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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

High
n‘a
Nov-13-2020 15:08:13 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (s)' , Low Information
Time (US & Canada) ®©) 10
Oct-28-2020 15:00:05 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (;';)' . Low Information
Time (US & Canada) ) (6) <10
5b
Date L ocation User Value Reason
Oct-28-2020 15:20:02 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (ﬁ)- . Sponsor-Defi 30
Time (US & Canada) A ned | dentifier
Test:: Alanine Aminotr
ansferase PX30
Result::
Not Done:: NOT DONE
Lab Normal
Range:
Oct-28-2020 14:26:20 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defi 30
Time (US & Canada) ned I dentifier
Test:: Alanine Aminotr
ansferase PX30
Result:: 19 u/l
Not Done::
Lab Normal
Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.b Sponsor ID:

Date L ocation User Value Reason

Oct-28-2020 14:26:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |30

(US & Canada)

5.b Test:

Date L ocation User Value Reason

Oct-28-2020 14:26:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Alanine Aminotransferase PX30

Time (US & Canada) ®) ()

5.b Result:

Date L ocation User Value Reason

Oct-29-2020 04:53:36 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

(UTC-06:00) Centra query

Time (US & Canada)

Oct-28-2020 15:20:02 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central <§)- .

Time (US & Canada) ) ©®)

Oct-28-2020 14:27:01 ACVOPFEINFP6000 | (b) Query 1: Answered lab normal rangeis

(UTC-06:00) Central (ﬁ)- . n/a

Time (US & Canada) ) ©)

Oct-28-2020 14:26:20 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but

(UTC-06:00) Centra (autoquery) lab normal range

Time (US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.

Oct-28-2020 14:26:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)- . 19 u/l

Time (US & Canada) ) ©)

5.b Not Done:

Date L ocation User Value Reason

Oct-28-2020 15:20:02 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (;‘;)v . NOT DONE

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.c
Date L ocation User Value Reason
Oct-28-2020 15:20:21 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central ), Sponsor-Defi 28
Time (US & Canada) ©46) ned I dentifier
Test:: Aspartate Amino
transferase_PX2
8
Result::
Not Done::  NOT DONE
Lab Normal
Range:
Oct-28-2020 14:26:20 ACVOPFEINFPE000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defi 28
Time (US & Canada) ned I dentifier
Test:: Aspartate Amino
transferase_PX2
8
Result:: 34 ull
Not Done::
Lab Normal
Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.¢c Sponsor 1D:

Date L ocation User Value Reason

Oct-28-2020 14:26:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |28

(US & Canada)

5.c Test:

Date Location User Value Reason

Oct-28-2020 14:26:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Aspartate Aminotransferase PX2

Time (US & Canada) ®) () 8

5.c Result:

Date L ocation User Value Reason

Oct-29-2020 04:53:45 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

(UTC-06:00) Centra query

Time (US & Canada)

Oct-28-2020 15:20:21 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central <§)- .

Time (US & Canada) ) ©®)

Oct-28-2020 14:27:29 ACVOPFEINFP6000 | (b) Query 1: Answered lab normal rangeis

(UTC-06:00) Central (ﬁ)- . n‘a

Time (US & Canada) S

Oct-28-2020 14:26:20 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present, but

(UTC-06:00) Centra (autoquery) lab normal range

Time (US & Canada) (Low, high or Unit)
ismissing. Please
correct or confirm.

Oct-28-2020 14:26:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)- . 34ull

Time (US & Canada) (b) )

5.c Not Done:

Date L ocation User Value Reason

Oct-28-2020 15:20:21 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (;‘;)v . NOT DONE

Time (US & Canada) ® ©)

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2
on Oct/07/2020

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5d
Date L ocation User Value Reason
Oct-28-2020 14:26:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Define 35
(US& Canada) d I dentifier:

Test:: Alkaline Phosph

atase PX35

Result::

Not Done:: NOT DONE

Lab Normal Ra

nge:
5.d Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:26:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |35
(US & Canada)
5.d Test:
Date Location User Value Reason
Oct-28-2020 14:26:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Alkaline Phosphatase PX35
Time (US & Canada) ®®)
5.d Not Done:
Date Location User Value Reason
Oct-28-2020 14:26:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . NOT DONE
Time (US & Canada) ® ©)
5e
Date L ocation User Value Reason
Oct-28-2020 14:26:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Ide 21
(US & Canada) ntifier:

Test:: Bilirubin_P

X21
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Result::
Not Done::

Lab Normal Range:

NOT DON
E

5.e Sponsor 1D:

Date L ocation User Value Reason
Oct-28-2020 14:26:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |21

(US & Canada)

5.eTest:

Date Location User Value Reason
Oct-28-2020 14:26:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . Bilirubin_PX21

Time (US & Canada) ®©)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Back to Form

