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eCRF Audit Trail History

Cohort Selection

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

1. Select appropriate response -
Protocol version

24 JUL 2020

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

STAGE 3 COHORTS
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eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/8/2020
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eCRF Audit Trail History

Demography

1. Subject ID [10941112]

2. Birth Date: /1963

3. Sex: FEMALE

4. Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

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

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/8/2020

2. Erroneous Visit
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Sep/8/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

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

[Asthma]

Start Date: UNK/UNK/2005

Ongoing: YES

1.b Line/MH Number: [2]

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

[Diabetes Type II]

Start Date: UNK/UNK/1995

Ongoing: YES

1.c Line/MH Number: [3]

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

[Hypercholesterolemia]

Start Date: UNK/UNK/2010

Ongoing: YES

1.d Line/MH Number: [4]

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

[GERD]

Start Date: May/26/2020

Ongoing: YES
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1.e Line/MH Number: [5]

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

[Hypothyroid]

Start Date: UNK/UNK/2005

Ongoing: YES

1 f Line/MH Number: [6]

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

[Depression]

Start Date: May/26/2020

Ongoing: YES

1.g Line/MH Number: [7]

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

[Hysterectomy]

Start Date: UNK/UNK/1995

Ongoing: NO

End Date:
UNK/UNK/1995

1 h Line/MH Number: [8]

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

[Cholecystectomy]

Start Date: UNK/UNK/1990

Ongoing: NO

End Date:
UNK/UNK/1990
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eCRF Audit Trail History

Vital Signs

1. Date: Sep/8/2020

2. Weight: [79.5]

3. Unit: kg

4. Height: [152.4]

5. Unit: cm

6. Body Mass Index: [34.2]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.9]

Unit: C

Temperature Location: ORAL CAVITY
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Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/8/2020

2. Randomization Number: [254660]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/8/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN6C31]

5.b Sample ID [BN6C32]

5.c Sample ID [BN6C33]

5.d Sample ID [BL9Y3X]

5.e Sample ID [BL9Y3W]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/8/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BJGX7X]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/8/2020 14:59

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

YES
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/29/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vital Signs

1. Date: Sep/29/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.2]

Unit: C

Temperature Location: ORAL CAVITY
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Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/29/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN6C7D]
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/29/2020 14:25

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

YES
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/28/2020

2. Erroneous Visit
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IMMUNOGENICITY

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin 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.

5.a Sample ID [BP1M4K]

5.b Sample ID [BP1M4L]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/7/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Oct/7/2020

2. Date of First Symptom Started: Sep/30/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Oct/5/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? YES

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? YES

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? YES

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4 h Symptoms: DIARRHEA

Was symptom present? YES09
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4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [fatigue]

5.b Symptoms - Other Text: [joint pain]
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#
Date of Collec

tion
Specimen T
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Specimen Collection Lo
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Assay Code and Descr

iption
Device Ty

pe
Form Instance

 1. Not Done  Not Done  Not Done  Not Done  Not Done  Repeating
Pages
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Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Done

//

Comments

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
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Oct/7/2020

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

[collected in clinic visit]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [CV17292]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO Comments

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

[not required as self swab was used] Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts:

NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]
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Health Care Utilization

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

NO
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# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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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

4. Ongoing? Not Applicable Comments
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#
Treatment Iden

tifier
Con Non-Drug Treatments Pre

-specified
Treatment Treatment Start Date

Form Instanc
e

 1. Not Applicable  Not Applicable  Not Applica
ble 

Not Applica
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Not Applica
ble 

Repeating
Pages
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Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment Identifier? Not Applicable

[ ]

Comments

2. Concomitant Non-drug Treatment
Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969026



Page 42 of 931

***Confidential***

 

Header Text: c4591001

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

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---
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eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

NO

3. Toxicity Grade: 1
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#
Category of Clinical Eve

nt:
Subcategory of Clinical Ev

ent
Diagnosis Obtain

ed
Toxicity Gra

de
Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicabl
e 

Repeating Pages
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Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical Event: Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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#
Category for

Lab Test
Vendor N

ame
Collection

Date:
Specimen

Type
Lab Result

Form Instan
ce

 1. Not Applicabl
e 

Not Appli
cable 

Not Appli
cable 

Not Appli
cable 

Sponsor-Define
d Identifier

Test: Result:

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
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Not Appli
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Repeating
Pages
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Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: C Reactive Protein_PX329

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID: Not Applicable

[ ]

Comments

Test: Alanine Aminotransferase_PX30

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Applicable

[ ]

Comments

Test: Aspartate Aminotransferase_PX28

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5.d Sponsor ID: Not Applicable

[ ]

Comments

Test: Alkaline Phosphatase_PX35

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: Not Applicable

[ ]

Comments
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Result: Not Applicable

[ ]

Comments
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5 f Sponsor ID: Not Applicable

[ ]

Comments

Test: Blood Urea Nitrogen_PX47

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable
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[ ]
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[ ]
Unit

Comments

5.g Sponsor ID: Not Applicable
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Test: Creatinine_PX48
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#
Category for

Lab Test
Vendor Name (

DERIVED)
Collectio
n Date:
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Lab Result
Form Instan
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Not Appl
icable 

Sponsor-Defin
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Test: Result:

Not Applicable  Not Appl
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Not Applicable  Not Appl
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Not Applicable  Not Appl
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Not Applicable  Not Appl
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icable 
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Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Hemoglobin_PX1

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5.b Sponsor ID: Not Applicable

[ ]

Comments

Test: Hematocrit_PX2

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Applicable

[ ]

Comments

Test: Erythrocytes_PX3

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
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High
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Comments
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5.d Sponsor ID: Not Applicable

[ ]

Comments

Test: Platelets_PX5

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: Not Applicable

[ ]

Comments

Test: Leukocytes_PX7

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable
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Comments
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5 f Sponsor ID: Not Applicable

[ ]

Comments

Test: Neutrophils_PX608

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
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[ ]
Unit

Comments

5.g Sponsor ID: Not Applicable

[ ]

Comments

Test: Eosinophils_PX609

Result: Not Applicable
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LNMT Not Applicable
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5 h Sponsor ID: Not Applicable

[ ]

Comments

Test: Monocytes_PX612

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.i Sponsor ID: Not Applicable

[ ]

Comments

Test: Basophils_PX610

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
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High
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Unit

Comments
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5.j Sponsor ID: Not Applicable

[ ]

Comments

Test: Lymphocytes_PX611

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable
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Comments
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# Date: Vital Signs Details Form Instance

 1. Not Applicable  Record Identifier: Systolic: Diastolic:

Not Applicable  Not Applicable  Not Applicable 
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Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Applicable

//

Comments

Vital Signs Details

2.a Record Identifier: Not Applicable

1

Systolic: Not Applicable

[ ]

Comments

Diastolic: Not Applicable

[ ]

Comments

Respiratory Rate in
respirations/minute:

Not Applicable

[ ]

Comments

Heart Rate in beats/minute: Not Applicable

[ ]

Comments
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# Date: Vital Signs Details Form Instance

 1. Not Applicable  Record Identifier: Oxygen Saturation

Not Applicable  Not Applicable 

Repeating Pages
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Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Applicable

//

Comments

Vital Signs Details

2.a Record Identifier: Not Applicable

1

SPO2 Pulse Oximetry % Not Applicable
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Comments
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#
Date Time of Assessmen

t
Arterial Blood Gases PaO

2
FiO2 (Fraction of Inhaled Oxygen

)
Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Repeating Pages

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969046



Page 62 of 931

***Confidential***

Header Text: c4591001

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

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Applicable

//

Comments

2. Arterial Blood Gases PaO2
(mmHg):

Not Applicable

[ ]

Comments

3. FiO2 (Fraction of Inhaled
Oxygen):

Not Applicable

[ ]

Comments
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#
Sponsor-Defined

Identifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Med

ication
Start Dat

e
Form Instanc

e
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Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

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

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance
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Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Applicable

//

Comments

2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/16/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_B
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eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Oct/16/2020

2. Date of First Symptom Started: Oct/13/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Oct/18/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? YES

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4 h Symptoms: DIARRHEA

Was symptom present? NO09
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4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [body ache]

5.b Symptoms - Other Text: [fever blister]
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

#
Date of C
ollection

Specimen Ty
pe

Specimen Colle
ction Location

Assay Code and Description Device Type
Form Instan

ce

 1. Oct/16/20
20 

SWABBED
MATERIAL 

NASOPHARY
NX 

SEVERE ACUTE RESP SYN
DROME CORONAVIRUS 2 

SARS-COV-2 DIA
GNOSTIC TEST 

Repeating
Pages
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Back to Form
Form Comments
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Oct/16/2020 Comments

2. Specimen Type: SWABBED MATERIAL Comments

3. Specimen Collection Location: NASOPHARYNX Comments

4. Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 Comments

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments

6. Trade Name: OTHER Comments

7. Test Result: NEGATIVE Comments

8. Comments/Findings/Details: [ ] Comments

9. Trade Name Other, Specify: [CLIA-certified lab #45D2074140] Comments
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

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

[collected in clinic]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/16/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP1M1R]
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts:

YES

Number of Visits or Contacts:
[1]

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969059



Page 75 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---
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Health Care Utilization

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

NO
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

4. Ongoing? Not Applicable Comments
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#
Treatment Iden

tifier
Con Non-Drug Treatments Pre

-specified
Treatment Treatment Start Date

Form Instanc
e

 1. Not Applicable  Not Applicable  Not Applica
ble 

Not Applica
ble 

Not Applica
ble 

Repeating
Pages
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Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment Identifier? Not Applicable

[ ]

Comments

2. Concomitant Non-drug Treatment
Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

NO

3. Toxicity Grade: 1
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#
Category of Clinical Eve

nt:
Subcategory of Clinical Ev

ent
Diagnosis Obtain

ed
Toxicity Gra

de
Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicabl
e 

Repeating Pages
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Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical Event: Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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#
Category for L

ab Test
Vendor N

ame
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1. Not Done  Not Done  Not Done  Not Done  Sponsor-Defined
Identifier

Test:
Result

:

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Repeating
Pages
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

4. Specimen Type: Not Done Comments

Lab Result

5.a Sponsor ID: Not Done

[ ]

Comments

Test: C Reactive Protein_PX329

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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5.b Sponsor ID: Not Done

[ ]

Comments

Test: Alanine Aminotransferase_PX30

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Done

[ ]

Comments

Test: Aspartate Aminotransferase_PX28

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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5.d Sponsor ID: Not Done

[ ]

Comments

Test: Alkaline Phosphatase_PX35

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: Not Done

[ ]

Comments

Test: Bilirubin_PX21

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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5 f Sponsor ID: Not Done

[ ]

Comments

Test: Blood Urea Nitrogen_PX47

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.g Sponsor ID: Not Done

[ ]

Comments

Test: Creatinine_PX48

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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#
Category f
or Lab Tes

t
Vendor Name (DERIVED)

Collecti
on Date

:

Specim
en Typ

e
Lab Result

Form Insta
nce

 1. HEMATO
LOGY 

LabCorp Houston, 7207 Nort
h Gessner, Houston, TX 7704
03143 

Oct/16/
2020 

BLOO
D 

Sponsor-De
fined Identi

fier
Test:

Res
ult:

1  Hemoglob
in_PX1 

12.
2 

2  Hematocri
t_PX2 

36.
3 

3  Erythrocyt
es_PX3 

[ ] 

5  Platelets_
PX5 

357
 

7  Leukocyte
s_PX7 

9.8 

608  Neutrophi
ls_PX608 

5.4 

609  Eosinophi
ls_PX609 

0.3 

612  Monocyte
s_PX612 

0.8 

610  Basophils
_PX610 

0.1 

611  Lymphocy
tes_PX61
1 

3.2 

Repeating
Pages

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969073



Page 89 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [LabCorp Houston, 7207 North Gessner, Houston, TX 770403143]

3. Collection Date: Oct/16/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [12.2]

Not Done:

LNMT Low
[11.1]
High
[15.9]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [36.3]

Not Done:

LNMT Low
[34.0]
High
[46.6]
Unit
%
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5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [357]

Not Done:

LNMT Low
[150]
High
[450]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [9.8]

Not Done:

LNMT Low
[3.4]
High
[10.8]
Unit
10^3/uL
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [5.4]

Not Done:

LNMT Low
[1.4]
High
[7.0]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0.3]

Not Done:

LNMT Low
[0.0]
High
[0.40]
Unit
10^3/uL

5 h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.8]

Not Done:

LNMT Low
[0.1]
High
[0.9]
Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.1]

Not Done:

LNMT Low
[0.0]
High
[0.2]
Unit
10^3/uL

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [3.2]

Not Done:

LNMT Low
[0.7]
High
[3.1]
Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

# Date: Vital Signs Details Form Instance

 1. Not Done  Record Identifier: Systolic: Diastolic:

1  Not Done  Not Done 

Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: VITAL SIGNS - COVID

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Not Done

//

Comments

Vital Signs Details

2.a Record Identifier: 1

Systolic: Not Done

[ ]

Comments

Diastolic: Not Done

[ ]

Comments

Respiratory Rate in
respirations/minute:

Not Done

[ ]

Comments

Heart Rate in beats/minute: Not Done

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

# Date: Vital Signs Details Form Instance

 1. Not Done  Record Identifier: Oxygen Saturation

Not Done  Not Done 

Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Done

//

Comments

Vital Signs Details

2.a Record Identifier: Not Done

1

SPO2 Pulse Oximetry % Not Done

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

#
Date Time of Assessmen

t
Arterial Blood Gases PaO

2
FiO2 (Fraction of Inhaled Oxygen

)
Form Instance

 1. Not Done  Not Done  Not Done  Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Done

//

Comments

2. Arterial 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: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

#
Sponsor-Defined

Identifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Med

ication
Start Dat

e
Form Instanc

e

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicabl
e 

Not Appli
cable 

Repeating
Pages
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Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

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

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: IMAGING

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Applicable

//

Comments

2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: DATE OF VISIT - ILLNESS ONSET

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/18/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_C
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Dec/18/2020

2. Date of First Symptom Started: Nov/26/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Dec/18/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4 h Symptoms: DIARRHEA

Was symptom present? NO09
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [pneumonia]

5.b Symptoms - Other Text: [Acute hypoxemic respiratory failure]

5.c Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

#
Date of C
ollection

Specimen Ty
pe

Specimen Colle
ction Location

Assay Code and Description Device Type
Form Instan

ce

 1. Nov/26/2
020 

SWABBED
MATERIAL 

NASOPHARY
NX 

SEVERE ACUTE RESP SYN
DROME CORONAVIRUS 2 

SARS-COV-2 DIA
GNOSTIC TEST 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: MICROBIOLOGY SPECIMEN

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Nov/26/2020 Comments

2. Specimen Type: SWABBED MATERIAL Comments

3. Specimen Collection Location: NASOPHARYNX Comments

4. Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 Comments

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments

6. Trade Name: OTHER Comments

7. Test Result: POSITIVE Comments

8. Comments/Findings/Details: [TMC Lab, Memorial Hermann Hospital 6411 Fannin, Houston,
TX, 77030-]

Comments

9. Trade Name Other, Specify: [CLIA Certified Lab] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

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

[not done]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

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

[not collected as patient was hospitalized]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

YES

Number of Visits or Contacts:
[1]

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts:

NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]09
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Health Care Utilization

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

YES

Has the subject been in intensive care due to potential COVID-19 illness?
YES
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Header Text: c4591001

Visit: POT_COVID_ILL 3 Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance

 1. HOSPITALIZATION STATUS  HOSPITAL   Nov/26/2020  NO
Discharge Date:

Dec/18/2020
 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HOSPITALIZATION DETAILS

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. Hospitalization Category: HOSPITALIZATION STATUS

2. Hospitalization Term: HOSPITAL

3. Admission Date: Nov/26/2020

4. Ongoing? NO

Discharge Date:
Dec/18/2020
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Visit: POT_COVID_ILL 3 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1094 Site Name: (1094) LinQ Research, LLC
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Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

YES

Respiratory Illness Diagnosis:
[covid-19 related pneumonia]

Date of Diagnosis:
Nov/26/2020

3. Toxicity Grade: 4
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Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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2 
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 2. CLINICA
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PL Lab, Memorial Hermann Pearlan
d Hospital, 16100 South Freeway, P
earland, TX, 77584- , (713) 413-565
2 

Dec/1
6/202
0 

BLO
OD 

Sponsor-
Defined I
dentifier

Test:
Re
sul
t:

329  C Reactive
Protein_PX
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30  Alanine Am
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PX48 

3.7
2 

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969107



Page 123 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [PL Lab, Memorial Hermann Pearland Hospital, 16100 South Freeway,
Pearland, TX, 77584- , (713) 413-5652]

3. Collection Date: Nov/26/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [35]

Not Done:

LNMT Low
[0]
High
[65]
Unit
U/L

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969108



Page 124 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [19]

Not Done:

LNMT Low
[0]
High
[37]
Unit
U/L

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [91]

Not Done:

LNMT Low
[39]
High
[136]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.3]

Not Done:

LNMT Low
[0.2]
High
[1.3]
Unit
mg/dL
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5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [16]

Not Done:

LNMT Low
[7]
High
[22]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [0.76]

Not Done:

LNMT Low
[0.5]
High
[1.4]
Unit
mg/dL
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [PL Lab, Memorial Hermann Pearland Hospital, 16100 South Freeway,
Pearland, TX, 77584- , (713) 413-5652]

3. Collection Date: Dec/16/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [33]

Not Done:

LNMT Low
[0]
High
[65]
Unit
U/L
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5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [48]

