mar-08-2021 11:05:11 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) BRJO4AN
Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

SiteNo: 1116
Subject No: 11161224
Generated By: (b) (4)

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

Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BNT162b2
(US & Canada)
3. Formulation:
Date Location User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION
(US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Centra (6) Mar/3/2021 15:06
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE
(US & Canada)
6. Body Side:
Date L ocation User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-06:00) Central (6) LEFT
Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001
Visit: V101_VAX3

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

7. Route:

Date L ocation User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INTRAMUSCULAR

(US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |30.0

(US & Canada)

9. Unit:

Date L ocation User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |ug

(US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 30 MINUTES

(US & Canada)

administration?

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

*** Confidential***

FDA-CBER-2021-5683-0980893

Date Location User Value Reason
Mar-08-2021 11:06:36 ACVOPFEINFP6000 |(b) (4), (b)  |DataEntry: Initial Entry
(UTC-06:00) Central (6) YES
Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified
Site No: 1116 Site Name: (1116) MedPharmics, LLC

Subject No: 11161224
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Subject Status

Date L ocation User Value Reason
Nov-02-2020 15:32:56 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | FOLLOW-UP

Sep-12-2020 14:17:00
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(autocalc) | ENROLLED/RANDOMIZED

Sep-12-2020 13:49:59
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(autocalc) | SCREENED

2. Subject Status Date

Date L ocation User Value Reason

Feb-16-2021 02:04:38 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Per Clinical comment ' No

(UTC-06:00) Centra (b) (6) need to add to AE log.

Time (US & Canada) Please do not query.'

Feb-12-2021 10:10:17 | ACVOPFEINFPE000 |(b) (4), Query 1: Reissued:Candidate | pending Clinical Review

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

Time (US & Canada)

Feb-09-2021 09:48:42 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered AE pageisin EDC

(UTC-06:00) Central (6)

Time (US & Canada)

Jan-24-2021 19:54:20 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened SAE RECON 1:AE CRFis

(UTC-06:00) Centra (b) (6) still blank. Please confirm

Time (US & Canada) event seriousness and
update accordingly.

Jan-22-202117:14:35 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered Changed data per query

(UTC-06:00) Central (6)

Time (US & Canada)

Jan-13-2021 06:09:03 | ACVOPFEINFPG000 |(b) (4), Query 1: Opened SAE

(UTC-06:00) Central (b) (6) RECON:AER#2021021831

Time (US & Canada) acute kidney injury related
to COVID19(onset
date:23Dec2020)was
reported as seriousin
Safety database but missing
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1116) MedPharmics, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:58

in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Nov-02-2020 15:32:56 | ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Centra (autocalc) Oct/28/2020

Time (US & Canada)

Sep-12-2020 14:17:00 | ACVOPFEINFPG000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Centra (autocalc) Sep/11/2020

Time (US & Canada)

Sep-12-2020 13:49:59 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-06:00) Centra (autocalc) Sep/11/2020

Time (US & Canada)
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090177e196ae3fld\Final\Final On: 01-Apr-2021 05:10 (GMT)

Header Text: c4591001

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

Site No: 1116
Subject No: 11161224
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1116) MedPharmics, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:58

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Nov-07-2020 11:14:54 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

(b) (6)

Click Here to Enable
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