5.eNot Done:
Date Location User Value Reason
Oct-28-2020 14:26:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘): . NOT DONE
Time (US & Canada) ®®)
5.f
Date Location User Value Reason
Oct-29-2020 15:51:56 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central o Sponsor-Defin 47
Time (US & Canada) R ed | dentifier:
Test:: Blood Urea Nitr
ogen_PX47
Result:: 32
Not Done::
Lab Normal R Low
ange: 10
High
25
Unit
mg/dL
Oct-29-2020 15:51:25 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central o Sponsor-Defin 47
Time (US & Canada) R ed | dentifier:
Test:: Blood Urea Nitr
ogen_PX47
Result:: 31
Not Done::
Lab Normal R Low
ange: 10
High
25
Unit
mg/dL
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Oct-29-2020 14:01:21 ACVOPFEINFPG000 |(b) DataEntry: Transcription Error
(UTC-06:00) Central @), Sponsor-Defin 47
Time (US & Canada) ®)®) ed | dentifier:
Test:: Blood Urea Nitr
ogen_PX47
Result:: 32
Not Done::
Lab Normal R Low
ange: 10
High
25
Unit
mg/dL
Oct-29-2020 14:00:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @), Sponsor-Defin 47
Time (US & Canada) () (©) ed I dentifier:
Test:: Blood Urea Nitr
ogen_PX47
Result:: 32
Not Done:: NOT DONE
Lab Normal R Low
ange: 10
High
25
Unit
mg/dL
Oct-28-2020 14:26:20 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor -Define 47
Time (US & Canada) d Identifier:
Test:: Blood Urea Nit
rogen_PX47
Result::
Not Done:: NOT DONE
Lab Normal R
ange:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.f Sponsor ID:

Date L ocation User Value Reason

Oct-28-2020 14:26:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |47

(US & Canada)

5.f Test:

Date L ocation User Value Reason

Oct-28-2020 14:26:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Blood Urea Nitrogen_PX47

Time (US & Canada) ®) ()

5.f Result:

Date L ocation User Value Reason

Oct-29-2020 15:51:56 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (ﬁ)y . 32

Time (US & Canada) ®®)

Oct-29-2020 15:51:25 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (ﬁ)- . 31

Time (US & Canada) ®©)

Oct-29-2020 14:00:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . 32

Time (US & Canada) ®®)

5.f Not Done:

Date L ocation User Value Reason

Oct-29-2020 14:04:44 ACVOPFEINFP6000 | (0) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (0) (6) query

Time (US & Canada)

Oct-29-2020 14:01:21 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:01:21 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (ﬁ)y .

Time (US & Canada) ®®)

Oct-29-2020 13:58:22 | ACVOPFEINFP6000 |®) ). () (6) | Query 1: Opened Per 070ct2020
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

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

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

Basic metabolic
profile, BUN is 32
with areference
range of 10-25

mg/dL. please
reconcile
Oct-28-2020 14:26:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . NOT DONE
Time (US & Canada) ®©)
5f LNMT
Date Location User Value Reason
Oct-29-2020 14:00:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . Low
Time (US & Canada) ®©) 10
High
25
Unit
mg/dL
50
Date L ocation User Value Reason
Oct-28-2020 15:02:15 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)' . Sponsor -Defined | 48 Information
Time (US & Canada) ) ©) dentifier:
Test:: Creatinine_
PX48
Result:: 114
Not Done::
Lab Normal Rang Low
€ 0.70
High
1.40
Unit
mg/dL
Oct-28-2020 14:26:20 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/07/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
(UTC-06:00) Centra (autocalc) Sponsor-Defined | 48
Time (US & Canada) dentifier:
Test:: Creatinine_
PX48
Result:: 114
Not Done::
Lab Normal Rang
€

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.g Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:26:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |48
(US & Canada)
5.9 Test:
Date Location User Value Reason
Oct-28-2020 14:26:20 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Creatinine_PX48
Time (US & Canada) ®) ()
5.9 Result:
Date Location User Value Reason
Oct-29-2020 04:53:56 ACVOPFEINFPGE000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies
(UTC-06:00) Centra query
Time (US & Canada)
Oct-28-2020 14:27:52 ACVOPFEINFP6000 |(b) Query 1: Answered lab normal rangeis
(UTC-06:00) Central (ﬁ)’ . n‘a
Time (US & Canada) ®©)
Oct-28-2020 14:26:20 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but 1ab normal
Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.
Oct-28-2020 14:26:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . 1.14
Time (US & Canada) ®©)
5gLNMT
Date L ocation User Value Reason
Oct-28-2020 15:02:15 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (;‘)v . Low Information
Time (US & Canada) ®) © 0.70
High
1.40
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 21-Aug-2020 02:49
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Unit
mg/dL
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:58

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

Audit Trail

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

Date

L ocation

User Value Reason

Oct-28-2020 14:33:10
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) Form Created

(OF
(b) (6)

*** Confidential***
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Audit Trail

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

Date

L ocation

User Value Reason

Oct-28-2020 14:57:16
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) Form Created

(4),
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/07/2020

Form Version: 10-Oct-2020 15:58
Site No: 1098

Subject No: 10981024
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trall

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

Date L ocation

User Value Reason

Oct-29-2020 15:53:07 ACVOPFEINFP&000
(UTC-06:00) Central Time
(US & Canada)