Not Done:

LNMT Low
[0]
High
[37]
Unit
U/L

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [124]

Not Done:

LNMT Low
[39]
High
[136]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.3]

Not Done:

LNMT Low
[0.2]
High
[1.3]
Unit
U/L
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5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [109]

Not Done:

LNMT Low
[7]
High
[22]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [4.61]

Not Done:

LNMT Low
[0.5]
High
[1.4]
Unit
mg/dL
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [PL Lab, Memorial Hermann Pearland Hospital, 16100 South Freeway,
Pearland, TX, 77584- , (713) 413-5652]

3. Collection Date: Dec/14/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [38]

Not Done:

LNMT Low
[0]
High
[65]
Unit
U/L
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5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [32]

Not Done:

LNMT Low
[0]
High
[37]
Unit
U/L

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [145]

Not Done:

LNMT Low
[39]
High
[136]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.3]

Not Done:

LNMT Low
[0.2]
High
[1.3]
Unit
mg/dL
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5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [73]

Not Done:

LNMT Low
[7]
High
[22]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [2.43]

Not Done:

LNMT Low
[0.5]
High
[1.4]
Unit
mg/dL
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Back to Form
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Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [PL Lab, Memorial Hermann Pearland Hospital, 16100 South Freeway,
Pearland, TX, 77584- , (713) 413-5652]

3. Collection Date: Dec/15/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [33]

Not Done:

LNMT Low
[0]
High
[65]
Unit
U/L
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5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [40]

Not Done:

LNMT Low
[0]
High
[37]
Unit
U/L

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [130]

Not Done:

LNMT Low
[39]
High
[136]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.3]

Not Done:

LNMT Low
[0.2]
High
[1.3]
Unit
mg/dL
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5 f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [97]

Not Done:

LNMT Low
[7]
High
[22]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [3.72]

Not Done:

LNMT Low
[0.5]
High
[1.4]
Unit
mg/dL
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

#
Categor
y for La
b Test

Vendor Name (DERIVED)
Collec
tion D

ate:

Speci
men T

ype
Lab Result

Form Insta
nce

 1. HEMAT
OLOGY 

PL Lab, Memorial Hermann Pearland
Hospital, 16100 South Freeway, Pearla
nd, TX, 77584- , (713) 413-5652 

Nov/2
6/2020
 

BLOO
D 

Sponsor-
Defined I
dentifier

Test:
Re
sul
t:

1  Hemogl
obin_PX
1 

12.
5 

2  Hemato
crit_PX
2 

36.
8 

3  Erythroc
ytes_PX
3 

4.2
6 

5  Platelets
_PX5 

260
 

7  Leukocy
tes_PX7
 

8.9 

608  Neutrop
hils_PX
608 

8 

609  Eosinop
hils_PX
609 

[ ] 

612  Monocy
tes_PX6
12 

0.4 

610  Basophil
s_PX61
0 

0.1 

611  Lympho
cytes_P
X611 

0.5 

Repeating
Pages
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#
Categor
y for La
b Test

Vendor Name (DERIVED)
Collec
tion D

ate:

Speci
men T

ype
Lab Result

Form Insta
nce

 2. HEMAT
OLOGY 

PL Lab, Memorial Hermann Pearland
Hospital, 16100 South Freeway, Pearla
nd, TX, 77584- , (713) 413-5652 

Dec/1
3/2020
 

BLOO
D 

Sponsor-
Defined I
dentifier

Test:
Re
sul
t:

1  Hemogl
obin_PX
1 

8.8 

2  Hemato
crit_PX
2 

28.
7 

3  Erythroc
ytes_PX
3 

3.0
7 

5  Platelets
_PX5 

177
 

7  Leukocy
tes_PX7
 

18 

608  Neutrop
hils_PX
608 

17.
6 

609  Eosinop
hils_PX
609 

[ ] 

612  Monocy
tes_PX6
12 

0.2 

610  Basophil
s_PX61
0 

[ ] 

611  Lympho
cytes_P
X611 

0.2 

Repeating
Pages

 3. HEMAT
OLOGY 

PL Lab, Memorial Hermann Pearland
Hospital, 16100 South Freeway, Pearla

Dec/1
4/2020

BLOO
D 

Sponsor-
Defined I Test:

Re
sul

Repeating
Pages
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#
Categor
y for La
b Test

Vendor Name (DERIVED)
Collec
tion D

ate:

Speci
men T

ype
Lab Result

Form Insta
nce

nd, TX, 77584- , (713) 413-5652    dentifier t:

1  Hemogl
obin_PX
1 

8.4 

2  Hemato
crit_PX
2 

26.
7 

3  Erythroc
ytes_PX
3 

13.
6 

5  Platelets
_PX5 

163
 

7  Leukocy
tes_PX7
 

13.
6 

608  Neutrop
hils_PX
608 

13.
1 

609  Eosinop
hils_PX
609 

[ ] 

612  Monocy
tes_PX6
12 

0.2 

610  Basophil
s_PX61
0 

[ ] 

611  Lympho
cytes_P
X611 

0.3 
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [PL Lab, Memorial Hermann Pearland Hospital, 16100 South Freeway,
Pearland, TX, 77584- , (713) 413-5652]

3. Collection Date: Nov/26/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [12.5]

Not Done:

LNMT Low
[12]
High
[16]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [36.8]

Not Done:

LNMT Low
[36]
High
[48]
Unit
%
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5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [4.26]

Not Done:

LNMT Low
[4.2]
High
[5.4]
Unit
10^6/cu mm

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [260]

Not Done:

LNMT Low
[133]
High
[450]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [8.9]

Not Done:

LNMT Low
[3.7]
High
[10.4]
Unit
10^3/uL
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5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [8]

Not Done:

LNMT Low
[1.5]
High
[8.1]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5 h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.4]

Not Done:

LNMT Low
[0.0]
High
[0.8]
Unit
10^3/uL
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5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.1]

Not Done:

LNMT Low
[0.0]
High
[1.0]
Unit
%

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [0.5]

Not Done:

LNMT Low
[1.0]
High
[5.5]
Unit
10^3/uL
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Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [PL Lab, Memorial Hermann Pearland Hospital, 16100 South Freeway,
Pearland, TX, 77584- , (713) 413-5652]

3. Collection Date: Dec/13/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [8.8]

Not Done:

LNMT Low
[12]
High
[16]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [28.7]

Not Done:

LNMT Low
[36]
High
[48]
Unit
%
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5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [3.07]

Not Done:

LNMT Low
[4.2]
High
[5.4]
Unit
10^6/cu mm

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [177]

Not Done:

LNMT Low
[133]
High
[450]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [18]

Not Done:

LNMT Low
[3.7]
High
[10.4]
Unit
10^3/uL
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5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [17.6]

Not Done:

LNMT Low
[1.5]
High
[8.1]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5 h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.2]

Not Done:

LNMT Low
[0.0]
High
[0.8]
Unit
10^3/uL
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5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [0.2]

Not Done:

LNMT Low
[1.0]
High
[5.5]
Unit
10^3/uL
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [PL Lab, Memorial Hermann Pearland Hospital, 16100 South Freeway,
Pearland, TX, 77584- , (713) 413-5652]

3. Collection Date: Dec/14/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [8.4]

Not Done:

LNMT Low
[12]
High
[16]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [26.7]

Not Done:

LNMT Low
[36]
High
[48]
Unit
%
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5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [13.6]

Not Done:

LNMT Low
[3.7]
High
[10.4]
Unit
10^3/uL

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [163]

Not Done:

LNMT Low
[133]
High
[450]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [13.6]

Not Done:

LNMT Low
[3.7]
High
[10.4]
Unit
10^3/uL
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5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [13.1]

Not Done:

LNMT Low
[1.5]
High
[8.1]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5 h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.2]

Not Done:

LNMT Low
[0.0]
High
[0.8]
Unit
10^3/uL
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5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [0.3]

Not Done:

LNMT Low
[1.0]
High
[5.5]
Unit
10^3/uL
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# Date: Vital Signs Details Form Instance

 1. Nov/26/2020  Record Identifier: Systolic: Diastolic:

1  125  66 

Repeating Pages
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# Date: Vital Signs Details Form Instance

 2. Nov/28/2020  Record Identifier: Systolic: Diastolic:

1  96  62 

Repeating Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Nov/26/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [125]

Diastolic: [66]

Respiratory Rate in
respirations/minute:

[44]

Heart Rate in beats/minute: [91]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Nov/28/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [96]

Diastolic: [62]

Respiratory Rate in
respirations/minute:

[25]

Heart Rate in beats/minute: [57]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

# Date: Vital Signs Details Form Instance

 1. Dec/16/2020  Record Identifier: Oxygen Saturation

1  83.3 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

# Date: Vital Signs Details Form Instance

 2. Dec/12/2020  Record Identifier: Oxygen Saturation

1  93.9 

Repeating Pages

 3. Dec/9/2020  Record Identifier: Oxygen Saturation

1  98.4 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Dec/16/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [83.3]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Dec/12/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [93.9]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Dec/9/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [98.4]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

#
Date Time of Assessmen

t
Arterial Blood Gases PaO

2
FiO2 (Fraction of Inhaled Oxygen

)
Form Instance

 1. Dec/16/2020 05:16  68  1.00  Repeating Pages

 2. Dec/12/2020 05:26  84  1.00  Repeating Pages

 3. Dec/9/2020 08:14  125  0.75  Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Oxygenation Parameters

1. Date Time of Assessment: Dec/16/2020 05:16

2. Arterial Blood Gases PaO2
(mmHg):

[68]

3. FiO2 (Fraction of Inhaled
Oxygen):

[1.00]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Oxygenation Parameters

1. Date Time of Assessment: Dec/12/2020 05:26

2. Arterial Blood Gases PaO2
(mmHg):

[84]

3. FiO2 (Fraction of Inhaled
Oxygen):

[1.00]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Oxygenation Parameters

1. Date Time of Assessment: Dec/9/2020 08:14

2. Arterial Blood Gases PaO2
(mmHg):

[125]

3. FiO2 (Fraction of Inhaled
Oxygen):

[0.75]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

#
Sponsor-Defined

Identifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Med

ication
Start Dat

e
Form Instanc

e

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicabl
e 

Not Appli
cable 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

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

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 3 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

#
Date of A
ssessment

Location of
Assessment

Imaging
Method

Overall Assessment
Form Insta

nce

 1. Nov/26/2
020 

OTHER
If other, spe
cify:

Abdomen
w/pelvis

 

CT SCA
N 

ABNORMAL
If abnormal, specify findings:

Extensive ground glass pulmonary opacities in the visua
lize lungs consistent with the given history of covid-19 i
nfection

 

Repeating
Pages

 2. Dec/1/202
0 

CHEST  X-RAY  ABNORMAL
If abnormal, specify findings:

mildly improved opacities in the lower lobes; no definit
e pneumothorax

 

Repeating
Pages

 3. Dec/2/202
0 

CHEST  X-RAY  ABNORMAL
If abnormal, specify findings:

resolution of the right pneumothorax and decrease in siz
e of the trace left apical pneumothorax

 

Repeating
Pages

 4. Nov/26/2
020 

CHEST  X-RAY  ABNORMAL
If abnormal, specify findings:

bilateral pneumonia
 

Repeating
Pages

 5. Nov/30/2
020 

CHEST  X-RAY  ABNORMAL
If abnormal, specify findings:

severe viral pneumonia
 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Nov/26/2020

2. Location of Assessment: OTHER

If other, specify:
[Abdomen w/pelvis]

3. Type of Imaging Exam: CT SCAN

4. Assessment: ABNORMAL

If abnormal, specify findings:
[Extensive ground glass pulmonary opacities in the visualize lungs
consistent with the given history of covid-19 infection]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Dec/1/2020

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: ABNORMAL

If abnormal, specify findings:
[mildly improved opacities in the lower lobes; no definite pneumothorax]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Dec/2/2020

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: ABNORMAL

If abnormal, specify findings:
[resolution of the right pneumothorax and decrease in size of the trace left
apical pneumothorax]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Nov/26/2020

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: ABNORMAL

If abnormal, specify findings:
[bilateral pneumonia]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Nov/30/2020

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: ABNORMAL

If abnormal, specify findings:
[severe viral pneumonia]

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969155



Page 171 of 931

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/04/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/4/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/04/2020

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/4/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP1M7C]

5.b Sample ID [BP1M7D]

5.c Sample ID [BKBHS2]

5.d Sample ID [BKBHS3]
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Nov/17/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/17/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_B1
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Nov/17/2020

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/17/2020

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP1LKY]

5.b Sample ID [BP1LKZ]

5.c Sample ID [ ]

5.d Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/28/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

Dec/18/2020

2. Phase of Disposition: FOLLOW-UP

3. Status: DEATH

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Event

Still Ongoing
Form Instan

ce

 1. DELETED ADVERSE
EVENT 

1  Fever  Oct/2/2020 U
NK:UNK 

NO
End Date Time:

Oct/4/2020 UNK:
UNK

 

Repeating
Pages

 2. DELETED ADVERSE
EVENT 

2  joint pain  Sep/30/2020
UNK:UNK 

NO
End Date Time:

Oct/4/2020 UNK:
UNK

 

Repeating
Pages

 3. DELETED ADVERSE
EVENT 

3  fatigue  Oct/2/2020 U
NK:UNK 

NO
End Date Time:

Oct/5/2020 UNK:
UNK

 

Repeating
Pages

 4. DELETED ADVERSE
EVENT 

4  shortness of breath  Sep/30/2020
UNK:UNK 

NO
End Date Time:

Oct/4/2020 UNK:
UNK

 

Repeating
Pages

 5. DELETED ADVERSE
EVENT 

5  diarrhea  Sep/30/2020
UNK:UNK 

NO
End Date Time:

Oct/3/2020 UNK:
UNK

 

Repeating
Pages

 6. DELETED ADVERSE
EVENT 

6  loss of taste and sme
ll 

Oct/1/2020 U
NK:UNK 

NO
End Date Time:

Oct/4/2020 UNK:
UNK

 

Repeating
Pages
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Event

Still Ongoing
Form Instan

ce

 7. ADVERSE
EVENT 

7  Pneumonia  Nov/26/2020
UNK:UNK 

NO
End Date Time:

Dec/18/2020 UNK
:UNK

 

Repeating
Pages

 8. ADVERSE
EVENT 

8  COVID-19 Infectio
n 

Nov/26/2020
UNK:UNK 

NO
End Date Time:

Dec/18/2020 UNK
:UNK

 

Repeating
Pages

 9. ADVERSE
EVENT 

9  Acute hypoxemic re
spiratory failure 

Nov/28/2020
UNK:UNK 

NO
End Date Time:

Dec/18/2020 UNK
:UNK

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

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

[Fever]

4. Start Date Time: Oct/2/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/4/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[covid-19 infection]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

NO

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

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

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

[joint pain]

4. Start Date Time: Sep/30/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/4/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969170



Page 186 of 931

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[covid-19 infection]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

NO

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

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

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

[fatigue]

4. Start Date Time: Oct/2/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/5/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[covid-19 infection]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

NO

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

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

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

[shortness of breath]

4. Start Date Time: Sep/30/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/4/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[covid-19 infection]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

NO

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

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [5]

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

[diarrhea]

4. Start Date Time: Sep/30/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/3/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[covid-19 infection]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

NO

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

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [6]

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

[loss of taste and smell]

4. Start Date Time: Oct/1/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/4/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[covid-19 infection]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

NO

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

RECOVERED/RESOLVED

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

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form
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Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [7]

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

[Pneumonia]

4. Start Date Time: Nov/26/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/18/2020 UNK:UNK

6. Toxicity Grade: 4

7. Is the 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).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
YES

Did this serious event require or prolong hospitalization?
YES

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

Is this serious event life threatening?
NO

Other medically important serious event
NO
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8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[COVID-19 Infection]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

YES

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

FATAL

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

YES

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020506662]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [8]

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

[COVID-19 Infection]

4. Start Date Time: Nov/26/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/18/2020 UNK:UNK

6. Toxicity Grade: 4

7. Is the 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).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
YES

Did this serious event require or prolong hospitalization?
YES

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

Is this serious event life threatening?
NO

Other medically important serious event
NO
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8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[COVID-19]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

NO

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

FATAL

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

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020506662]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [9]

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

[Acute hypoxemic respiratory failure]

4. Start Date Time: Nov/28/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/18/2020 UNK:UNK

6. Toxicity Grade: 4

7. Is the 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).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
YES

Did this serious event require or prolong hospitalization?
YES

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

Is this serious event life threatening?
NO

Other medically important serious event
NO
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8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

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

If Other, specify:
[COVID-19 Pneumonia]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

YES

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

FATAL

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

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020506662]
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#
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Action
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment
given?

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

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

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Date: //
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

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

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

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

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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1. Data Origin

2. Sample Type

3. Sample Collected?

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

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //
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1. Date Treatment Unblinded : //
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1. Withdrawal of Consent Date : //
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eCRF Audit Trail History

Death Details

1. Date of Collection / Notification
of Death:

Dec/21/2020

Cause of Death

2.a Cause of Death Status: PRIMARY CAUSE OF DEATH

Cause of Death: [COVID-19 Infection]

2.b Cause of Death Status: SECONDARY CAUSE OF DEATH

Cause of Death: [Pneumonia]

2.c Cause of Death Status:

Cause of Death: [ ]
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

6.a Sep-30-2020 14:03:19 (UTC-06:00) Central
Time (US & Canada)
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Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

6.a Sep-30-2020 14:03:19 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

6.a Sep-30-2020 14:03:19 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

Form Oct-20-2020 01:23:23 (UTC-06:00) Central
Time (US & Canada)

Not Done

Form Oct-15-2020 17:10:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

1 Oct-20-2020 01:23:23 (UTC-06:00) Central
Time (US & Canada)

Not Done

1 Oct-15-2020 17:10:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

2 Oct-20-2020 01:23:23 (UTC-06:00) Central
Time (US & Canada)

Not Done

2 Oct-15-2020 17:10:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

3 Oct-20-2020 01:23:23 (UTC-06:00) Central
Time (US & Canada)

Not Done

3 Oct-15-2020 17:10:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Visit on Oct/07/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

4 Oct-20-2020 01:23:23 (UTC-06:00) Central
Time (US & Canada)

Not Done

4 Oct-15-2020 17:10:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

5 Oct-20-2020 01:23:23 (UTC-06:00) Central
Time (US & Canada)

Not Done

5 Oct-15-2020 17:10:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

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

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

6 Oct-20-2020 01:23:23 (UTC-06:00) Central
Time (US & Canada)

Not Done

6 Oct-15-2020 17:10:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

7 Oct-20-2020 01:23:23 (UTC-06:00) Central
Time (US & Canada)

Not Done

7 Oct-15-2020 17:10:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

8 Oct-20-2020 01:23:23 (UTC-06:00) Central
Time (US & Canada)

Not Done

8 Oct-15-2020 17:10:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

(b) (4)

FDA-CBER-2021-5683-0969241



Page 257 of 931

***Confidential***

Header Text: c4591001

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

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

9 Oct-20-2020 01:23:23 (UTC-06:00) Central
Time (US & Canada)

Not Done

9 Oct-15-2020 17:10:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

3 Oct-15-2020 17:27:37 (UTC-06:00) Central
Time (US & Canada)

3 Oct-15-2020 17:27:10 (UTC-06:00) Central
Time (US & Canada)
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Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

4 Oct-15-2020 17:28:02 (UTC-06:00) Central
Time (US & Canada)

4 Oct-15-2020 17:27:20 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled
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Form: HOSPITALIZATION DETAILS - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

Form Feb-06-2021 01:35:32 (UTC-06:00) Central
Time (US & Canada)

Not Applicable

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0969245



Page 261 of 931

***Confidential***

Header Text: c4591001
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Visit on Oct/07/2020

Form: HOSPITALIZATION DETAILS - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

1 Feb-06-2021 01:35:32 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

2 Feb-06-2021 01:35:32 (UTC-06:00) Central
Time (US & Canada)
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

3 Feb-06-2021 01:35:32 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

4 Feb-06-2021 01:35:32 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

Form Oct-15-2020 17:29:36 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

1 Oct-15-2020 17:29:36 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

2 Oct-15-2020 17:29:36 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

3 Oct-15-2020 17:29:36 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

4 Oct-15-2020 17:29:36 (UTC-06:00) Central
Time (US & Canada)
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Item Date User Comment
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Time (US & Canada)

Not Applicable
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment
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Back to Form
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Back to Form

Item Date User Comment
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Time (US & Canada)

5 Dec-26-2020 00:45:30 (UTC-06:00) Central
Time (US & Canada)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

6 Jan-15-2021 17:54:03 (UTC-06:00) Central
Time (US & Canada)

6 Dec-26-2020 00:45:30 (UTC-06:00) Central
Time (US & Canada)

Not Done
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(b) (4), (b) 
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

7 Jan-15-2021 17:54:03 (UTC-06:00) Central
Time (US & Canada)

7 Dec-26-2020 00:45:30 (UTC-06:00) Central
Time (US & Canada)

Not Done
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(b) (4), (b) 
(6)
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(6)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

8 Jan-15-2021 17:54:03 (UTC-06:00) Central
Time (US & Canada)

8 Dec-26-2020 00:45:30 (UTC-06:00) Central
Time (US & Canada)

Not Done
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: MICROBIOLOGY SPECIMEN - Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

9 Jan-15-2021 17:54:03 (UTC-06:00) Central
Time (US & Canada)

9 Dec-26-2020 00:45:30 (UTC-06:00) Central
Time (US & Canada)

Not Done
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

Form Jan-26-2021 14:52:01 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

1 Jan-26-2021 14:52:01 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

2 Jan-26-2021 14:52:01 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

3 Jan-26-2021 14:52:01 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

4 Jan-26-2021 14:52:01 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

5 Jan-26-2021 14:52:01 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item Date User Comment

6 Jan-26-2021 14:52:01 (UTC-06:00) Central
Time (US & Canada)

Not Applicable
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

  N/A Dec-16-2020 00:52:19 (UTC-06:00) Central
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Murtaza
Mussaji 

Approved Nov-13-2020 15:36:44 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MurtazaMussaji, 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, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

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

 
N/A Nov-09-2020 23:14:54 (UTC-06:00) Central

Time (US & Canada)
Edit - All
signatures
invalidated

Affidavit:
N/A

Murtaza
Mussaji 

Approved Nov-04-2020 10:34:48 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Affidavit:
By my dated signature below, I, MurtazaMussaji, 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, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I 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: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-09-2020 10:55:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
24 JUL 2020

Initial Entry

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

Date Location User Value Reason

Sep-09-2020 10:55:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-09-2020 10:56:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OBTAINED

Date Written Consent Obtaine
d

Sep/8/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-09-2020 10:54:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10941112

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Sep-09-2020 10:52:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1963

Enrollment Entry

3. Sex:

Date Location User Value Reason

Sep-09-2020 10:58:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-09-2020 10:58:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
HISPANIC OR LATINO(A) OR
OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-09-2020 10:58:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-07-2020 02:59:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Per site
confirmation-
entered incorrectly

Oct-06-2020 15:47:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Upon patient
interview, the
ediary was
incorrectly filled
out. No symptoms
were present
during e-diary time
period. Source note
will be filed

Oct-05-2020 09:16:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened As per Illness
ediary records,
subject reported
"Yes" for the
question "Have
you experienced
any of the
following?” for the
COVID-19
symptoms or
diagnosis on
22SEP2020. But
there is no COVID
Illness visit
reported in the
database. Please
clarify.

Sep-09-2020 10:58:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/8/2020

Initial Entry
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(b) (4)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-09-2020 11:03:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/8/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-09-2020 11:03:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-09-2020 11:03:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1.a

Date Location User Value Reason

Sep-09-2020 11:03:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

1

Medical History
Term:

Asthma

Start Date: UNK/UNK/
2005

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-09-2020 11:03:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Sep-09-2020 11:03:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Asthma

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-09-2020 11:03:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2005

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Sep-14-2020 14:24:36 ACV0PFEINFP6000  Hayley Query 1: Closed Response satisfies09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Wyper query

Sep-14-2020 14:01:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered MedHx updated

Sep-11-2020 07:29:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Opened CLINQUERY:
Subjects <60 years
of age must have
pregnancy test or
medical history
condition
documented to
confirm lack of
child bearing
potential as defined
in section 10.4.3. of
protocol. Please
review and update
the Medhx log as
appropriate, else
clarify

Sep-09-2020 11:03:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Sep-14-2020 13:56:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

2

Medical History
Term:

Diabetes Ty
pe II

Start Date: UNK/UNK/
1995

Ongoing: YES

Initial Entry
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.b Line/MH Number:

Date Location User Value Reason

Sep-14-2020 13:56:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

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

Date Location User Value Reason

Sep-14-2020 13:56:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Diabetes Type II

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-14-2020 13:56:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1995

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-14-2020 13:56:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Sep-14-2020 13:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

3

Medical Histor
y Term:

Hypercholeste
rolemia

Start Date: UNK/UNK/20
10

Ongoing: YES

Initial Entry

09
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.c Line/MH Number:

Date Location User Value Reason

Sep-14-2020 13:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

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

Date Location User Value Reason

Sep-14-2020 13:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hypercholesterolemia

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-14-2020 13:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2010

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-14-2020 13:57:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Sep-14-2020 13:57:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 4

Medical History Te
rm:

GERD

Start Date: May/26/20
20

Ongoing: YES

Initial Entry
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.d Line/MH Number:

Date Location User Value Reason

Sep-14-2020 13:57:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

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

Date Location User Value Reason

Sep-14-2020 13:57:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
GERD

Initial Entry

1.d Start Date:

Date Location User Value Reason

Sep-14-2020 13:57:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
May/26/2020

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Sep-14-2020 13:57:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Sep-14-2020 13:58:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

5

Medical History
Term:

Hypothyroid

Start Date: UNK/UNK/
2005

Ongoing: YES

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.e Line/MH Number:

Date Location User Value Reason

Sep-14-2020 13:58:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

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

Date Location User Value Reason

Sep-14-2020 13:58:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hypothyroid

Initial Entry

1.e Start Date:

Date Location User Value Reason

Sep-14-2020 13:58:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/2005

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Sep-14-2020 13:58:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Sep-14-2020 13:58:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Line/MH Number
:

6

Medical History T
erm:

Depressio
n

Start Date: May/26/2
020

Ongoing: YES

Transcription Error
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Sep-14-2020 13:58:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

6

Medical History T
erm:

Depressio
n

Start Date: Mar/26/20
20

Ongoing: YES

Initial Entry

1.f Line/MH Number:

Date Location User Value Reason

Sep-14-2020 13:58:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

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

Date Location User Value Reason

Sep-14-2020 13:58:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Depression

Initial Entry

1.f Start Date:

Date Location User Value Reason

Sep-14-2020 13:58:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
May/26/2020

Transcription Error

Sep-14-2020 13:58:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Mar/26/2020

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Sep-14-2020 13:58:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

09
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(b) (4)
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.g

Date Location User Value Reason

Sep-14-2020 13:59:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

7

Medical Histor
y Term:

Hysterectomy

Start Date: UNK/UNK/19
95

Ongoing: NO
End Date:

UNK/UNK
/1995

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.g Line/MH Number:

Date Location User Value Reason

Sep-14-2020 13:59:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

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

Date Location User Value Reason

Sep-14-2020 13:59:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hysterectomy

Initial Entry

1.g Start Date:

Date Location User Value Reason

Sep-14-2020 13:59:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1995

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Sep-14-2020 13:59:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/1995

Initial Entry

1.h

Date Location User Value Reason

Sep-14-2020 13:59:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

8

Medical Histor
y Term:

Cholecystecto
my

Start Date: UNK/UNK/19
90

Initial Entry
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Ongoing: NO
End Date:

UNK/UNK
/1990

1.h Line/MH Number:

Date Location User Value Reason

Sep-14-2020 13:59:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

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

Date Location User Value Reason

Sep-14-2020 13:59:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Cholecystectomy

Initial Entry

1.h Start Date:

Date Location User Value Reason

Sep-14-2020 13:59:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
UNK/UNK/1990

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Sep-14-2020 13:59:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date:

UNK/UNK/1990

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date:

Date Location User Value Reason

Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/8/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
79.5

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
152.4

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason09
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
34.2

Initial Entry

7.a

Date Location User Value Reason

Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier
::

1

Temperature: 36.9

Temperature Uni
t:

C

Temperature Loc
ation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
36.9

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason09
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Sep-09-2020 11:04:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL CAVITY

Initial Entry

09
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-09-2020 11:04:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-09-2020 11:04:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-14-2020 14:24:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Closed Response satisfies
query

Sep-14-2020 14:03:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered MedHx updated

Sep-10-2020 05:38:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Opened CLINQUERY:
Subject is less than
60 years old and it
is not clear from
her medhx why a
pregnancy test was
not performed.
Please review and
update the Medhx
log as appropriate,
else clarify

Sep-09-2020 11:04:27
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada)

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-09-2020 11:04:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-09-2020 11:04:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Sep-09-2020 11:04:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-09-2020 11:04:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason09
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Sep-09-2020 11:04:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-09-2020 11:04:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-09-2020 11:04:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-09-2020 11:04:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/8/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-09-2020 11:04:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
254660

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-09-2020 11:04:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-09-2020 11:04:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-18-2020
22:54:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-10-2020
03:56:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

Sep-09-2020 11:04:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0969491



Page 507 of 931

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Sep-09-2020 11:04:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Sep/8/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-18-2020 22:54:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BN6C31

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-18-2020 22:54:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BN6C31

Initial Entry

5.b

Date Location User Value Reason

Sep-18-2020 22:54:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BN6C32

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-18-2020 22:54:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BN6C32

Initial Entry

5.c

Date Location User Value Reason

Sep-18-2020 22:54:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BN6C33

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sample ID

Date Location User Value Reason

Sep-18-2020 22:54:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BN6C33

Initial Entry

5.d

Date Location User Value Reason

Sep-18-2020 23:22:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BL9Y3X

Initial Entry

5.d Sample ID

Date Location User Value Reason

Sep-18-2020 23:22:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BL9Y3X

Initial Entry

5.e

Date Location User Value Reason

Sep-18-2020 23:22:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BL9Y3W

Initial Entry

5.e Sample ID

Date Location User Value Reason

Sep-18-2020 23:22:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BL9Y3W

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-09-2020 11:04:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-09-2020 11:04:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-19-2020
00:09:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-10-2020
03:56:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

Sep-09-2020 11:04:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0969494



Page 510 of 931

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Sep-09-2020 11:04:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Sep/8/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-19-2020 00:09:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BJGX7X

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-19-2020 00:09:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BJGX7X

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-09-2020 11:05:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-09-2020 11:05:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-09-2020 11:05:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-09-2020 11:05:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/8/2020 14:59

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-09-2020 11:05:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:
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Sep-09-2020 11:05:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-09-2020 11:05:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-09-2020 11:05:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

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

Date Location User Value Reason

Sep-09-2020 11:05:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-09-2020 11:05:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO - REACTOGENICITY E-D
IARY NOT COLLECTED FOR
THIS SUBJECT

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-16-2020 01:04:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed barcode updated.

Oct-13-2020 15:16:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered home nasal swab
kit barcodes are
not recorded in
inform

Oct-13-2020 08:53:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened HOLDS: Nasal
self-swab barcode
CV17292 was
received by the
lab for COVID_A.
Please review and
update
accordingly or
submit an updated
SCF.

Sep-30-2020 14:02:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/29/2020

Initial Entry
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Back to Form

1. Date:

Date Location User Value Reason

Sep-30-2020 14:03:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/29/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-30-2020 14:03:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier
::

1

Temperature: 37.2

Temperature Uni
t:

C

Temperature Loc
ation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-30-2020 14:03:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-30-2020 14:03:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
37.2

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-30-2020 14:03:06 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

C

2.a Temperature Location:

Date Location User Value Reason

Sep-30-2020 14:03:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-30-2020 14:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-30-2020 14:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-30-2020 14:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-30-2020 14:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-30-2020 14:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason

Sep-30-2020 14:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-30-2020 14:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-30-2020 14:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-30-2020 14:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-30-2020 14:03:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-30-2020 14:03:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-30-2020 14:03:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-30-2020 14:04:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-30-2020 14:03:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-30-2020 14:03:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Sep/29/2020

Initial Entry

5.a

Date Location User Value Reason
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Sep-30-2020 14:04:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BN6C7D

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-30-2020 14:04:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BN6C7D

Initial Entry
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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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-30-2020 14:10:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-30-2020 14:10:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-30-2020 14:10:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-30-2020 14:10:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/29/2020 14:25

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-30-2020 14:10:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason09
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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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Sep-30-2020 14:10:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-30-2020 14:10:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-30-2020 14:10:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

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 14:10:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-28-2020 14:28:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/28/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-28-2020 14:28:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-28-2020 14:28:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-04-2020 00:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-29-2020 06:32:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-28-2020 14:28:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-28-2020 14:28:14
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada) Date of Collection:

Oct/28/2020

5.a

Date Location User Value Reason

Nov-04-2020 00:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1M4K

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-04-2020 00:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1M4K

Initial Entry

5.b

Date Location User Value Reason

Nov-04-2020 00:57:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1M4L

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-04-2020 00:57:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1M4L

Initial Entry
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Header Text: c4591001

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

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-15-2020 17:25:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-15-2020 17:06:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Oct-15-2020 17:06:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Oct-15-2020 17:06:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/7/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Oct-15-2020 17:06:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001

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

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/7/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Jan-18-2021 05:08:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Closed Response satisfies
query

Jan-15-2021 18:17:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Jan-07-2021 23:59:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Thanks for the
response, form has
been unfreeze,
please update as
per below query.

Jan-04-2021 09:37:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Candidate CLINQUERY: Site
request page
unfreeze for
symptom update
(per AE listing)

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/30/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Date of Last Symptom Resolv

Initial Entry
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Header Text: c4591001

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

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

ed:

Oct/5/2020

4.a

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: FEVER

Symptom Present: YES

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

4.b

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms
:

NEW OR INCRE
ASED COUGH

Symptom
Present:

NO

Initial Entry
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Header Text: c4591001

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

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

4.b Symptoms:

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED COUG
H

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sympto
ms:

NEW OR INCREAS
ED SHORTNESS OF
BREATH

Sympto
m Prese
nt:

YES

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED SHOR
TNESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Header Text: c4591001

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

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

4.d

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW OR INCREA
SED MUSCLE PAI
N

Symptom
Present:

YES

Initial Entry
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Header Text: c4591001

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

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

4.e Symptoms:

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED MUSC
LE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

4.f

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

YES

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW LOSS OF TASTE OR S
MELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

4.g

Date Location User Value Reason
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Header Text: c4591001

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

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW OR INCREA
SED SORE THROA
T

Symptom
Present:

NO

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED SORE
THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: DIARRHE

A

Symptom Presen
t:

YES

Initial Entry
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Header Text: c4591001

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

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

4.h Symptoms:

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

4.i

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Oct-15-2020 17:09:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason
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Header Text: c4591001

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

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Oct-15-2020 17:25:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms - Other: fatigue

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Oct-15-2020 17:25:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
fatigue

Initial Entry

5.b

Date Location User Value Reason

Jan-05-2021 17:39:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms - Other: joint pain

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Jan-05-2021 17:39:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
joint pain

Initial Entry
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Header Text: c4591001

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

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Oct-20-2020 07:06:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-20-2020 01:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-20-2020 01:23:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Oct-16-2020 10:46:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLIQUERY: Per
CCG's 'Not Done'
needs to be applied
to the CRF if local
test was not
completed. Please
update.