(b) Form Cresated
4),
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | CLINICAL CHEMISTRY
(US & Canada)
2. Laboratory Name and Address
Date L ocation User Value Reason
Oct-28-2020 14:52:46 ACVOPFEINFP6000 | (o) Data Entry: Changed
(UTC-06:00) Central (;‘)v . MDMC Lab Information
Time (US & Canada) ®)(©)
Oct-28-2020 14:33:10 ACVOPFEINFP5000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ﬁ o na
Time (US & Canada) ®) ©)
3. Collection Date:
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . Oct/9/2020
Time (US & Canada) ®©)
4. Specimen Type:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central Time (autocalc) | BLOOD
(US & Canada)
5.a
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined 329
(US& Canada) | dentifier:
Test:: C Reactive Prot
ein_PX329
Result::
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

Not Done:: NOT DONE
Lab Normal Ran
ge
5.a Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 329
(US & Canada)
5.aTest:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3% . C Reactive Protein_PX 329
Time (US & Canada) ®)©
5.a Not Done:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)1 . NOT DONE
Time (US & Canada) ®)©
5b
Date L ocation User Value Reason
Nov-13-2020 15:19:07 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)' . Sponsor-Defi 30 Information
Time (US & Canada) B ned I dentifier
Test:: Alanine Aminotr
ansferase_PX30
Result:: 51
Not Done::
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 15:58
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Lab Normal Low
Range: n‘a
High
50
Unit
U/L
Oct-28-2020 14:33:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central g‘tg & Sponsor-Defi 30
Time (US & Canada) ned ldentifier
Test:: Alanine Aminotr
ansferase_PX30
Result:: 51
Not Done::
Lab Normal Low
Range: <50
Unit
U/L
Oct-28-2020 14:33:10 ACVOPFEINFP6000 | autocalc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor -Defin 30
Time (US & Canada) ed | dentifier:
Test:: Alanine Aminotr
ansferase PX30
Result:: 51
Not Done::
Lab Normal
Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.b Sponsor ID:

Date L ocation User Value Reason

Oct-28-2020 14:33:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |30

(US & Canada)

5.b Test:

Date L ocation User Value Reason

Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Alanine Aminotransferase PX30

Time (US & Canada) ®) ()

5.b Result:

Date L ocation User Value Reason

Oct-29-2020 04:58:01 ACVOPFEINFPGE000 |(b) (4), (b) (6) | Query 1: Closed DM1: Please verify

(UTC-06:00) Centra once and update

Time (US & Canada) higher range else
confirm. Thank
you.

Oct-28-2020 14:34:27 ACVOPFEINFP6000 |(b) Query 1: Answered high for normal lab

(UTC-06:00) Centra (s)' 5 rangeis not

Time (US & Canada) ®®) available.

Oct-28-2020 14:33:10 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-06:00) Centra (autoquery) but 1ab normal

Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.

Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry

(UTC-06:00) Central (g), . 51

Time (US & Canada) ®©)

5bLNMT

Date L ocation User Value Reason

Nov-13-2020 15:19:07 ACVOPFEINFP6000 |(b) Data Entry: Changed

(UTC-06:00) Centra (s)' . Low Information

Time (US & Canada) ®©) na

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

High
50
Unit
U/L
Oct-28-2020 14:33:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Low
Time (US & Canada) ®®) <50
Unit
U/L
5.c
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defin 28
(US & Canada) ed | dentifier:
Test:: Aspartate Aminotr
ansferase PX28
Result:: 32
Not Done::
Lab Normal R Low
ange: 8
High
42
Unit
uU/L
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Header Text: c4591001
Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.¢c Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |28
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Aspartate Aminotransferase PX2
Time (US & Canada) ®) () 8
5.c Result:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 32
Time (US & Canada) ®®)
5.cLNMT
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 8

High

42
Unit
U/L
5d
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Define 35
(US & Canada) d Identifier:
Test:: Alkaline Phosph
atase PX35
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 15:58
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Result:: 82
Not Done::
Lab Normal Ra Low
nge: 38
High
126
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.d Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |35
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Alkaline Phosphatase PX35
Time (US & Canada) ®) ()
5.d Result:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 82
Time (US & Canada) ®®)
5dLNMT
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 38

High

126
Unit
U/L
5.e
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Ide 21
(US & Canada) ntifier:
Test:: Bilirubin_P
X21
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 15:58
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Result:: 0.6
Not Done::

Lab Normal Range: Low
0.0

High
14

Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Oct/07/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
5.e Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |21
(US & Canada)
5.eTest:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Bilirubin_PX21
Time (US & Canada) ®) ()
5.e Result:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 0.6
Time (US & Canada) ®®)
5.eLNMT
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 0.0

High

14
Unit
mg/dL
5f
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Define 47
(US & Canada) d Identifier:
Test:: Blood Urea Nitr
ogen_PX47
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 15:58
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Result:: 33
Not Done::
Lab Normal Ra Low
nge: 10
High
25
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.f Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |47
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Blood Urea Nitrogen_PX47
Time (US & Canada) ®) ()
5.f Result:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 33
Time (US & Canada) ®®)
5f LNMT
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 10

High

25
Unit
mg/dL
5.9
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 48
(US & Canada) entifier:
Test:: Crestinine P
X48
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 15:58
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Result:: 1.10
Not Done::