Oct-15-2020 17:10:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Oct-20-2020 01:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-15-2020 17:10:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason
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Header Text: c4591001

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

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Oct-20-2020 01:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-15-2020 17:10:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Oct-20-2020 01:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-15-2020 17:10:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Oct-20-2020 01:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-15-2020 17:10:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason

Oct-20-2020 01:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-15-2020 17:10:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

7. Test Result:
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Header Text: c4591001

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

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason

Oct-20-2020 01:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-15-2020 17:10:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Oct-20-2020 01:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-15-2020 17:10:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Oct-20-2020 01:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-15-2020 17:10:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

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

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-15-2020 17:25:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-15-2020 17:25:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-15-2020 17:25:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-15-2020 17:25:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-15-2020 17:25:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Oct/7/2020

Initial Entry

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

Date Location User Value Reason
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Header Text: c4591001

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

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Oct-15-2020 17:25:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
collected in clinic visit

Initial Entry

5.a

Date Location User Value Reason

Oct-15-2020 17:25:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: CV17292

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-15-2020 17:25:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CV17292

Initial Entry
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Header Text: c4591001

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

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: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-15-2020 17:27:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-15-2020 17:27:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-15-2020 17:28:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-15-2020 17:27:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Sample
Collected?' is
marked as No and
'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Oct-15-2020 17:27:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

Oct-15-2020 17:27:37 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Oct-15-2020 17:27:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:28:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
not required as self swab was us
ed

Initial Entry

Oct-15-2020 17:28:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-15-2020 17:27:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1.a

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner
:

SPECIA
LIST

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitio
ner:

EMERGEN
CY ROOM

Occurrence of Vi
sits or Contacts:

NO

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practit
ioner:

PRIMARY C
ARE PHYSIC
IAN

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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1.d

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitione
r:

URGENT
CARE

Occurrence of Visi
ts or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practit
ioner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Cont
acts:

NO

Initial Entry
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1.e Physician or Healthcare Professional:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
TELEPHONE CONSULTATIO
N

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason
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Oct-15-2020 17:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Back to Form

1. Hospitalization Category:

Date Location User Value Reason

Feb-06-2021 01:35:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Hospitalization Term:

Date Location User Value Reason

Feb-06-2021 01:35:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Admission Date:

Date Location User Value Reason

Feb-06-2021 01:35:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Ongoing?

Date Location User Value Reason

Feb-06-2021 01:35:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Oct-15-2020 17:29:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Oct-15-2020 17:29:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Oct-15-2020 17:29:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Oct-15-2020 17:29:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Oct-15-2020 17:29:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6. Ongoing?09
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Date Location User Value Reason

Oct-15-2020 17:29:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-15-2020 17:33:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLN
ESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Nov-10-2020 06:57:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Nov-09-2020 23:14:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Data corrected

Nov-09-2020 23:14:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Data corrected

Nov-09-2020 01:21:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLIQUERY:
Please clarify Date
of Diagnosis
07Oct2020 as
there appears to be
no Local or
Central positive
COVID-19 test for
this subject?

Nov-06-2020 10:57:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Candidate CLIQUERY:
Please clarify Date
of Diagnosis
07Oct2020 as
there appears to be
no Local or
Central positive
COVID-19 test for09
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this subject?

Oct-15-2020 17:33:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Respiratory Illness Diagno
sis:

covid-19 infection

Date of Diagnosis:

Oct/7/2020

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Oct-15-2020 17:33:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry
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Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-15-2020 17:33:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Oct-15-2020 17:33:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Oct-15-2020 17:33:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Oct-15-2020 17:33:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Initial Entry
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

5.a Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-15-2020 17:35:40 ACV0PFEINFP6000  Data Entry: Initial Entry
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Not Applicable

5.b

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

Initial Entry
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Test:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Result:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b LNMT

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c

Date Location User Value Reason

Oct-15-2020 17:35:40 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Test:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Result:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c LNMT

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d

Date Location User Value Reason

Oct-15-2020 17:35:40 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Test:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Result:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d LNMT

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e

Date Location User Value Reason

Oct-15-2020 17:35:40 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Test:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Result:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e LNMT

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f

Date Location User Value Reason

Oct-15-2020 17:35:40 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Test:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Result:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f LNMT

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g

Date Location User Value Reason

Oct-15-2020 17:35:40 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.g Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Test:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-15-2020 17:35:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Initial Entry
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

5.a Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-15-2020 17:35:52 ACV0PFEINFP6000  Data Entry: Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

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

(b) (4)

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

FDA-CBER-2021-5683-0969553



Page 569 of 931

***Confidential***

Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Not Applicable

5.b

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

Initial Entry
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Test:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Result:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.b LNMT

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c

Date Location User Value Reason

Oct-15-2020 17:35:52 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Test:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Result:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.c LNMT

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d

Date Location User Value Reason

Oct-15-2020 17:35:52 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Test:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Result:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.d LNMT

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e

Date Location User Value Reason

Oct-15-2020 17:35:52 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Test:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Result:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.e LNMT

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f

Date Location User Value Reason

Oct-15-2020 17:35:52 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Test:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Result:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.f LNMT

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g

Date Location User Value Reason

Oct-15-2020 17:35:52 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.g Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Test:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.h

Date Location User Value Reason

Oct-15-2020 17:35:52 ACV0PFEINFP6000  Data Entry: Initial Entry09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

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

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

(b) (4)

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

FDA-CBER-2021-5683-0969565



Page 581 of 931

***Confidential***

Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.h Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.h Test:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.h Result:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.h Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.h LNMT

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.i

Date Location User Value Reason

Oct-15-2020 17:35:52 ACV0PFEINFP6000  Data Entry: Initial Entry09
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***Confidential***

Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable
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***Confidential***

Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

5.i Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.i Test:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.i Result:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.i Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.i LNMT

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.j

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0969570



Page 586 of 931
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Header Text: c4591001

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.j Sponsor ID:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.j Test:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.j Result:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.j Not Done:

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5.j LNMT

Date Location User Value Reason

Oct-15-2020 17:35:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

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

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date:

Date Location User Value Reason

Oct-15-2020 17:36:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Oct-15-2020 17:36:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: Not Ap

plicable

Systolic:: Not Ap
plicable

Diastolic:: Not Ap
plicable

Respiratory Rate in
respirations/minute:

Not Ap
plicable

Heart Rate in beats/
minute:

Not Ap
plicable

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-15-2020 17:36:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2.a Systolic:

Date Location User Value Reason

Oct-15-2020 17:36:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2.a Diastolic:
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***Confidential***

Header Text: c4591001

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

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason

Oct-15-2020 17:36:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Oct-15-2020 17:36:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Oct-15-2020 17:36:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

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

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date:

Date Location User Value Reason

Oct-15-2020 17:36:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Oct-15-2020 17:36:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifie
r::

Not Applica
ble

Oxygen Saturati
on:

Not Applica
ble

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-15-2020 17:36:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Oct-15-2020 17:36:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969574



Page 590 of 931
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Header Text: c4591001

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

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Oct-15-2020 17:37:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Oct-15-2020 17:37:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Oct-15-2020 17:37:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

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

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-15-2020 17:37:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Oct-15-2020 17:37:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-15-2020 17:37:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Medication:

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

Date Location User Value Reason

Oct-15-2020 17:37:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Oct-15-2020 17:37:34
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

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

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada)

6. Ongoing?

Date Location User Value Reason

Oct-15-2020 17:37:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

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

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-15-2020 17:37:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Oct-15-2020 17:37:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Oct-15-2020 17:37:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason

Oct-15-2020 17:37:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-20-2020 01:38:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-20-2020 01:34:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Oct-20-2020 01:34:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Oct-20-2020 01:34:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/16/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Oct-20-2020 01:34:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_B

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/16/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/13/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Jan-04-2021 12:34:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Dec-26-2020 00:37:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Date of Last Symptom Reso
lved:

Oct/18/2020

Transcription Error

Dec-25-2020 23:35:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Dec-25-2020 23:35:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Date of Last Symptom Reso
lved:

Oct/28/2020

New Information
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Dec-17-2020 22:03:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Thanks for the
response, form has
been unfreeze,
please update as
per below query

Dec-17-2020 14:06:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Candidate DM please
unfreeze for site
update.

Dec-17-2020 13:59:51
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered please unfreeze to
modify crf

Dec-17-2020 07:40:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINQUERY:
Please clarify
whether the
reported symptoms
are still ongoing? If
symptoms have
ended, please
update ‘Symptoms
Ongoing’ on to
‘NO’ and add Date
of Last Symptom
Resolved on the
CRF.

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: FEVER

Symptom Present: YES

Initial Entry

4.a Symptoms:

Date Location User Value Reason09
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

4.b

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms
:

NEW OR INCRE
ASED COUGH

Symptom
Present:

NO

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED COUG
H

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
Sympto NEW OR INCREAS

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada) ms: ED SHORTNESS OF
BREATH

Sympto
m Prese
nt:

NO

4.c Symptoms:

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED SHOR
TNESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

4.d Symptoms:

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW OR INCREA
SED MUSCLE PAI
N

Symptom
Present:

NO

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED MUSC
LE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW LOSS OF TASTE OR S
MELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW OR INCREA
SED SORE THROA
T

Symptom
Present:

NO

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969585



Page 601 of 931

***Confidential***
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Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

4.g Symptoms:

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED SORE
THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: DIARRHE

A

Symptom Presen
t:

NO

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Oct-20-2020 01:35:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Oct-20-2020 01:36:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms - Other: body ache

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Oct-20-2020 01:36:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
body ache

Initial Entry

5.b

Date Location User Value Reason

Oct-20-2020 01:36:09
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
Symptoms - Othe fever bliste

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

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

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

(b) (4)

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

FDA-CBER-2021-5683-0969587



Page 603 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada) r: r

5.b Symptoms - Other Text:

Date Location User Value Reason

Jan-11-2021
01:45:19
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Clos
ed

Closed as per
site response.

Jan-08-2021
15:06:11
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Ans
wered

this indication
was
determined
related to the
potential
COVID-19
illness

Jan-07-2021
05:18:00
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query
1: Ope
ned

Please review
"Symptom
Other" field.
Only enter
details of any
symptom
related to the
potential
COVID 19
illness that is
not listed on
the form.
Please update
as necessary.

Oct-20-2020
01:36:09
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry:
fever b
lister

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Oct-21-2020 23:13:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Oct-21-2020 23:13:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/16/2020

Initial Entry

Oct-21-2020 23:11:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:37:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Oct-21-2020 23:13:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SWABBED MATERIAL

Initial Entry

Oct-21-2020 23:11:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:37:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Oct-21-2020 23:13:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NASOPHARYNX

Initial Entry

Oct-21-2020 23:11:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry
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Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Oct-20-2020 01:37:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Oct-21-2020 23:13:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SY
NDROME CORONAVIRUS
2

Initial Entry

Oct-21-2020 23:11:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:37:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Oct-21-2020 23:13:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTI
C TEST

Initial Entry

Oct-21-2020 23:11:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:37:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Oct-21-2020 23:13:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Oct-21-2020 23:13:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Trade Name is
Other, however
Trade Name
Other, Specify is
not completed.
Please update.

Oct-21-2020 23:13:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry

Oct-21-2020 23:11:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:37:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

7. Test Result:

Date Location User Value Reason

Oct-21-2020 23:13:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEGATIVE

Initial Entry

Oct-21-2020 23:11:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:37:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Oct-21-2020 23:11:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:37:30
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada)

9. Trade Name Other, Specify:

Date Location User Value Reason

Oct-28-2020
03:01:07
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Sandip Namdeorao
Suryawanshi

Query
1: Clos
ed

Response
satisfies query

Oct-27-2020
12:37:08
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Ans
wered

Changed
Information

Oct-27-2020
12:37:08
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry:
CLIA-
certifie
d lab #
45D20
74140

Changed
Information

Oct-22-2020
18:15:27
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query
1: Ope
ned

real-time pcr
is not
indicated on
the
FDA-cleared
(including
Emergency
Use
Authorization)
diagnostic list
and is not
indicated as
'CLIA-
certified lab'
or 'ISO 15189
accredited lab'09
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

. Please verify
and update as
appropriate.
Otherwise,
please provide
clarification.

Oct-21-2020
23:13:48
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry:
real-ti
me PC
R

Initial Entry

Oct-21-2020
23:11:20
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry:

Initial Entry

Oct-20-2020
01:37:30
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data
Entry:
Not D
one

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-20-2020 01:37:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-20-2020 01:37:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-20-2020 01:38:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-20-2020 01:37:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Sample
Collected?' is
marked as No and
'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Oct-20-2020 01:37:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason

Oct-20-2020 01:38:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
collected in clinic

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

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: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-20-2020 01:38:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-20-2020 01:38:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-21-2020 22:49:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-20-2020 09:46:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-20-2020 01:38:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-20-2020 01:38:16
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

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: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada) Date of Collection:

Oct/16/2020

5.a

Date Location User Value Reason

Oct-21-2020 22:49:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1M1R

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-21-2020 22:49:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1M1R

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1.a

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner
:

SPECIA
LIST

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitio
ner:

EMERGEN
CY ROOM

Occurrence of Vi
sits or Contacts:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practi
tioner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of
Visits or Cont
acts:

YES
Number of Vi
sits or Contac
ts:

1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

1.d

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitione
r:

URGENT
CARE

Occurrence of Visi
ts or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.e

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practit
ioner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Cont
acts:

NO

Initial Entry

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
TELEPHONE CONSULTATIO
N

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry
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Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Oct-20-2020 01:39:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Hospitalization Category:

Date Location User Value Reason

Feb-06-2021 01:35:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Hospitalization Term:

Date Location User Value Reason

Feb-06-2021 01:35:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Admission Date:

Date Location User Value Reason

Feb-06-2021 01:35:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Ongoing?

Date Location User Value Reason

Feb-06-2021 01:35:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Oct-20-2020 01:43:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

Oct-20-2020 01:42:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:39:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Oct-20-2020 01:43:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

Oct-20-2020 01:42:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:39:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Oct-20-2020 01:43:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

Oct-20-2020 01:42:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Oct-20-2020 01:39:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Oct-20-2020 01:43:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

Oct-20-2020 01:42:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:39:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Oct-20-2020 01:43:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

Oct-20-2020 01:42:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Oct-20-2020 01:39:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Oct-20-2020 01:43:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

Oct-20-2020 01:42:54 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Oct-20-2020 01:39:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-20-2020 01:46:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLN
ESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Oct-21-2020 22:58:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Transcription
Error

Oct-20-2020 13:43:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-20-2020 13:43:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Respiratory Illness Diagno
sis:

COVID-19 illness

Date of Diagnosis:

Oct/7/2020

Transcription
Error

Oct-20-2020 01:46:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Yes is selected,
however, either the
diagnosis details
or date of
diagnosis is
missing. Please
correct.