Lab Normal Range: Low
0.70

High
1.40

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.g Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |48
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Creatinine_PX48
Time (US & Canada) ®) ()
5.9 Result:
Date L ocation User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 1.10
Time (US & Canada) ®®)
5.gLNMT
Date Location User Value Reason
Oct-28-2020 14:33:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 0.70

High

1.40
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

1. Lab Panel:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | CLINICAL CHEMISTRY
(US & Canada)
2. Laboratory Name and Address
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . MDMC Lab
Time (US & Canada) ®®)
3. Collection Date:
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), . Oct/8/2020
Time (US & Canada) ®®)
4. Specimen Type:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLOOD
(US & Canada)
5.a
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined 329
(US & Canada) I dentifier:

Test:: C Reactive Prot

ein_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran

ge:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:58

- Unscheduled Visit

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.a Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 329
(US & Canada)
5.aTest:
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . C Reactive Protein_PX 329
Time (US & Canada) ®) (©)
5.a Not Done:
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . NOT DONE
Time (US & Canada) ®®)
5b
Date L ocation User Value Reason
Nov-13-2020 15:20:27 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ), . Sponsor-Defi 30 Information
Time (US & Canada) S ned | dentifier
Test:: Alanine Aminotr
ansferase PX30
Result:: 58
Not Done::
Lab Normal Low
Range: n‘a
High
50
Unit
uU/L
Oct-28-2020 14:57:16 ACVOPFEINFPE000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defi 30
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 15:58
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Time (US & Canada)

ned ldentifier
Test:: Alanine Aminotr
ansferase PX30
Result:: 58
Not Done::
Lab Normal Low
Range: <50
High
n/a
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.b Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |30
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Alanine Aminotransferase PX30
Time (US & Canada) ®) ()
5.b Result:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 58
Time (US & Canada) ®®)
5bLNMT
Date L ocation User Value Reason
Nov-13-2020 15:20:27 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)v . Low Information
Time (US & Canada) ®®) na
High
50
Unit
U/L
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®) (6) <50
High
n/a
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2-

on Oct/07/2020

Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.c
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defin 28
(US& Canada) ed | dentifier:
Test:: Aspartate Aminotr
ansferase PX28
Result:: 38
Not Done::
Lab Normal R Low
ange: 8
High
42
Unit
uU/L
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Header Text: c4591001
Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.¢c Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |28
(US & Canada)
5.c Test:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Aspartate Aminotransferase PX2
Time (US & Canada) ®) () 8
5.c Result:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 38
Time (US & Canada) ®®)
5.cLNMT
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 8

High

42
Unit
U/L
5d
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Define 35
(US & Canada) d Identifier:
Test:: Alkaline Phosph
atase PX35
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 15:58
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Result:: 86
Not Done::
Lab Normal Ra Low
nge: 38
High
126
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.d Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |35
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Alkaline Phosphatase PX35
Time (US & Canada) ®) ()
5.d Result:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 86
Time (US & Canada) ®®)
5dLNMT
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 38

High

126
Unit
U/L

5.e
Date L ocation User Value Reason
Nov-13-2020 16:36:18 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central Cm Sponsor-Defined | 21
Time (US & Canada) ®®) dentifier:

Test:: Bilirubin_P

X21
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Result:: 0.3
Not Done::
Lab Normal Range Low
: 0.0
High
14
Unit
mg/dL
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined | 21
Time (US & Canada) dentifier:
Test:: Bilirubin_P
X21
Result:: 0.3
Not Done::
Lab Normal Range Low
: 0.0
High
1,4
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.e Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |21
(US & Canada)
5.eTest:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Bilirubin_PX21
Time (US & Canada) ®) ()
5.e Result:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 0.3
Time (US & Canada) ®®)
5.eLNMT
Date Location User Value Reason
Nov-13-2020 16:47:24 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central () (6) query
Time (US & Canada)
Nov-13-2020 16:36:18 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Nov-13-2020 16:36:18 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (3)' . Low
Time (US & Canada) ®®) 0.0

High

14
Unit
mg/dL
Nov-13-2020 16:35:33 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per source, is 1.4
(UTC-06:00) Central () (6) (not 1,4). please
Time (US & Canada) reconcile.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3): . Low
Time (US & Canada) ® ©) 0.0
High
14
Unit
mg/dL
5f
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Define 47
(US & Canada) d Identifier:
Test:: Blood Urea Nitr
ogen PX47
Result:: 29
Not Done::
Lab Normal Ra Low
nge: 10
High
25
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.f Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |47
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Blood Urea Nitrogen_PX47
Time (US & Canada) ®) ()
5.f Result:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 29
Time (US & Canada) ®®)
5f LNMT
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 10

High

25
Unit
mg/dL
5.9
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Id 48
(US & Canada) entifier:
Test:: Crestinine P
X48
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 15:58
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Result:: 1.00
Not Done::

Lab Normal Range: Low
0.70

High
1.40

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.g Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |48
(US & Canada)
5.9 Test:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Creatinine_PX48
Time (US & Canada) ®) ()
5.9 Result:
Date L ocation User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 1.00
Time (US & Canada) ®®)
5.gLNMT
Date Location User Value Reason
Oct-28-2020 14:57:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 0.70

High

1.40
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | CLINICAL CHEMISTRY

2. Laboratory Name and Address

Date L ocation User Value Reason

Oct-29-2020 15:53:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . MDMC

Time (US & Canada) (b) ()

3. Callection Date:

Date L ocation User Value Reason

Oct-30-2020 01:23:29 ACVOPFEINFP6000 | Sandip Query 1: Closed Response satisfies

(UTC-06:00) Centra Namdeorao query

Time (US & Canada) Suryawanshi

(pfe.suryasl8)

Oct-29-2020 16:39:44 ACVOPFEINFPE000 | (b) Query 1: Answered AE log has been

(UTC-06:00) Central (f")' . updated according

Time (US & Canada) ®®) to the query.

Oct-29-2020 15:53:07 ACVOPFEINFP6000 | auto query Query 1: Opened Collection Date is

(UTC-06:00) Centra (autoquery) before Date of First

Time (US & Canada) Symptom Started on
the Signs and
Symptoms formin
the same visit.
Please review and
update as
appropriate.

Oct-29-2020 15:53:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (;‘)' . Oct/4/2020

Time (US & Canada) ®) ©)

4. Specimen Type:

Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

Oct-29-2020 15:53:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLOOD
(US & Canada)
5.a
Date L ocation User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined 329
(US & Canada) | dentifier:

Test:: C Reactive Prot

ein_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ran

ge:
5.a Sponsor 1D:
Date Location User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 329
(US & Canada)
5.a Test:
Date Location User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . C Reactive Protein_PX329
Time (US & Canada) ®©)
5.aNot Done:
Date Location User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . NOT DONE
Time (US & Canada) ®) ©
5b
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Nov-13-2020 15:21:54 ACVOPFEINFPG000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)’ . Sponsor-Defi 30 Information
Time (US & Canada) ®)® ned | dentifier
Test:: Alanine Aminotr
ansferase PX30
Result:: 19
Not Done::
Lab Normal Low
Range: n‘a
High
50
Unit
U/L
Oct-29-2020 16:10:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Sponsor-Defi 30
Time (US & Canada) ®) (©) ned | dentifier
Test:: Alanine Aminotr
ansferase_PX30
Result:: 19
Not Done::
Lab Normal Low
Range: <50
High
n/a
Unit
U/L
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor -Defin 30
Time (US & Canada) ed ldentifier:
Test:: Alanine Aminotr
ansferase PX30
Result:: 19
Not Done::
Lab Normal
Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

5.b Sponsor ID:
Date L ocation User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |30
(US & Canada)
5.b Test:
Date Location User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Alanine Aminotransferase PX30
Time (US & Canada) ®) (©)
5.b Result:
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but lab normal
Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ): . 19
Time (US & Canada) (b) (©)
50 LNMT
Date L ocation User Value Reason
Nov-13-2020 15:21:54 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)' . Low Information
Time (US & Canada) ®©) n‘a
High
50
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Oct-29-2020 16:10:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘;)v . Low
Time (US & Canada) ® ©) <50
High
n/a
Unit
U/L
5.c
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)' . Sponsor-Defi 28
Time (US & Canada) ©}® ned | dentifier
Test:: Aspartate Aminot
ransferase_PX28
Result:: 34
Not Done::
Lab Normal Low
Range: 8
High
12
Unit
U/L
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defi 28
Time (US & Canada) ned I dentifier
Test:: Aspartate Aminot
ransferase_PX28
Result:: 34
Not Done::
Lab Normal
Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.¢c Sponsor 1D:
Date L ocation User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |28
(US & Canada)
5.c Test:
Date Location User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Aspartate Aminotransferase PX2
Time (US & Canada) ®) (©) 8
5.c Result:
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but lab normal
Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ): . 34
Time (US & Canada) () (©)
5CcLNMT
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . Low
Time (US & Canada) ®®) 8
High
42
Unit
u/L
Page 557 of 885

FDA-CBER-2021-5683-0973458




090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5d
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Sponsor -Define 35
Time (US & Canada) ®) (©) d Identifier:
Test:: Alkaline Phosph
atase PX35
Result:: 93
Not Done::
Lab Normal R Low
ange: 38
High
126
Unit
U/L
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Define 35
Time (US & Canada) d Identifier:
Test:: Alkaline Phosp
hatase PX35
Result:: 93
Not Done::
Lab Normal Ra
nge:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.d Sponsor ID:
Date L ocation User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |35
(US & Canada)
5.d Test:
Date Location User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Alkaline Phosphatase PX35
Time (US & Canada) ®) (©)
5.d Result:
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but lab normal
Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ . 93
Time (US & Canada) (b) (©)
5dLNMT
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . Low
Time (US & Canada) ®®) 38
High
126
Unit
u/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:58
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