Oct-20-2020 01:46:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Respiratory Illness Diagno

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

sis:

COVID-19 illness

3. Toxicity Grade:

Date Location User Value Reason

Oct-20-2020 01:46:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-21-2020 22:58:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Oct-21-2020 22:58:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Oct-21-2020 22:58:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Oct-21-2020 22:58:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one

5.a Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Test:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a Not Done:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-21-2020 23:00:03 ACV0PFEINFP6000  Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Not Done

5.b

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Test:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Result:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b Not Done:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.b LNMT

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c

Date Location User Value Reason

Oct-21-2020 23:00:03 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Test:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Result:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c Not Done:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.c LNMT

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d

Date Location User Value Reason

Oct-21-2020 23:00:03 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Test:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Result:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d Not Done:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.d LNMT

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e

Date Location User Value Reason

Oct-21-2020 23:00:03 ACV0PFEINFP6000  Data Entry: Initial Entry09
01
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ae
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(b) (4), 
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(b) (4), (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Test:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Result:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e Not Done:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.e LNMT

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f

Date Location User Value Reason

Oct-21-2020 23:00:03 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Test:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Result:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f Not Done:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.f LNMT

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g

Date Location User Value Reason

Oct-21-2020 23:00:03 ACV0PFEINFP6000  Data Entry: Initial Entry09
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Sponsor-Defined Id
entifier:

Not D
one

Test:: Not D
one

Result:: Not D
one

Not Done:: Not D
one

Lab Normal Range
:

Not D
one
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.g Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Test:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g Not Done:

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-21-2020 23:00:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 21-Aug-2020 02:51 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
LabCorp Houston, 7207 Nort
h Gessner, Houston, TX 7704
03143

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/16/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

1

Test:: Hemoglobin
_PX1

Result:: 12.2

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Not Done::

Lab Normal Ran
ge:

Low
11.1

High
15.9

Unit
g/dL

5.a Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
12.2

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

11.1

High
15.9

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Unit
g/dL

5.b

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

2

Test:: Hematocrit
_PX2

Result:: 36.3

Not Done::

Lab Normal Rang
e:

Low
34.0

High
46.6

Unit
%

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
36.3

Initial Entry

5.b LNMT

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

34.0

High
46.6

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

3

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Erythrocyte
s_PX3

Result::

Not Done:: NOT DON
E

Lab Normal Rang
e:

5.c Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Not Done:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

5

Test:: Platelets_
PX5

Result:: 357

Not Done::

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Lab Normal Range
:

Low
150

High
450

Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
357

Initial Entry

5.d LNMT

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

150

High
450

Unit
10^3/uL

Initial Entry

5.e

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

7

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Leukocytes
_PX7

Result:: 9.8

Not Done::

Lab Normal Rang
e:

Low
3.4

High
10.8

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
9.8

Initial Entry

5.e LNMT

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

3.4

High
10.8

Unit
10^3/uL

Initial Entry

5.f

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

608

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Neutrophils_
PX608

Result:: 5.4

Not Done::

Lab Normal Ran
ge:

Low
1.4

High
7.0

Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
5.4

Initial Entry

5.f LNMT

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

1.4

High
7.0

Unit
10^3/uL

Initial Entry

5.g

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

609

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Eosinophils_
PX609

Result:: 0.3

Not Done::

Lab Normal Ran
ge:

Low
0.0

High
0.40

Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.g Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.3

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.0

High
0.40

Unit
10^3/uL

Initial Entry

5.h

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

612

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Monocytes_
PX612

Result:: 0.8

Not Done::

Lab Normal Ran
ge:

Low
0.1

High
0.9

Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.h Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.8

Initial Entry

5.h LNMT

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.1

High
0.9

Unit
10^3/uL

Initial Entry

5.i

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

610

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Basophils_P
X610

Result:: 0.1

Not Done::

Lab Normal Ran
ge:

Low
0.0

High
0.2

Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.i Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.1

Initial Entry

5.i LNMT

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.0

High
0.2

Unit
10^3/uL

Initial Entry

5.j

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Lymphocytes
_PX611

Result:: 3.2

Not Done::

Lab Normal Ra
nge:

Low
0.7

High
3.1

Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.j Sponsor ID:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
3.2

Initial Entry

5.j LNMT

Date Location User Value Reason

Oct-21-2020 23:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.7

High
3.1

Unit
10^3/uL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: VITAL SIGNS - COVID - Audit Trail

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Oct-21-2020 23:08:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date:

Date Location User Value Reason

Oct-30-2020 13:08:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-30-2020 13:07:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Removing all data
to mark as not
done

Oct-21-2020 23:08:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/16/2020

Initial Entry

2.a

Date Location User Value Reason

Oct-30-2020 13:08:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: Not
Done

Diastolic:: Not
Done

Respiratory Rate in
respirations/minute:

Not
Done

Heart Rate in beats/
minute:

Not
Done

Initial Entry

Oct-30-2020 13:08:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic::

Diastolic::

Respiratory Rate in resp
irations/minute:

Heart Rate in beats/min
ute:

Removing all data
to mark as not
done

Oct-30-2020 13:08:04 ACV0PFEINFP6000  Data Entry: Removing all data09
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Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Record Identifier:: 1

Systolic::

Diastolic::

Respiratory Rate in res
pirations/minute:

Heart Rate in beats/min
ute:

8
0

to mark as not
done

Oct-30-2020 13:07:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic::

Diastolic:: 7
7

Respiratory Rate in res
pirations/minute:

Heart Rate in beats/min
ute:

8
0

Removing all data
to mark as not
done

Oct-21-2020 23:08:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 11
4

Diastolic:: 77

Respiratory Rate in res
pirations/minute:

Heart Rate in beats/mi
nute:

80

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-21-2020 23:08:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Oct-30-2020 13:08:34 ACV0PFEINFP6000  Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

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

Not Done

Oct-30-2020 13:07:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Removing all data
to mark as not
done

Oct-21-2020 23:08:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
114

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Oct-30-2020 13:08:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-30-2020 13:08:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Removing all data
to mark as not
done

Oct-21-2020 23:08:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
77

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Nov-01-2020 01:36:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed Response satisfies
query

Oct-31-2020 12:03:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered Changed data per
query

Oct-31-2020 09:03:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Reissued:Opened Please remove all
data from the
page, and then
consider adding
the form level
comment. Refer to09
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Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

section 4.11.3/4.10
of completion
guidelines.

Oct-30-2020 13:08:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-30-2020 13:05:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered This subform
(respiratory rate)
for this eCRF does
not allow for a
item level
comment of Not
Done. We can
only remove all
data on this form
and then select
Not Done. Please
advise.

Oct-30-2020 01:17:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Opened DM1: Kindly
update item level
comment as Not
Done.

Oct-28-2020 03:00:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sandip
Namdeorao
Suryawanshi

Query 1: Closed Response satisfies
query

Oct-27-2020 12:38:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Respiratory Rate
was not done.
There is not a field
to enter not done
on the form level
for this eCRF.

Oct-23-2020 03:26:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please
complete this
item. Thank you.

2.a Heart Rate in beats/minute:

Date Location User Value Reason
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Oct-30-2020 13:08:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

Oct-30-2020 13:08:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Removing all data
to mark as not
done

Oct-21-2020 23:08:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
80

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date:

Date Location User Value Reason

Oct-21-2020 23:09:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Oct-21-2020 23:09:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:
:

Not Don
e

Oxygen Saturatio
n:

Not Don
e

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-21-2020 23:09:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Oct-21-2020 23:09:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4), 
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Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020
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Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Oct-21-2020 23:09:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Oct-21-2020 23:09:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Oct-21-2020 23:09:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-21-2020 23:10:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Oct-21-2020 23:10:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-21-2020 23:10:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Medication:

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

Date Location User Value Reason

Oct-21-2020 23:10:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Oct-21-2020 23:10:42
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Time (US & Canada)

6. Ongoing?

Date Location User Value Reason

Oct-21-2020 23:10:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

(b) (4)

FDA-CBER-2021-5683-0969654



Page 670 of 931

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Oct/16/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-21-2020 23:10:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Oct-21-2020 23:10:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Oct-21-2020 23:10:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason

Oct-21-2020 23:10:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-05-2021
00:15:36
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 1: Closed As per site confirmation -
updated PD tracker

Jan-04-2021
09:33:16
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 1: Answered neither were completed as
patient was hospitalized

Jan-04-2021
07:34:52
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 3: Closed Response satisfies query

Jan-04-2021
01:43:13
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 1: Opened PDQ : Details of Sample ID
(barcode) and collection
date for either Nasal Swab
Self or Nasal Swab
expected to be completed.
Please check and update
else clarify.

Dec-31-2020
00:26:19
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answered Answer Auto Query

Dec-31-2020
00:26:19
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is completed
but Date of Collection in
both Nasal Swab Self and
Nasal Swab are missing.
Please review and update as
appropriate.
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History
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Dec-31-2020
00:26:19
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Data Entry:
Dec/18/2020

corrected

Dec-29-2020
00:40:42
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 3: Reissued:Ope
ned

DM: Date of FUP is on
18DEC2020 due to death
and Date of visit reported
after death date i.e.
21DEC2020 which is not
possible. Please verify
reported date and update
accordingly or else clarify.
Thank you.

Dec-28-2020
02:06:19
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 1: Opened PDQ : Details of Sample ID
(barcode) and collection
date for either Nasal Swab
Self or Nasal Swab
expected to be completed.
Please check and update
else clarify.

Dec-26-2020
00:45:00
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Dec-26-2020
00:44:08
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 3: Answered date is that of site
awareness and follow-up.
Please advise if date needs
to be corrected per eCRF
guidelines

Dec-26-2020
00:42:00
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened Date of Visit is after the
Date of
Completion/Discontinuation
/Death on the Follow-Up
Disposition form. Please
review and update as
appropriate.
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History
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Dec-26-2020
00:42:00
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is completed
but Date of Assessment in
the Signs and Symptoms
form is missing. Please
review and update as
appropriate.

Dec-26-2020
00:42:00
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is completed
but Date of Collection in
both Nasal Swab Self and
Nasal Swab are missing.
Please review and update as
appropriate.

Dec-26-2020
00:42:00
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Data Entry:
Dec/21/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Dec-26-2020 00:42:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_C

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020
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eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Dec-31-2020 00:55:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-31-2020 00:55:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/18/2020

Changed
Information

Dec-31-2020 00:26:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Date of assessment
is not same as Date
Visit. Please check
and correct.

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/21/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Jan-15-2021 17:58:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/26/2020

Transcription Error

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/11/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Date of Last Symptom Resolv
ed:

Dec/18/2020

Initial Entry
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4.a

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms
:

NEW OR INCRE
ASED COUGH

Symptom
Present:

NO

Initial Entry
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4.b Symptoms:

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED COUG
H

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sympto
ms:

NEW OR INCREAS
ED SHORTNESS OF
BREATH

Sympto
m Prese
nt:

YES

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED SHOR
TNESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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4.d

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW OR INCREA
SED MUSCLE PAI
N

Symptom
Present:

NO

Initial Entry
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4.e Symptoms:

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED MUSC
LE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW LOSS OF TASTE OR S
MELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason
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Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptom
s:

NEW OR INCREA
SED SORE THROA
T

Symptom
Present:

NO

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NEW OR INCREASED SORE
THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: DIARRHE

A

Symptom Presen
t:

NO

Initial Entry
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4.h Symptoms:

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Dec-26-2020 00:45:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason
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Dec-26-2020 00:45:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms - Other
:

pneumoni
a

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Dec-26-2020 00:45:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
pneumonia

Initial Entry

5.b

Date Location User Value Reason

Jan-15-2021 18:00:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Symptoms
- Other:

Acute hypoxemic r
espiratory failure

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Jan-15-2021 18:00:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Acute hypoxemic respiratory fai
lure

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969666



Page 682 of 931

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020
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Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC
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Back to Form

Date Location User Value Reason

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020
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Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC
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Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Jan-17-2021 23:00:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Closed Response satisfies
query

Jan-15-2021 17:58:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Actual Date of
Collection is more
than 14 days before
Date of First
Symptom Started on
the Signs and
Symptoms form in
the same visit.
Please review and
update as
appropriate.

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/26/2020

Initial Entry

Jan-15-2021 17:54:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Dec-28-2020 09:42:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Opened Clin: It was stated in
the SAE report
#2020506662 of
COVID-19
INFECTION that
the subject had a
SARS-CoV-2
positive test result.
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Please complete the
MICROBIOLOGY
SPECIMEN CRF
from as appropriate.

Dec-26-2020 00:45:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SWABBED MATERIAL

Initial Entry

Jan-15-2021 17:54:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Dec-26-2020 00:45:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NASOPHARYNX

Initial Entry

Jan-15-2021 17:54:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Dec-26-2020 00:45:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason
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Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYND
ROME CORONAVIRUS 2

Initial Entry

Jan-15-2021 17:54:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Dec-26-2020 00:45:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC T
EST

Initial Entry

Jan-15-2021 17:54:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Dec-26-2020 00:45:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry

Jan-15-2021 17:54:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Dec-26-2020 00:45:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

7. Test Result:09
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Date Location User Value Reason

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
POSITIVE

Initial Entry

Jan-15-2021 17:54:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Dec-26-2020 00:45:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Jan-15-2021 17:59:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-15-2021 17:59:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
TMC Lab, Memorial Hermann
Hospital 6411 Fannin, Houston
, TX, 77030-

Transcription Error

Jan-15-2021 17:59:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
TMC Lab, Memorial Hermann
Hospital
6411 Fannin, Houston, TX, 770
30-

Transcription Error

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Entered text has
either a carriage
return (line break)
or extra spaces at
the end of the text
or between words.
Please correct by
removing all data
in the field and
re-enter without
adding extra spaces
or using enter or
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tab keys.

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Performed at CLIA certified la
b -
TMC Lab, Memorial Hermann
Hospital
6411 Fannin, Houston, TX, 770
30-

Initial Entry

Jan-15-2021 17:54:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Dec-26-2020 00:45:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Jan-15-2021 17:58:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CLIA Certified Lab

Initial Entry

Jan-15-2021 17:54:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Initial Entry

Dec-26-2020 00:45:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-26-2020 00:45:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-26-2020 00:45:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-26-2020 00:45:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Dec-26-2020 00:45:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
not done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

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: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-26-2020 00:46:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-26-2020 00:46:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-26-2020 00:46:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Dec-26-2020 00:46:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
not collected as patient was hos
pitalized

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1.a

Date Location User Value Reason

Dec-26-2020 00:46:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner
:

SPECIA
LIST

Occurrence of Visits
or Contacts:

NO

Initial Entry

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner
:

SPECIA
LIST

Occurrence of Visits
or Contacts:

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-26-2020 00:46:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practi
tioner:

EMERGENC
Y ROOM

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Occurrence of
Visits or Cont
acts:

YES
Number of Vi
sits or Conta
cts:

1

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

1.c

Date Location User Value Reason

Dec-26-2020 00:46:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practit
ioner:

PRIMARY C
ARE PHYSIC
IAN

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practit
ioner:

PRIMARY C
ARE PHYSIC
IAN

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Occurrence of
Visits or Conta
cts:

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-26-2020 00:46:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason

Dec-26-2020 00:46:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitione
r:

URGENT
CARE

Occurrence of Visi
ts or Contacts:

NO

Initial Entry

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitione
r:

URGENT
CARE

Occurrence of Visi
ts or Contacts:

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-26-2020 00:46:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Dec-26-2020 00:46:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practit
ioner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Cont
acts:

NO

Initial Entry

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practit
ioner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Cont
acts:

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
TELEPHONE CONSULTATIO
N

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-26-2020 00:46:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Dec-26-2020 00:46:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-26-2020 00:46:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Dec-26-2020 00:46:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Has the subject been in intensi
ve care due to potential COVI
D-19 illness?

YES

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969680



Page 696 of 931

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HOSPITALIZATION DETAILS - Audit Trail

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Dec-26-2020 00:48:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Hospitalization Category:

Date Location User Value Reason

Dec-26-2020 00:48:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HOSPITALIZATION STATUS

Initial Entry

2. Hospitalization Term:

Date Location User Value Reason

Dec-26-2020 00:48:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
HOSPITAL

Initial Entry

3. Admission Date:

Date Location User Value Reason

Jan-26-2021 15:13:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Jan-26-2021 14:52:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Jan-21-2021 07:20:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened CLIQUERY: Please
complete the Vitals
& Vasopress CRF's.

Jan-21-2021 02:10:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Jan-18-2021 06:43:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened CLIQUERY:
Hospitalization:
This subject had
COVID-19 Illness
and was
hospitalized. Please
enter any available
information (vital

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

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

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

(b) (4)

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

FDA-CBER-2021-5683-0969682



Page 698 of 931

***Confidential***

Header Text: c4591001
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Visit on Dec/18/2020

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

signs, pulse
oxymet, respiratory
treatment, lab
results, imaging…).
Please make every
effort to obtain
these information.

Jan-15-2021 17:59:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-15-2021 17:59:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/26/2020

Transcription Error

Jan-04-2021 15:59:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLIQUERY:
Hospitalization:
This subject had
COVID-19 Illness
and was
hospitalized. Please
enter any available
information (vital
signs, pulse
oxymet, respiratory
treatment, lab
results, imaging…).
Please make every
effort to obtain
these information.

Dec-26-2020 00:48:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/11/2020

Initial Entry

4. Ongoing?

Date Location User Value Reason

Dec-26-2020 00:48:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Discharge Date:

Dec/18/2020

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Dec-26-2020 00:49:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLN
ESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Jan-20-2021
07:29:03
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Query 2: C
losed

Response
satisfies query

Jan-20-2021
00:30:40
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: A
nswered

Transcription
Error

Jan-20-2021
00:30:40
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:
YES

Respirato
ry Illness
Diagnosi
s:

covid-1
9 relate
d pneu
monia

Date of D
iagnosis:

Nov/26/
2020

Transcription
Error
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Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Jan-19-2021
09:41:54
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Query 2: O
pened

CLIQUERY:
COVID-19 Date
of Diagnosis is
11Dec2020
however Local
positive
COVID-19 test
date was
26Nov2020.
Date of
Diagnosis
should match
positive test
date in Local or
Central. Please
update or
clarify.

Dec-31-2020
00:56:53
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle

Query 1: C
losed

Discrepancy has
been closed.

Dec-31-2020
00:20:43
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: A
nswered

Changed
Information

Dec-31-2020
00:20:43
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:
YES

Respirato
ry Illness
Diagnosi
s:

covid-1
9 relate
d pneu
monia

Date of D

Changed
Information

09
01

77
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ae
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\F
in

al
\F
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al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 
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(b) (4), 
(b) (6)

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0969685
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

iagnosis:

Dec/11/
2020

Dec-26-2020
03:06:13
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle

Query 1: O
pened

Clarify COVID
RELATED
PNEUMONIA
as follows...The
term is
incomplete. If
reporting
COVID-19
RELATED
PNEUMONIA,
update the
verbatim term
as such.
Otherwise
clarify and
update the term
as appropriate.
Thank you.

Dec-26-2020
00:49:18
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:
YES

Respirato
ry Illness
Diagnosi
s:

covid re
lated pn
eumoni
a

Date of D
iagnosis:

Dec/11/
2020

Transcription
Error

09
01

77
e1
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ae
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al
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n:
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(b) (4), (b) 
(6)

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0969686
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Dec-26-2020
00:49:03
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Data Entr
y:
YES

Respirato
ry Illness
Diagnosi
s:

pneumo
nia

Date of D
iagnosis:

Dec/11/
2020

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Dec-26-2020 00:49:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
4

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr
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(b) (4), (b) 
(6)

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

(b) (4)

FDA-CBER-2021-5683-0969687
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- Audit Trail

Form Version: 21-Aug-2020 02:49 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created

09
01

77
e1

96
ae
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c9
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\F
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al

 O
n:

 0
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(b) 
(4), 
(b) (6)

(b) (4)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PL Lab, Memorial Hermann Pea
rland Hospital, 16100 South Fre
eway, Pearland, TX, 77584- , (7
13) 413-5652

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/26/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

329

Test:: C Reactive Pro
tein_PX329

Initial Entry
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(b) (4)

FDA-CBER-2021-5683-0969689
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Result::

Not Done:: NOT DONE

Lab Normal R
ange:

5.a Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

30

Test:: Alanine Aminotr
ansferase_PX30

Result:: 35

Not Done::

Initial Entry
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(b) 
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(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0969690
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Lab Normal
Range:

Low
0

High
65

Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX3
0

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
35

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
65

Unit
U/L

Initial Entry

5.c

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifie

28

Initial Entry

09
01

77
e1
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ae
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 O
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(b) (6)

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

(b) (4)

FDA-CBER-2021-5683-0969692
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

r:

Test:: Aspartate Amino
transferase_PX2
8

Result:: 19

Not Done::

Lab Normal
Range:

Low
0

High
37

Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX
28

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
19

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
37

Unit
U/L

Initial Entry

5.d

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

35

Initial Entry

09
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77
e1

96
ae

30
c9

\F
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al
\F
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al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969694
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Alkaline Phosp
hatase_PX35

Result:: 91

Not Done::

Lab Normal R
ange:

Low
39

High
136

Unit
U/L

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969695



Page 711 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
91

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

39

High
136

Unit
U/L

Initial Entry

5.e

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

21

Initial Entry
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ae

30
c9
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al
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Bilirubin_P
X21

Result:: 0.3

Not Done::

Lab Normal Rang
e:

Low
0.2

High
1.3

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.3

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.2

High
1.3

Unit
mg/dL

Initial Entry

5.f

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

47

Initial Entry
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77
e1

96
ae
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(b) (6)
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(b) (6)

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

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Blood Urea Nit
rogen_PX47

Result:: 16

Not Done::

Lab Normal R
ange:

Low
7

High
22

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
16

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

High
22

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

48

Initial Entry
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Page 716 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Creatinine_
PX48

Result:: 0.76

Not Done::

Lab Normal Rang
e:

Low
0.5

High
1.4

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.g Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.76

Initial Entry

5.g LNMT

Date Location User Value Reason

Jan-21-2021 01:18:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.5

High
1.4

Unit
mg/dL

Initial Entry

09
01

77
e1
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ae

30
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(b) (4)

FDA-CBER-2021-5683-0969702
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- Audit Trail

Form Version: 14-Jan-2021 02:30 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- Audit Trail

Form Version: 14-Jan-2021 02:30 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- Audit Trail

Form Version: 14-Jan-2021 02:30 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PL Lab, Memorial Hermann Pea
rland Hospital, 16100 South Fre
eway, Pearland, TX, 77584- , (7
13) 413-5652

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/16/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

329

Test:: C Reactive Pro
tein_PX329

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Result::

Not Done:: NOT DONE

Lab Normal R
ange:

5.a Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

30

Test:: Alanine Aminotr
ansferase_PX30

Result:: 33

Not Done::

Initial Entry
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(b) (4)
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Lab Normal
Range:

Low
0

High
65

Unit
U/L
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX3
0

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
33

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
65

Unit
U/L

Initial Entry

5.c

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifie

28

Initial Entry

09
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77
e1
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ae
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al
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 O
n:
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)

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

(b) (4)
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

r:

Test:: Aspartate Amino
transferase_PX2
8

Result:: 48

Not Done::

Lab Normal
Range:

Low
0

High
37

Unit
U/L
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX
28

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
48

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
37

Unit
U/L

Initial Entry

5.d

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

35

Initial Entry
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(b) 
(4), 
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Alkaline Phosp
hatase_PX35

Result:: 124

Not Done::

Lab Normal R
ange:

Low
39

High
136

Unit
U/L
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
124

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

39

High
136

Unit
U/L

Initial Entry

5.e

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

21

Initial Entry
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Bilirubin_P
X21

Result:: 0.3

Not Done::

Lab Normal Rang
e:

Low
0.2

High
1.3

Unit
U/L
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.3

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.2

High
1.3

Unit
U/L

Initial Entry

5.f

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

47

Initial Entry
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Blood Urea Nit
rogen_PX47

Result:: 109

Not Done::

Lab Normal R
ange:

Low
7

High
22

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
109

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

High
22

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

48

Initial Entry

09
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77
e1

96
ae

30
c9

\F
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al
\F
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al

 O
n:
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(4), 
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(b) 
(4), 
(b) (6)

(b) (4)
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Creatinine_
PX48

Result:: 4.61

Not Done::

Lab Normal Rang
e:

Low
0.5

High
1.4

Unit
mg/dL
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.g Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
4.61

Initial Entry

5.g LNMT

Date Location User Value Reason

Jan-21-2021 01:24:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.5

High
1.4

Unit
mg/dL

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-
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pr
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T
)

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969719
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PL Lab, Memorial Hermann Pea
rland Hospital, 16100 South Fre
eway, Pearland, TX, 77584- , (7
13) 413-5652

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/14/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

329

Initial Entry
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ae
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al

 O
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Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: C Reactive Pro
tein_PX329

Result::

Not Done:: NOT DONE

Lab Normal R
ange:

5.a Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

30

Test:: Alanine Aminotr
ansferase_PX30

Result:: 38

Not Done::

Initial Entry

09
01

77
e1

96
ae

30
c9
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(b) 
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(b) (6)

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

(b) (4)
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Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Lab Normal
Range:

Low
0

High
65

Unit
U/L
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX3
0

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
38

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
65

Unit
U/L

Initial Entry

5.c

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifie

28

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
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)

(b) 
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(b) (6)

(b) 
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(b) (6)
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(b) (6)

(b) (4)
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

r:

Test:: Aspartate Amino
transferase_PX2
8

Result:: 32

Not Done::

Lab Normal
Range:

Low
0

High
37

Unit
U/L
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX
28

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
32

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
37

Unit
U/L

Initial Entry

5.d

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

35

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F
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al

 O
n:
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)

(b) 
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(b) (6)

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

(b) (4)
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Alkaline Phosp
hatase_PX35

Result:: 145

Not Done::

Lab Normal R
ange:

Low
39

High
136

Unit
U/L

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969726



Page 742 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
145

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

39

High
136

Unit
U/L

Initial Entry

5.e

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

21

Initial Entry
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77
e1
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ae
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(b) (4)
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Bilirubin_P
X21

Result:: 0.3

Not Done::

Lab Normal Rang
e:

Low
0.2

High
1.3

Unit
mg/dL
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.3

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.2

High
1.3

Unit
mg/dL

Initial Entry

5.f

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

47

Initial Entry

09
01

77
e1

96
ae

30
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al
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(b) (4)
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Blood Urea Nit
rogen_PX47

Result:: 73

Not Done::

Lab Normal R
ange:

Low
7

High
22

Unit
mg/dL
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
73

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

High
22

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

48

Initial Entry
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Creatinine_
PX48

Result:: 2.43

Not Done::

Lab Normal Rang
e:

Low
0.5

High
1.4

Unit
mg/dL
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.g Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
2.43

Initial Entry

5.g LNMT

Date Location User Value Reason

Jan-21-2021 01:32:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.5

High
1.4

Unit
mg/dL

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
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al
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al
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n:
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PL Lab, Memorial Hermann Pea
rland Hospital, 16100 South Fre
eway, Pearland, TX, 77584- , (7
13) 413-5652

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/15/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

329

Initial Entry
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
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Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: C Reactive Pro
tein_PX329

Result::

Not Done:: NOT DONE

Lab Normal R
ange:

5.a Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

30

Test:: Alanine Aminotr
ansferase_PX30

Result:: 33

Not Done::

Initial Entry
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(b) 
(4), 
(b) (6)
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Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Lab Normal
Range:

Low
0

High
65

Unit
U/L
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Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Alanine Aminotransferase_PX3
0

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
33

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
65

Unit
U/L

Initial Entry

5.c

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifie

28

Initial Entry
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(b) 
(4), 
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Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

r:

Test:: Aspartate Amino
transferase_PX2
8

Result:: 40

Not Done::

Lab Normal
Range:

Low
0

High
37

Unit
U/L
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Aspartate Aminotransferase_PX
28

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
40

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0

High
37

Unit
U/L

Initial Entry

5.d

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

35

Initial Entry
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ae
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Alkaline Phosp
hatase_PX35

Result:: 130

Not Done::

Lab Normal R
ange:

Low
39

High
136

Unit
U/L
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- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
130

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

39

High
136

Unit
U/L

Initial Entry

5.e

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

21

Initial Entry
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(b) (6)

(b) 
(4), 
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- eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Bilirubin_P
X21

Result:: 0.3

Not Done::

Lab Normal Rang
e:

Low
0.2

High
1.3

Unit
mg/dL
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Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.3

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.2

High
1.3

Unit
mg/dL

Initial Entry

5.f

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

47

Initial Entry
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e1
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ae
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Blood Urea Nit
rogen_PX47

Result:: 97

Not Done::

Lab Normal R
ange:

Low
7

High
22

Unit
mg/dL

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969744



Page 760 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
97

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

7

High
22

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

48

Initial Entry
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e1
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ae
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(b) 
(4), 
(b) (6)

(b) 
(4), 
(b) (6)
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Creatinine_
PX48

Result:: 3.72

Not Done::

Lab Normal Rang
e:

Low
0.5

High
1.4

Unit
mg/dL
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Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.g Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
3.72

Initial Entry

5.g LNMT

Date Location User Value Reason

Jan-21-2021 01:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.5

High
1.4

Unit
mg/dL

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 21-Aug-2020 02:51 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PL Lab, Memorial Hermann Pea
rland Hospital, 16100 South Fre
eway, Pearland, TX, 77584- , (7
13) 413-5652

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-21-2021 01:48:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Collection date is
updated, but both
results and NOT
DONE is marked.
Please clarify.

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/26/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.a

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

1

Test:: Hemoglobin
_PX1

Result:: 12.5

Not Done::

Lab Normal Ran
ge:

Low
12

High
16

Unit
g/dL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
12.5

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.a LNMT

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

12

High
16

Unit
g/dL

Initial Entry

5.b

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

2

Test:: Hematocrit
_PX2

Result:: 36.8

Not Done::

Lab Normal Rang
e:

Low
36

High
48

Unit
%

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
36.8

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
48

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

3

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) 
(4), 
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Erythrocytes
_PX3

Result:: 4.26

Not Done::

Lab Normal Ran
ge:

Low
4.2

High
5.4

Unit
10^6/cu m
m
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
4.26

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

4.2

High
5.4

Unit
10^6/cu mm

Initial Entry

5.d

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

5

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969754



Page 770 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Platelets_
PX5

Result:: 260

Not Done::

Lab Normal Range
:

Low
133

High
450

Unit
10^3/uL
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
260

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

133

High
450

Unit
10^3/uL

Initial Entry

5.e

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

7

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Leukocytes
_PX7

Result:: 8.9

Not Done::

Lab Normal Rang
e:

Low
3.7

High
10.4

Unit
10^3/uL
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
8.9

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

3.7

High
10.4

Unit
10^3/uL

Initial Entry

5.f

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

608

Initial Entry
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Form Version: 21-Aug-2020 02:51 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Neutrophils_
PX608

Result:: 8

Not Done::

Lab Normal Ran
ge:

Low
1.5

High
8.1

Unit
10^3/uL
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eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
8

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

1.5

High
8.1

Unit
10^3/uL

Initial Entry

5.g

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

609

Initial Entry
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Form Version: 21-Aug-2020 02:51 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Eosinophils
_PX609

Result::

Not Done:: NOT DONE

Lab Normal Ran
ge:

5.g Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Not Done:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.h

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

612

Test:: Monocytes_
PX612

Result:: 0.4

Not Done::

Initial Entry
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Lab Normal Ran
ge:

Low
0.0

High
0.8

Unit
10^3/uL
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Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.h Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.4

Initial Entry

5.h LNMT

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.0

High
0.8

Unit
10^3/uL

Initial Entry

5.i

Date Location User Value Reason

Jan-21-2021 01:48:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sponsor-Defined
Identifier:

610

Transcription Error
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Form Version: 21-Aug-2020 02:51 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Basophils_
PX610

Result:: 0.1

Not Done::

Lab Normal Ran
ge:

Low
0.0

High
1.0

Unit
%

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

610

Test:: Basophils_
PX610

Result:: 0.1

Not Done:: NOT DON
E

Lab Normal Ran
ge:

Low
0.0

High
1.0

Unit
%

Initial Entry
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.i Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.1

Initial Entry

5.i Not Done:

Date Location User Value Reason

Jan-21-2021 01:48:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry: Transcription Error

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.i LNMT

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.0

High

Initial Entry
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

1.0

Unit
%

5.j

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes
_PX611

Result:: 0.5

Not Done::

Lab Normal Ra
nge:

Low
1.0

High
5.5

Unit
10^3/uL

Initial Entry

5.j Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

5.j Result:

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.5

Initial Entry

5.j LNMT

Date Location User Value Reason

Jan-21-2021 01:46:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

1.0

High
5.5

Unit
10^3/uL

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 14-Jan-2021 02:24 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 14-Jan-2021 02:24 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PL Lab, Memorial Hermann Pea
rland Hospital, 16100 South Fre
eway, Pearland, TX, 77584- , (7
13) 413-5652

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/13/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

1

Test:: Hemoglobin
_PX1

Initial Entry
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Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Result:: 8.8

Not Done::

Lab Normal Ran
ge:

Low
12

High
16

Unit
g/dL

5.a Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
8.8

Initial Entry

5.a LNMT

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

12

High

Initial Entry
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

16

Unit
g/dL

5.b

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

2

Test:: Hematocrit
_PX2

Result:: 28.7

Not Done::

Lab Normal Rang
e:

Low
36

High
48

Unit
%

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969772



Page 788 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
28.7

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
48

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

3

Initial Entry
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Erythrocytes
_PX3

Result:: 3.07

Not Done::

Lab Normal Ran
ge:

Low
4.2

High
5.4

Unit
10^6/cu m
m
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5.c Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
3.07

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

4.2

High
5.4

Unit
10^6/cu mm

Initial Entry

5.d

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

5

Initial Entry
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Test:: Platelets_
PX5

Result:: 177

Not Done::

Lab Normal Range
:

Low
133

High
450

Unit
10^3/uL
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5.d Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
177

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

133

High
450

Unit
10^3/uL

Initial Entry

5.e

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

7

Initial Entry
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Test:: Leukocytes
_PX7

Result:: 18

Not Done::

Lab Normal Rang
e:

Low
3.7

High
10.4

Unit
10^3/uL
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
18

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

3.7

High
10.4

Unit
10^3/uL

Initial Entry

5.f

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

608

Initial Entry
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(b) (6)

(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Neutrophils_
PX608

Result:: 17.6

Not Done::

Lab Normal Ran
ge:

Low
1.5

High
8.1

Unit
10^3/uL
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
17.6

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

1.5

High
8.1

Unit
10^3/uL

Initial Entry

5.g

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

609

Initial Entry
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Eosinophils
_PX609

Result::

Not Done:: NOT DONE

Lab Normal Ran
ge:

5.g Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Not Done:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.h

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

612

Test:: Monocytes_
PX612

Result:: 0.2

Not Done::

Initial Entry
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(b) (4)
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Lab Normal Ran
ge:

Low
0.0

High
0.8

Unit
10^3/uL
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.h Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.2

Initial Entry

5.h LNMT

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.0

High
0.8

Unit
10^3/uL

Initial Entry

5.i

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

610

Initial Entry
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Basophils_
PX610

Result::

Not Done:: NOT DON
E

Lab Normal Rang
e:

5.i Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Not Done:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.j

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes
_PX611

Result:: 0.2

Not Done::

Initial Entry
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(b) (4)
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Lab Normal Ra
nge:

Low
1.0

High
5.5

Unit
10^3/uL
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.j Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.2

Initial Entry

5.j LNMT

Date Location User Value Reason

Jan-21-2021 01:52:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

1.0

High
5.5

Unit
10^3/uL

Initial Entry
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e1
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ae
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(b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PL Lab, Memorial Hermann Pea
rland Hospital, 16100 South Fre
eway, Pearland, TX, 77584- , (7
13) 413-5652

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/14/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

1

Initial Entry
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eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Hemoglobin
_PX1

Result:: 8.4

Not Done::

Lab Normal Ran
ge:

Low
12

High
16

Unit
g/dL

5.a Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
8.4

Initial Entry

5.a LNMT

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

12

Initial Entry
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e1

96
ae

30
c9
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

High
16

Unit
g/dL

5.b

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

2

Test:: Hematocrit
_PX2

Result:: 26.7

Not Done::

Lab Normal Rang
e:

Low
36

High
48

Unit
%

Initial Entry
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Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
26.7