5e
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Eﬁ; & Sponsor -Defined 1d 21
Time (US & Canada) entifier:
Test:: Bilirubin_P
X21
Result:: 0.6
Not Done::
Lab Normal Range Low
: 0.0
High
14
Unit
mg/dL
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined 1d 21
Time (US & Canada) entifier:
Test:: Bilirubin_P
X21
Result:: 0.6
Not Done::
Lab Normal Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.e Sponsor 1D:
Date L ocation User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |21
(US & Canada)
5.eTest:
Date Location User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Bilirubin_PX21
Time (US & Canada) ®) (©)
5.e Result:
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but lab normal
Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ . 0.6
Time (US & Canada) () (©)
5eLNMT
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . Low
Time (US & Canada) ®©) 0.0
High
14
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5f
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central S Sponsor -Define 47
Time (US & Canada) ®) ) d Identifier:
Test:: Blood Urea Nitr
ogen_PX47
Result:: 21
Not Done::
Lab Normal R Low
ange: 10
High
25
Unit
mg/dL
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Define 47
Time (US & Canada) d Identifier:
Test:: Blood Urea Nit
rogen_PX47
Result:: 21
Not Done::
Lab Normal Ra
nge:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 15:58

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.f Sponsor ID:
Date L ocation User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |47
(US & Canada)
5.f Test:
Date Location User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Blood Urea Nitrogen_PX47
Time (US & Canada) ®) (©)
5.f Result:
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but lab normal
Time (US & Canada) range (Low, high or

Unit) is missing.

Please correct or

confirm.
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ): . 21
Time (US & Canada) () (©)
5fLNMT
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . Low
Time (US & Canada) ®©) 10

High
25
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:58

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

59
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . Sponsor-Defined | 48
Time (US & Canada) ®) © dentifier:
Test:: Creatinine_
PX48
Result:: 115
Not Done::
Lab Normal Rang Low
€ 0.70
High
1.40
Unit
mg/dL
Oct-29-2020 15:53:07 ACVOPFEINFPE000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defined | 48
Time (US & Canada) dentifier:
Test:: Creatinine_
PX48
Result:: 1.15
Not Done::
Lab Normal Range
5.9 Sponsor 1D:
Date L ocation User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |48
(US & Canada)
5.9 Test:
Date Location User Value Reason
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Creatinine_PX48
Time (US & Canada) ®®)
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:58

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

5.9 Result:
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Oct-29-2020 15:53:07 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Central (autoquery) but 1ab normal
Time (US & Canada) range (Low, high or

Unit) is missing.

Please correct or

confirm.
Oct-29-2020 15:53:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . 1.15
Time (US & Canada) ®) (©)
5.0LNMT
Date L ocation User Value Reason
Oct-29-2020 16:10:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Low
Time (US & Canada) ®®) 0.70

High
1.40
Unit
mg/dL

*** Confidential***
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Audit Trail

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP&000 |(b) Form Created
(UTC-06:00) Central Time (3)' )
(US & Canada) ®®)
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

*** Confidential***

1. Lab Pandl:

Date L ocation User Value Reason

Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Oct-30-2020 09:09:48 ACVOPFEINFPE000 |(b) (4), Query 1: Closed resolved

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

Time (US & Canada)

Oct-29-2020 16:18:16 ACVOPFEINFP6000 |(b) Query 1: Answered data has been

(UTC-06:00) Central ‘; o updated.

Time (US & Canada) ® ©)

Oct-29-2020 15:40:14 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per SAE source,

(UTC-06:00) Central (b) (6) 040ct2020

Time (US & Canada) chemistry values are
as such Hemoglobin
13.5, Hematocrit
4.21, platelets 205
and L eukocytes 8.9.
Neutrophils,
Eosinophils,
Monocytes,
Basophils &
Lymphocytes not
done. Reference
ranges the same as
before. Add logline
& reconcile.

Oct-28-2020 14:53:09 ACVOPFEINFPE000 | (b) Data Entry: Changed

(UTC-06:00) Central (ﬁ)' . MDMC Lab Information

Time (US & Canada) ®®)

Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central <ﬁ>- . na

Time (US & Canada) ® ©)

3. Callection Date:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date Location User Value Reason

Oct-29-2020 14:58:21 ACVOPFEINFPE000 | auto query Query 3: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:58:03 ACVOPFEINFP6000 | auto query Query 3: Opened Collection dateis

(UTC-06:00) Centra (autoquery) updated, but both

Time (US & Canada) results and NOT
DONE is marked.
Please clarify.

Oct-29-2020 14:56:51 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:56:27 ACVOPFEINFP6000 | auto query Query 2: Opened Collection dateis

(UTC-06:00) Centra (autoquery) updated, but both

Time (US & Canada) results and NOT
DONE is marked.
Please clarify.

Oct-29-2020 14:21:33 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:21:16 ACVOPFEINFP6000 | auto query Query 1: Opened Collection dateis

(UTC-06:00) Centra (autoquery) updated, but both

Time (US & Canada) results and NOT
DONE is marked.
Please clarify.

Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (s)' . Oct/9/2020

Time (US & Canada) ®) ()

4., Specimen Type:

Date L ocation User Value Reason

Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

5a

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Oct-28-2020 14:39:37 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Id 1
(US & Canada) entifier:
Test:: Hemoglobin
_PX1
Result:: 155
Not Done::
Lab Normal Range Low
: 135
High
175
Unit
g/dL
5.a Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
5.aTest:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Hemoglobin_PX1
Time (US & Canada) ®) )
5.a Result:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 15.5
Time (US & Canada) ®®)
5aLNMT
Date Location User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Low
Time (US & Canada) ®®) 135
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

High
175
Unit
g/dL
5b
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Id 2
(US & Canada) entifier:
Test:: Hematocrit_
PX2
Result:: 49.8
Not Done::

Lab Normal Range: Low

40.2

High
52.0

Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.b Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Hematocrit_PX2
Time (US & Canada) ®) ()
5.b Result:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 49.8
Time (US & Canada) ®®)
5bLNMT
Date Location User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 40.2

High

52.0
Unit
%

5.c
Date L ocation User Value Reason
Nov-13-2020 16:35:00 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central Cm Sponsor-Defined | 3
Time (US & Canada) ®®) dentifier:

Test:: Erythrocytes

_PX3
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Result:: 5.22
Not Done::
Lab Normal Rang Low
e 4.50
High
5.90
Unit
10"6/cum
m
Oct-29-2020 14:21:33 ACVOPFEINFP6000 |(b) DataEntry: Transcription Error
(UTC-06:00) Central Cm Sponsor-Defined | 3
Time (US & Canada) ®)©) dentifier:
Test:: Erythrocytes
_PX3
Result:: 522
Not Done::
Lab Normal Rang Low
e 4.50
High
5,90
Unit
10"6/cum
m
Oct-29-2020 14:21:16 ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
(UTC-06:00) Central o Sponsor-Defined | 3
Time (US & Canada) () (6) dentifier:
Test:: Erythrocytes
_PX3
Result:: 5.22
Not Done:: NOT DONE
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Lab Normal Rang Low

e 4.50
High
5,90
Unit
10"6/cum
m
Oct-28-2020 14:39:37 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined | 3
Time (US & Canada) dentifier:
Test:: Erythrocyte
s PX3
Result::
Not Done:: NOT DON
E
Lab Normal Rang
e
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/07/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024
Generated By: (b) (4)

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

5.¢c Sponsor 1D:

Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3

(US & Canada)

5.c Test:

Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Erythrocytes PX3

Time (US & Canada) ®) ()

5.c Result:

Date L ocation User Value Reason
Oct-29-2020 14:21:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 5.22

Time (US & Canada) ®®)

5.c Not Done:

Date Location User Value Reason
Oct-29-2020 14:46:40 ACVOPFEINFPE000 |(b) (4). Query 1: Closed Response satisfies
(UTC-06:00) Central (0) (6) query

Time (US & Canada)

Oct-29-2020 14:21:33 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:21:33 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central @,

Time (US & Canada) ®®)

Oct-29-2020 14:14:55 | ACVOPFEINFP6000 | (b) (4), Query 1: Opened Per 090ct2020 CBC

(UTC-06:00) Central (0) 6) w/autodifferential,

Time (US & Canada) RBCis5.22 witha
reference range of
4.50-5.90x10* 6/uL .
Please reconcile.

Oct-28-2020 14:39:37 | ACVOPFEINFPE000 | @ ®)®) | hata Entry: Initial Entry

(UTC-06:00) Central NOT DONE
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Time (US & Canada)

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

5.cLNMT
Date Location User Value Reason
Nov-13-2020 16:47:37 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Nov-13-2020 16:35:00 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Nov-13-2020 16:35:00 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (3)’ . Low
Time (US & Canada) ®®) 450
High
5.90
Unit
10M6/cu mm
Nov-13-2020 16:34:21 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per source, is5.90
(UTC-06:00) Central () (6) (not 5,90). Please
Time (US & Canada) reconcile.
Oct-29-2020 14:21:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central <3>' . Low
Time (US & Canada) ®®) 450
High
5,90
Unit
10"6/cu mm
5.d
Date L ocation User Value Reason
Oct-29-2020 14:56:51 ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-06:00) Central < Sponsor-Defined I1d 5
Time (US & Canada) ) ©) entifier:
Test:: Platelets
PX5
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Result:: 230
Not Done::
Lab Normal Range: Low
130
High
400
Unit
1073/uL
Oct-29-2020 14:56:27 ACVOPFEINFP6000 | (b) Data Entry: Transcription Error

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

4,
(b) (6)

Sponsor-Defined Id 5
entifier:

Test:: Platelets
PX5
Result:: 230
Not Done:: NOT DO
NE
Lab Normal Range: Low
130
High
400
Unit
1073/uL
Oct-28-2020 14:39:37 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry

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

(autocalc)

Sponsor-Defined Id 5
entifier:

Test:: Platelets
PX5

Result::

Not Done:: NOT DO
NE

Lab Normal Range:
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.d Sponsor ID:

Date L ocation User Value Reason

Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

5.d Test:

Date L ocation User Value Reason

Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Platelets PX5

Time (US & Canada) ®) ()

5.d Result:

Date L ocation User Value Reason

Oct-29-2020 14:56:27 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (ﬁ)y . 230

Time (US & Canada) ®®)

5.d Not Done:

Date L ocation User Value Reason

Oct-29-2020 15:22:01 ACVOPFEINFPE000 |(b) (4). Query 1: Closed Response satisfies

(UTC-06:00) Central (0) (6) query

Time (US & Canada)

Oct-29-2020 14:56:51 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:56:51 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (ﬁ)y .