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

36

High
48

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

3

Initial Entry
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ae
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Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Test:: Erythrocyte
s_PX3

Result:: 13.6

Not Done::

Lab Normal Ran
ge:

Low
3.7

High
10.4

Unit
10^3/uL
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Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
13.6

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

3.7

High
10.4

Unit
10^3/uL

Initial Entry

5.d

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

5

Initial Entry
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Test:: Platelets_
PX5

Result:: 163

Not Done::

Lab Normal Range
:

Low
133

High
450

Unit
10^3/uL
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Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
163

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

133

High
450

Unit
10^3/uL

Initial Entry

5.e

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

7

Initial Entry
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Test:: Leukocytes
_PX7

Result:: 13.6

Not Done::

Lab Normal Rang
e:

Low
3.7

High
10.4

Unit
10^3/uL
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5.e Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
13.6

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

3.7

High
10.4

Unit
10^3/uL

Initial Entry

5.f

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

608

Initial Entry
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Test:: Neutrophils_
PX608

Result:: 13.1

Not Done::

Lab Normal Ran
ge:

Low
1.5

High
8.1

Unit
10^3/uL

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969798



Page 814 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
13.1

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

1.5

High
8.1

Unit
10^3/uL

Initial Entry

5.g

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

609

Initial Entry
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Test:: Eosinophils
_PX609

Result::

Not Done:: NOT DONE

Lab Normal Ran
ge:

5.g Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Eosinophils_PX609

Initial Entry

5.g Not Done:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.h

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

612

Test:: Monocytes_
PX612

Result:: 0.2

Not Done::

Initial Entry
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(b) 
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(b) (4)

FDA-CBER-2021-5683-0969800



Page 816 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Lab Normal Ran
ge:

Low
0.0

High
0.8

Unit
10^3/uL

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

(b) (4)

FDA-CBER-2021-5683-0969801



Page 817 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

5.h Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.2

Initial Entry

5.h LNMT

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

0.0

High
0.8

Unit
10^3/uL

Initial Entry

5.i

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

610

Initial Entry
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Test:: Basophils_
PX610

Result::

Not Done:: NOT DON
E

Lab Normal Rang
e:

5.i Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Basophils_PX610

Initial Entry

5.i Not Done:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT DONE

Initial Entry

5.j

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes
_PX611

Result:: 0.3

Not Done::

Initial Entry
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Lab Normal Ra
nge:

Low
1.0

High
5.5

Unit
10^3/uL
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5.j Sponsor ID:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
0.3

Initial Entry

5.j LNMT

Date Location User Value Reason

Jan-21-2021 01:55:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Low

1.0

High
5.5

Unit
10^3/uL

Initial Entry
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Back to Form

Date Location User Value Reason

Jan-26-2021 14:42:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Back to Form

1. Date:

Date Location User Value Reason

Jan-26-2021 14:42:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/26/2020

Initial Entry

2.a

Date Location User Value Reason

Jan-26-2021 14:42:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 12
5

Diastolic:: 66

Respiratory Rate in respir
ations/minute:

44

Heart Rate in beats/minut
e:

91

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jan-26-2021 14:42:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Jan-26-2021 14:42:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
125

Initial Entry

2.a Diastolic:
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Jan-26-2021 14:42:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
66

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Jan-26-2021 14:42:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
44

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Jan-26-2021 14:42:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
91

Initial Entry
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Back to Form

1. Date:

Date Location User Value Reason

Jan-26-2021 14:47:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/28/2020

Initial Entry

2.a

Date Location User Value Reason

Jan-26-2021 14:47:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Systolic:: 9
6

Diastolic:: 6
2

Respiratory Rate in respir
ations/minute:

2
5

Heart Rate in beats/minute
:

5
7

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jan-26-2021 14:47:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Jan-26-2021 14:47:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
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Initial Entry

2.a Diastolic:

Date Location User Value Reason
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Jan-26-2021 14:47:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
62

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Jan-26-2021 14:47:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
25

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Jan-26-2021 14:47:50
(UTC-06:00) Central
Time (US & Canada)
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Initial Entry
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Jan-21-2021 01:25:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/16/2020

Initial Entry

2.a

Date Location User Value Reason

Jan-21-2021 01:25:14
(UTC-06:00) Central
Time (US & Canada)
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Oxygen Saturation: 83.3

Initial Entry
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Jan-21-2021 01:25:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Jan-21-2021 01:25:14
(UTC-06:00) Central
Time (US & Canada)
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Back to Form

1. Date:

Date Location User Value Reason

Jan-21-2021 01:26:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/12/2020

Initial Entry

2.a

Date Location User Value Reason

Jan-21-2021 01:26:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Oxygen Saturation: 93.9

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jan-21-2021 01:26:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Jan-21-2021 01:26:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
93.9

Initial Entry
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Jan-21-2021 01:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/9/2020

Initial Entry

2.a

Date Location User Value Reason

Jan-21-2021 01:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Record Identifier:: 1

Oxygen Saturation: 98.4

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jan-21-2021 01:26:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Jan-21-2021 01:26:36
(UTC-06:00) Central
Time (US & Canada)
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Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969817



Page 833 of 931

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: OXYGENATION PARAMETERS - Audit Trail

Form Version: 06-Jul-2020 21:52 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 02:08:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0969818



Page 834 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: OXYGENATION PARAMETERS - Audit Trail

Form Version: 06-Jul-2020 21:52 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 02:09:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0969819



Page 835 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: OXYGENATION PARAMETERS - Audit Trail

Form Version: 06-Jul-2020 21:52 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 02:10:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

(b) (4)

FDA-CBER-2021-5683-0969820



Page 836 of 931

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---
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Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Jan-21-2021 02:08:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/16/2020 05:16

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Jan-21-2021 02:08:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
68

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Jan-21-2021 02:08:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1.00
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Date Location User Value Reason

Jan-21-2021 02:09:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/12/2020 05:26

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Jan-21-2021 02:09:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
84

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Jan-21-2021 02:09:32
(UTC-06:00) Central
Time (US & Canada)
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1.00
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Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Jan-21-2021 02:10:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/9/2020 08:14

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Jan-21-2021 02:10:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
125

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Jan-21-2021 02:10:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
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Initial Entry
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Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Jan-26-2021 14:52:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Jan-26-2021 14:52:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Jan-26-2021 14:52:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

4. Medication:

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

Date Location User Value Reason

Jan-26-2021 14:52:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Jan-26-2021 14:52:01
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
Not Applicable

Initial Entry
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Time (US & Canada)

6. Ongoing?

Date Location User Value Reason

Jan-26-2021 14:52:01
(UTC-06:00) Central
Time (US & Canada)
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Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 01:58:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 02:00:05
(UTC-06:00) Central
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 02:02:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-21-2021 02:03:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-21-2021 01:57:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/26/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Jan-21-2021 01:57:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
OTHER

If other, specify:

Abdomen w/pelvis

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Jan-21-2021 01:57:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CT SCAN

Initial Entry

4. Assessment:

Date Location User Value Reason

Jan-21-2021 01:57:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

If abnormal, specify findings:

Extensive ground glass pulm
onary opacities in the visuali
ze lungs consistent with the g
iven history of covid-19 infe
ction

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-21-2021 01:58:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/1/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Jan-21-2021 01:58:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Jan-21-2021 01:58:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason

Jan-21-2021 01:58:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

If abnormal, specify findings:

mildly improved opacities in
the lower lobes; no definite p
neumothorax

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-21-2021 02:00:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/2/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Jan-21-2021 02:00:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Jan-21-2021 02:00:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason

Jan-21-2021 02:00:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

If abnormal, specify findings:

resolution of the right pneum
othorax and decrease in size
of the trace left apical pneum
othorax

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-21-2021 02:02:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/26/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Jan-21-2021 02:02:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Jan-21-2021 02:02:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason

Jan-21-2021 02:02:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

If abnormal, specify findings:

bilateral pneumonia

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled
Visit on Dec/18/2020

Form: IMAGING - eCRF Audit Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-21-2021 02:03:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/30/2020

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Jan-21-2021 02:03:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Jan-21-2021 02:03:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason

Jan-21-2021 02:03:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
ABNORMAL

If abnormal, specify findings:

severe viral pneumonia

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/04/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-09-2020 23:22:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/4/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Nov-09-2020 23:22:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COVID_A1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/04/2020

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-09-2020 23:23:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-09-2020 23:23:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-09-2020 23:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-09-2020 23:23:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-09-2020 23:23:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Nov/4/2020

Initial Entry

5.a

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/04/2020

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Nov-09-2020 23:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1M7C

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-09-2020 23:23:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1M7C

Initial Entry

5.b

Date Location User Value Reason

Nov-09-2020 23:23:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1M7D

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-09-2020 23:23:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1M7D

Initial Entry

5.c

Date Location User Value Reason

Nov-09-2020 23:24:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BKBHS2

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-09-2020 23:24:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BKBHS2

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/04/2020

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason

Nov-09-2020 23:24:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BKBHS3

Initial Entry

5.d Sample ID

Date Location User Value Reason

Nov-09-2020 23:24:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BKBHS3

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Nov/17/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-16-2020 00:52:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/17/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Dec-16-2020 00:52:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COVID_B1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Nov/17/2020

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-16-2020 00:52:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-16-2020 00:52:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-16-2020 00:52:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-16-2020 00:52:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-16-2020 00:52:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Date of Collection:

Nov/17/2020

Initial Entry

5.a

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Nov/17/2020

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Dec-16-2020 00:52:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1LKY

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-16-2020 00:52:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1LKY

Initial Entry

5.b

Date Location User Value Reason

Dec-16-2020 00:52:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sample ID: BP1LKZ

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-16-2020 00:52:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
BP1LKZ

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-28-2020 14:28:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/28/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-28-2020 14:28:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-28-2020 14:28:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-03-2021 10:18:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 2: Closed Response satisfies
query

Dec-31-2020 01:42:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Dec-26-2020 00:29:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Initial Entry

Dec-26-2020 00:29:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Dec-26-2020 00:29:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/18/2020

Initial Entry

Dec-23-2020 08:20:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 2: Opened CLINQUERY:
Please complete
FUP tab to indicate
end of study for this
subject

Dec-22-2020 06:09:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened SAE RECON:
AER#2020506662
the date of death
was reported as
18Dec2020 in
Safety database but
missing in CRF.
Please confirm
correct date of
death. If safety
update is required,
please submit a
follow-up form.09
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

2. Phase of Disposition:

Date Location User Value Reason

Dec-26-2020 00:29:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

3. Status:

Date Location User Value Reason

Dec-26-2020 00:29:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DEATH

Initial Entry
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Oct-20-2020 13:33:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Deleted deactivated AE
per guidelines
for covid
symptoms

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Jan-05-2021 17:41:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Deleted moved to
SOD list

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Oct-20-2020 13:33:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Deleted deactivated AE
per guidelines
for covid
symptoms

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Oct-20-2020 13:33:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Deleted deactivated AE
per guidelines
for covid
symptoms

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Oct-20-2020 13:33:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Deleted deactivated AE
per guidelines
for covid
symptoms

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Page 866 of 931

***Confidential***

Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Oct-20-2020 13:33:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Deleted deactivated AE
per guidelines
for covid
symptoms

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Form Created
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

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

Date Location User Value Reason

Oct-21-2020 08:06:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-20-2020 13:30:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered deactivated AE per
guidelines for
covid symptoms

Oct-19-2020 12:20:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened ClinQuery: Per
protocol, section
8.3.7, COVID-19
related event
"Fever” does not
qualify as AE and
should ONLY be
documented on the
COVID Illness
CRF page and
should not be
duplicated on the
AE CRF page.
Please update.
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Fever

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/2/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Oct/4/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
2

Initial Entry

7. Is the 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).

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

covid-19 infection

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-15-2020 17:20:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Transcription Error

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERED/RESOLVED

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:19:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969858



Page 874 of 931

***Confidential***

 

Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***
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1. Category:

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

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

Date Location User Value Reason

Jan-06-2021 07:38:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Closed Response satisfies
query

Jan-05-2021 17:40:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Jan-05-2021 11:36:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Reissued:Opened CLINQUERY: SOD
form is unfrozen for
updates matching to
this AE

Jan-04-2021 09:12:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Please unfreeze
SOD form for
Covid illness visit A
to update symptoms

Jan-04-2021 05:07:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Reissued:Opened CLINQUERY:
Please review query
response against09
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field #9 which
reports this event to
be related to
covid-19 infection.

Dec-26-2020 00:32:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered AE does not have to
be moved as not
related to COVID
symptoms

Dec-22-2020 10:09:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Opened CLINQUERY:
Please review if
'joint pain' should
be added to the
SOD page (COV
ILL folder) under
the
Symptoms-Other
list at bottom of
page. If so,
symptoms captured
there do not need to
be duplicated in the
AE listing.

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
joint pain

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/30/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Initial Entry

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0969860



Page 876 of 931

***Confidential***

Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Oct/4/2020 UNK:UNK

6. Toxicity Grade:

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
2

Initial Entry

7. Is the 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).

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELATED

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

OTHER

Initial Entry
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If Other, specify:

covid-19 infection

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-17-2020 04:59:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-16-2020 08:45:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-16-2020 08:45:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Transcription Error

Oct-16-2020 07:27:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: The Adverse
Event Action Taken
is DRUG
WITHDRAWN but
reason for
treatment
discontinuation is
not reported as
ADVERSE
EVENT or
DEATH. Please
review and clarify.

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DRUG WITHDRAWN

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry
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Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERED/RESOLVED

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:20:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
fatigue

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/2/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Oct/5/2020 UNK:UNK

Initial Entry
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6. Toxicity Grade:

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
2

Initial Entry

7. Is the 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).

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-21-2020
05:37:24
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Clos
ed

Response
satisfies query

Oct-20-2020
13:31:47
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1: Ans
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AE per09

01
77

e1
96

ae
30

c9
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

04
:1

6 
(G

M
T

)

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

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

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969865



Page 881 of 931

***Confidential***

Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

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

wered guidelines for
covid
symptoms

Oct-19-2020
14:28:52
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD Query
1: Ope
ned

"If not related
to study
treatment
other"
=[infection].
Any
symptoms,
AEs or other
key data
should be
collected on
the
appropriate
page. Please
clarify if this
should be
listed as an
AE or part of
pt's medhx
and update
accordingly.

Oct-15-2020
17:21:43
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data E
ntry:
NOT R
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D
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10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-16-2020 11:58:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Closed Response satisfies
query

Oct-16-2020 10:28:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error
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Oct-16-2020 10:28:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Transcription Error

Oct-16-2020 09:33:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper

Query 1: Opened CLINQUERY:
Drug Withdrawn
for AE, Fatigue,
has been selected.
However, subject
received both doses
of study
vaccination. Please
review

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
DRUG WITHDRAWN

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?09
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Date Location User Value Reason

Oct-15-2020 17:21:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

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

Date Location User Value Reason

Oct-21-2020 08:06:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-20-2020 13:31:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered deactivated AE per
guidelines for
covid symptoms

Oct-19-2020 12:22:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened ClinQuery: Per
protocol, section
8.3.7, COVID-19
related event
"Shortness of
breath” does not
qualify as AE and
should ONLY be
documented on the
COVID Illness
CRF page and
should not be
duplicated on the
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AE CRF page.
Please update.

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
shortness of breath

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/30/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Oct/4/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
2

Initial Entry

7. Is the 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).

Date Location User Value Reason

Oct-15-2020 17:22:42 ACV0PFEINFP6000  Data Entry: Initial Entry
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(UTC-06:00) Central
Time (US & Canada)

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

covid-19 infection

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?
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Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERED/RESOLVED

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:22:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

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

Date Location User Value Reason

Oct-21-2020 08:06:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-20-2020 13:32:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered deactivated AE per
guidelines for
covid symptoms

Oct-19-2020 12:22:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened ClinQuery: Per
protocol, section
8.3.7, COVID-19
related event
"Diarrhea” does
not qualify as AE
and should ONLY
be documented on
the COVID Illness
CRF page and
should not be
duplicated on the
AE CRF page.
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Please update.

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
diarrhea

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Sep/30/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Oct/3/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
2

Initial Entry

7. Is the 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).

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry09
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Time (US & Canada)

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

covid-19 infection

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?09
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Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERED/RESOLVED

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:23:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

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

Date Location User Value Reason

Oct-26-2020
12:34:02
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Clos
ed

Response
satisfies
query

Oct-20-2020
13:32:24
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Query
1: Ans
wered

deactivated
AE per
guidelines
for covid
symptoms

Oct-16-2020
00:29:16
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle Query
1: Ope
ned

Multiple
concepts in
the term
LOSS OF
TASTE
AND
SMELL.

09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

(b) (4)

(b) (4)

FDA-CBER-2021-5683-0969878



Page 894 of 931

***Confidential***

Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Please split
the term
into LOSS
OF TASTE
and LOSS
OF
SMELL
and submit
separately.
Thank you.

Oct-15-2020
17:24:33
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Data E
ntry:
loss of t
aste an
d smell

Initial
Entry

4. Start Date Time:

Date Location User Value Reason

Oct-21-2020 08:06:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Oct-20-2020 13:32:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered deactivated AE per
guidelines for
covid symptoms

Oct-19-2020 12:19:35
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened ClinQuery: Per
protocol, section
8.3.7, COVID-19
related event "Loss
of Taste and
Smell” does not
qualify as AE and
should ONLY be
documented on the
COVID Illness
CRF page and
should not be
duplicated on the
AE CRF page.
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Please update.

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Oct/1/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Oct/4/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
1

Initial Entry

7. Is the 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).

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-15-2020 17:24:33 ACV0PFEINFP6000  Data Entry: Initial Entry
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(UTC-06:00) Central
Time (US & Canada)

NO

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

covid-19 infection

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:09
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
RECOVERED/RESOLVED

Initial Entry

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

Date Location User Value Reason

Oct-15-2020 17:24:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

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

Date Location User Value Reason

Jan-20-2021 08:47:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 6: Closed Response satisfies
query

Jan-15-2021 18:19:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 6: Answered added

Jan-14-2021 12:53:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 6: Opened CLINICAL SAE
report
(#2020506662)
includes a third
serious adverse
event of Acute
Hypoxemic
Respiratory Failure
(start date
28Nov20); please
submit this event on
a 3rd event tab for
this SAE report
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Jan-04-2021 05:09:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 2: Closed Response satisfies
query

Dec-28-2020 09:35:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 5: Closed Response satisfies
query

Dec-28-2020 09:34:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 4: Closed Response satisfies
query

Dec-28-2020 09:34:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 3: Closed Response satisfies
query

Dec-26-2020 00:52:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 5: Answered entered cov ill visit
and SOD CRF form

Dec-26-2020 00:52:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 4: Answered entered cov ill visit
and SOD CRF form

Dec-26-2020 00:51:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 3: Answered entered cov ill visit

Dec-26-2020 00:38:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered COV ILL Visit was
conducted on
16OCT2020

Dec-24-2020 13:40:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 5: Opened Medical monitor:
Please the data
should still be
captured on the
appropriate CRF
pages (as for any
late data, we will
still capture it and
not ignore it) but a
swab will not be
required if
symptoms have
resolved >4d
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Dec-22-2020 09:37:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 4: Opened Medical monitor:
Despite telehealth
visit was not done,
please complete the
potential
COVID-19 Illness
Visit CRF forms
with all information
available. Should be
captured also on the
SOD CRF form

Dec-22-2020 09:35:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 3: Opened Clin: Per Prot Sect
8.1., potential
COVID-19 related
PNEUMONIA,
should have please
triggered a COVID
Illness Visit
irrespective of
perceived etiology
or clinical
significance. Please
complete the
COVID Illness
CRF forms with all
the data available.

Dec-22-2020 08:39:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 2: Opened CLINQUERY:
Please capture entry
also as a new covid
illness folder for
efficacy reporting.
Complete all
necessary pages
within the COV
ILL CRFs

Dec-22-2020 08:37:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 1: Closed to rephrase - need
COV ILL + entry
for study
discontinuation

Dec-22-2020 06:38:55
(UTC-06:00) Central

ACV0PFEINFP6000  Hayley Wyper Query 1: Opened CLINQUERY:
Covid
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Time (US & Canada) events/symptoms
should be captured
in a COV ILL
folder only. Please
add a new covid
visit folder for
December
symptoms and
remove from AE
listing

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Pneumonia

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-24-2021 22:16:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Jan-21-2021 01:00:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription
Error

Jan-21-2021 01:00:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/26/2020 UNK:UNK

Transcription
Error

Jan-20-2021 08:54:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Clinical Event
start date is
11Dec20;
however, SAE
report start date
for this event is
26Nov20. Please
review, harmonize
reporting, and
update where
applicable.

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/11/2020 UNK:UNK

Initial Entry
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5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-14-2021 12:48:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed Death date
submitted to SAE

Jan-11-2021 15:32:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Opened CLINICAL
FOLLOWUP
please submit the
END date in a
SAE safety
update; in the SAE
event section
under stop
date/time

Jan-06-2021 08:24:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Query closed; will
follow for SAE
update with the
requested SAE end
date info

Dec-26-2020 00:53:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered a SAE safety
update will be
submitted

Dec-22-2020 12:31:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINICAL please
submit the END
date in a SAE
safety update; in
the SAE event
section under stop
date/time

Dec-21-2020 14:21:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Dec/18/2020 UNK:UNK

Transcription
Error

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Initial Entry
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Dec/19/2020 UNK:UNK

6. Toxicity Grade:

Date Location User Value Reason

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
4

Initial Entry

7. Is the 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).

Date Location User Value Reason

Jan-14-2021 12:51:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed NO autopsy
information
submitted to SAE
report

Jan-06-2021 11:42:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Opened CLINICAL Please
submit a SAE
safety update
specifying if an
autopsy was
performed
(Yes/No)

Dec-22-2020 06:06:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
Pneumonia:
Response to "Is
the adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.09
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Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Is this serious event associa
ted with congenital anomal
y or birth defect?

NO

Did this serious event resul
t in death?

YES

Did this serious event requi
re or prolong hospitalizatio
n?

YES

Did this serious event resul
t in persistent or significant
disability/incapacity?

NO

Is this serious event life thr
eatening?

NO

Other medically important
serious event

NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry
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9. Is this event related to study treatment:

Date Location User Value Reason

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

COVID-19 Infection

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-18-2021 10:57:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Jan-15-2021 18:22:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-15-2021 18:22:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Transcription Error

Jan-14-2021 12:55:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINICAL Con
med treatment is
no; however SAE
report states
subject received
remdesivir and
corticosteroids for
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this event. Please
review Con Med
given, and update
if applicable

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-18-2021 10:58:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Jan-15-2021 18:22:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-15-2021 18:22:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Transcription Error

Jan-14-2021 12:56:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINICAL
Non-drug
treatment given is
NO; however, per
SAE report subject
received
mechanical
ventilation. Please
review non-drug
treatment, and
update if
applicable.
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Back to Form

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Dec-21-2020 14:18:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Response to
"What was the
outcome of this
adverse event?" is
'Fatal' but Date of
Collection /
Notification of
Death on the
Death Details
form is not
completed. Please
review and update
as appropriate.

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FATAL

Initial Entry

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

Date Location User Value Reason

Dec-21-2020 14:16:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only09
01

77
e1

96
ae

30
c9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
6 

(G
M

T
)

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

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

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

(b) (4)

FDA-CBER-2021-5683-0969892



Page 908 of 931

***Confidential***

Header Text: c4591001

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

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

Site No: 1094 Site Name: (1094) LinQ Research, LLC

Subject No: 10941112 Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason

Dec-22-2020 06:06:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
2020506662

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

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

Date Location User Value Reason

Feb-18-2021
14:06:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 6: Closed Response satisfies
query

Feb-18-2021
13:52:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 6: Reissued:Opened Clinical - thank you,
however the most
recent SAE report
has 26Nov20 as the
HOSPITALIZATION
start date as reported
in Event section
(making 23 days in
hospital). Please
update if not correct.

Feb-10-2021
21:27:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 6: Answered date of admission
was taken from
hospital source and
updated. Current date
is correct
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Feb-10-2021
18:54:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 6: Opened Clinical SAE
narrative states "As
per the daughter,
subject was admitted
to hospital on
11Dec2020 for
COVID-19
symptoms.";
however,
hospitalization dates
are reported as
26Nov20 onward.
Please review and
update admission
date if applicable

Jan-14-2021 12:50:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 5: Closed COVID test on
17Dec20 in Hosp
submitted to SAE
report

Jan-11-2021 15:38:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 5: Opened Clinical Please
submit a SAE safety
update with the date
of the subject's
positive COVID in
Hospital (in SAE Lab
section); was it from
admission on
11Dec20 or on a
subsequent day.

Jan-04-2021 05:09:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 2: Closed Response satisfies
query

Dec-28-2020
09:34:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 3: Closed Response satisfies
query

Dec-28-2020
09:34:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 4: Closed Response satisfies
query
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Dec-26-2020
00:54:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 4: Answered entered cov ill visit
and SOD CRF form

Dec-26-2020
00:54:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 3: Answered entered cov ill visit
and SOD CRF form

Dec-26-2020
00:50:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Answered cov ill visit entered

Dec-24-2020
13:40:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 4: Opened Medical monitor:
Please the data
should still be
captured on the
appropriate CRF
pages (as for any late
data, we will still
capture it and not
ignore it) but a swab
will not be required if
symptoms have
resolved >4d

Dec-24-2020
13:39:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh

Query 3: Opened Medical monitor:
Despite telehealth
visit was not done,
please complete the
potential COVID-19
Illness Visit CRF
forms with all
information
available. Should be
captured also on the
SOD CRF form

Dec-22-2020
08:39:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 2: Opened CLINQUERY: Please
capture entry also as
a new covid illness
folder for efficacy
reporting. Complete09
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all necessary pages
within the COV ILL
CRFs

Dec-22-2020
08:37:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 1: Closed to rephrase - need
COV ILL + entry for
study discontinuation

Dec-22-2020
06:38:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper Query 1: Opened CLINQUERY: Covid
events/symptoms
should be captured in
a COV ILL folder
only. Please add a
new covid visit
folder for December
symptoms and
remove from AE
listing

Dec-21-2020
14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COVID-19 Infection

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-10-2021 18:43:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Jan-26-2021 14:21:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-26-2021 14:21:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/26/2020 UNK:UNK

Transcription Error

Jan-24-2021 22:19:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Clinical
Unfrozen/Event
start date is
11Dec20; however,
SAE report start
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date for this event
is 26Nov20. Please
review, harmonize
reporting, and
update where
applicable.

Jan-21-2021 01:00:51
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered please unfreeze
form for correction

Jan-20-2021 08:54:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Clinical Event start
date is 11Dec20;
however, SAE
report start date for
this event is
26Nov20. Please
review, harmonize
reporting, and
update where
applicable.

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Dec/11/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-21-2020 14:21:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Dec/18/2020 UNK:UNK

Transcription
Error

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Dec/19/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason09
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Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
4

Initial Entry

7. Is the 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).

Date Location User Value Reason

Dec-22-2020 06:06:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
COVID-19
Infection:
Response to "Is
the adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Is this serious event associa
ted with congenital anomal
y or birth defect?

NO

Did this serious event resul
t in death?

YES

Did this serious event requi
re or prolong hospitalizatio
n?

Initial Entry
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YES

Did this serious event resul
t in persistent or significant
disability/incapacity?

NO

Is this serious event life thr
eatening?

NO

Other medically important
serious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

COVID-19

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason
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Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-18-2021 10:57:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Jan-15-2021 18:24:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription
Error

Jan-15-2021 18:24:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Transcription
Error

Jan-14-2021 12:58:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened CLINICAL Con
Med given is NO;
however, SAE
report states
subject received
remdesivir and
convalescent
immune serum.
Please review Con
Med given, and
update if
applicable.

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:
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Date Location User Value Reason

Dec-21-2020 14:18:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Response to
"What was the
outcome of this
adverse event?" is
'Fatal' but Date of
Collection /
Notification of
Death on the
Death Details
form is not
completed. Please
review and update
as appropriate.

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FATAL

Initial Entry

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

Date Location User Value Reason

Dec-21-2020 14:19:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-21-2020 14:19:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Changed
Information

Dec-21-2020 14:17:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened More than 1 AE
for this patient has
"Did the adverse
event cause the
subject to be
discontinued from
the study?"
marked as 'Yes'.

Dec-21-2020 14:17:28 ACV0PFEINFP6000  Data Entry: Initial Entry
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(UTC-06:00) Central
Time (US & Canada)

YES

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Dec-22-2020 06:06:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
2020506662

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

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

Date Location User Value Reason

Feb-18-2021 13:52:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Feb-15-2021 20:43:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Reissued:Opened Clinical SAE report
says subject was
'compassionately
extubated'; please
specify date of
extubation. ALSO
provide date of
intubation, which is
not provided.

Feb-10-2021 21:33:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered End date of event is
date of extubation

Feb-10-2021 18:56:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Clinical SAE report
says subject was
'compassionately
extubated'; please
specify date of
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extubation. ALSO
provide date of
intubation, which is
not provided.

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Acute hypoxemic respiratory
failure

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Nov/28/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

End Date Time:

Dec/18/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-11-2021 14:47:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Feb-10-2021
21:32:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Feb-10-2021
21:32:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
4

Changed Information

Feb-10-2021 ACV0PFEINFP6000  Query 1: Opened CLINQUERY: please
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07:40:56
(UTC-06:00) Central
Time (US & Canada)

clarify if the toxicity
grade for Acute
hypoxemic respiratory
failure should be
reported as 4 (protocol
10.3.3
LIFE-THREATENING:
Life-threatening
consequences; urgent
intervention indicated).

Feb-09-2021
15:05:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Candidate CLINQUERY: please
clarify if the toxicity
grade for Acute
hypoxemic respiratory
failure should be
reported as 4 (protocol
10.3.3
LIFE-THREATENING:
Life-threatening
consequences; urgent
intervention indicated).

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
3

Initial Entry

7. Is the 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).

Date Location User Value Reason

Feb-18-2021 13:53:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Closed the event is now
listed as a cause of
death

Feb-10-2021 18:47:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 2: Opened Clinical Event
serious criteria
include DEATH;
however, in SAE09
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report
(2020506662) the
event Hypoxemic
Resp Failure is
NOT listed as a
cause of Death.
Please review and
update as required.

Jan-18-2021 04:56:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Acute
hypoxemic
respiratory failure:
Response to "Is the
adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Is this serious event associa
ted with congenital anomal
y or birth defect?

NO

Did this serious event result
in death?

YES

Did this serious event requi
re or prolong hospitalizatio
n?

YES

Did this serious event result
in persistent or significant d
isability/incapacity?

Initial Entry
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NO

Is this serious event life thr
eatening?

NO

Other medically important s
erious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT RELATED

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

OTHER

If Other, specify:

COVID-19 Pneumonia

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NOT APPLICABLE

Initial Entry
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11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-15-2021 20:44:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Feb-10-2021 21:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Feb-10-2021 21:33:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
YES

Changed
Information

Feb-10-2021 18:57:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened Clinical - SAE
report mentions
extubation; if
subject was
intubated for this
SAE, please
update non-drug
Treatment = NO

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

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

Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
FATAL

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?09
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Date Location User Value Reason

Jan-15-2021 18:22:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Jan-18-2021 04:56:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
2020506662

Initial Entry
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Back to Form

1. Date of Collection / Notification of Death:

Date Location User Value Reason

Mar-11-2021
17:13:10
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 2: Closed I've requested the page be
unfrozen

Mar-11-2021
17:01:05
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 2: Answered Please unfreeze CRF for
correction

Mar-11-2021
16:25:12
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 2: Opened CLINQUERY: please
confirm that 'Acute
hypoxemic respiratory
failure' should be added as a
cause of death. Note: this
event is reported as fatal.

Jan-19-2021
16:13:00
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 1: Closed Query incorrect, closing.

Jan-04-2021
06:19:06
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 1: Reissued:Ca
ndidate

Issue added in DM Meeting
and Q & A sheet.

Dec-26-2020
01:17:00
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Query 1: Answered Date of discontinuation is
date of death on
18DEC2020. Date of
notification of death was on
21DEC2020. Please advise
if date needs to be changed.

Dec-26-2020 ACV0PFEINFP6000  auto query Query 1: Opened Date of Collection /09
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00:29:40
(UTC-06:00)
Central Time (US &
Canada)

(autoquery) Notification of Death is
greater than the Date of
Completion/Discontinuation
/Death on the Disposition
form 18/Dec/2020. Please
review and update as
appropriate

Dec-21-2020
14:18:21
(UTC-06:00)
Central Time (US &
Canada)

ACV0PFEINFP6000  Data Entry:
Dec/21/2020

Initial Entry

2.a

Date Location User Value Reason

Dec-21-2020 14:18:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Cause of D
eath Status
:

PRIMARY CA
USE OF DEAT
H

Cause of D
eath:

COVID-19 Infe
ction

Initial Entry

2.a Cause of Death Status:

Date Location User Value Reason

Dec-21-2020 14:18:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
PRIMARY CAUSE OF DEA
TH

Initial Entry

2.a Cause of Death:

Date Location User Value Reason

Dec-21-2020 14:18:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
COVID-19 Infection

Initial Entry

2.b

Date Location User Value Reason09
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Dec-21-2020 14:18:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Cause of
Death Stat
us:

SECONDARY
CAUSE OF DE
ATH

Cause of
Death:

Pneumonia

Initial Entry

2.b Cause of Death Status:

Date Location User Value Reason

Dec-21-2020 14:18:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
SECONDARY CAUSE OF
DEATH

Initial Entry

2.b Cause of Death:

Date Location User Value Reason

Dec-21-2020 14:18:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Pneumonia

Initial Entry
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Back to Form

1. Subject Status

Date Location User Value Reason

Feb-08-2021 01:08:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Closed Response satisfies
query

Feb-06-2021 01:36:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Answered Changed data per
query

Feb-03-2021 04:29:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Query 1: Opened DM: Please update
HOSPITALIZATION
DETAILS form
under COVID ILL
visit dated
7OCT2020 and
16OCT2020. Thank
you.

Dec-26-2020
00:29:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Oct-28-2020 14:28:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-09-2020 11:04:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZ
ED

Initial Entry

Sep-09-2020 11:03:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-26-2020 00:29:40
(UTC-06:00) Central

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/18/2020

Initial Entry09
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Time (US & Canada)

Oct-28-2020 14:28:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/28/2020

Initial Entry

Sep-09-2020 11:04:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/8/2020

Initial Entry

Sep-09-2020 11:03:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/8/2020

Initial Entry
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Back to Form

1. Casebook Signature

Date Location User Value Reason

Nov-04-2020 09:38:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Data Entry:
Click Here to Enable

Initial Entry
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