Time (US & Canada) ®®)

Oct-29-2020 14:48:40 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per 090ct2020 CBC

(UTC-06:00) Central (0) (6) w/ auto differential,

Time (US & Canada) platelet count is 230
with areference
range of 130-400 x
10*3/uL. Please
reconcile
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . NOT DONE
Time (US & Canada) ® ©)
5dLNMT
Date L ocation User Value Reason
Oct-29-2020 14:56:27 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central ﬁ s Low
Time (US & Canada) ®©) 130
High
400
Unit
10"3/uL
5.e
Date L ocation User Value Reason
Oct-29-2020 14:58:21 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central o Sponsor-Defined | 7
Time (US & Canada) ®)(©) dentifier:
Test:: Leukocytes
_PX7
Result:: 8.7
Not Done::
Lab Normal Rang Low
e 38
High
10.6
Unit
10M3/uL
Oct-29-2020 14:58:03 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (ﬁ)’ . Sponsor-Defined | 7
Time (US & Canada) (b) (©) dentifier:
Test:: Leukocytes
_PX7
Result:: 8.7
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Oct/07/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Not Done:: NOT DON
E
Lab Normal Rang Low
e 3.8
High
10.6
Unit
10"3/uL
Oct-28-2020 14:39:37 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defined | 7
Time (US & Canada) dentifier:
Test:: Leukocytes
_PX7
Result::
Not Done:: NOT DON
E
Lab Normal Rang
€

Page 579 of 885

*** Confidential***

FDA-CBER-2021-5683-0973480



090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.e Sponsor 1D:

Date L ocation User Value Reason

Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |7

(US & Canada)

5.eTest:

Date L ocation User Value Reason

Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Leukocytes PX7

Time (US & Canada) ®) ()

5.e Result:

Date L ocation User Value Reason

Oct-29-2020 14:58:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (;)")' . 8.7

Time (US & Canada) ®®)

5.eNot Done:

Date L ocation User Value Reason

Oct-29-2020 15:22:15 ACVOPFEINFPE000 |(b) (4). Query 1: Closed Response satisfies

(UTC-06:00) Central (0) (6) query

Time (US & Canada)

Oct-29-2020 14:58:21 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:58:21 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (ﬁ)y .

Time (US & Canada) ®®)

Oct-29-2020 14:49:19 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per 090ct2020 CBC

(UTC-06:00) Central (0) (6) w/ auto differential,

Time (US & Canada) WBC count is 8.7
with areference
range of 3.8-10.6 x
10*3/uL. Please
reconcile
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Header Text: c4591001

Subject No: 10981024
Generated By: (b) (4)

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

on Oct/07/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

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

Oct-28-2020 14:39:37
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(), NOT DONE

(b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

5.eLNMT
Date Location User Value Reason
Oct-29-2020 14:58:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘): . Low
Time (US & Canada) ®®) 3.8
High
10.6
Unit
1073/uL
5.f
Date Location User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined | 608
(US & Canada) dentifier:
Test:: Neutrophils_P
X608
Result:: 58
Not Done::
Lab Normal Rang Low
€ 14
High
7.3
Unit
10M3/uL
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

- Unscheduled Visit

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.f Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 608
(US & Canada)
5.f Test:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Neutrophils PX608
Time (US & Canada) ®) ()
5.f Result:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 5.8
Time (US & Canada) ®®)
5f LNMT
Date Location User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 14

High

7.3
Unit
10"3/uL

5.9
Date L ocation User Value Reason
Nov-13-2020 15:17:32 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (3)' 5 Sponsor-Defined 609 Information
Time (US & Canada) ®)©) Identifier:

Test:: Eosinophils_

PX609

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

on Oct/07/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Result:: 0.3
Not Done::
Lab Normal Ran Low
ge na
High
0.6
Unit
10"3/uL
Oct-29-2020 15:11:59 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)' . Sponsor-Defined 609 Information
Time (US & Canada) i | dentifier:
Test:: Eosinophils_
PX609
Result:: 0.3
Not Done::
Lab Normal Ran Low
ge <=0.6
High
n‘a
Unit
10"3/uL
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defined 609
Time (US & Canada) | dentifier:
Test:: Eosinophils_
PX609
Result:: 3.7
Not Done::
Lab Normal Ran Low
ge <=5.0%
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.g Sponsor 1D:

Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 609

(US & Canada)

5.9 Test:

Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Eosinophils_PX609

Time (US & Canada) ®) ()

5.9 Result:

Date L ocation User Value Reason
Oct-29-2020 15:22:29 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Closed Response satisfies

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

query

Oct-29-2020 15:11:59 ACVOPFEINFP6E000 | auto query Query 2: Answered Changed
(UTC-06:00) Centra (autoquery) Information
Time (US & Canada)

Oct-29-2020 15:11:59 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Changed
(UTC-06:00) Centra 0.3 Information
Time (US & Canada)

Oct-29-2020 14:51:38 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened Per 090ct2020
(UTC-06:00) Centra CBC w/ auto
Time (US & Canada) differential,

eosinophil count is
0.3 with areference
range of <=0.6
10*3/uL. This
value was entered
as a % but the other
2 days had absolute
count, please
reconcile to ensure
consistency of
results/units

reporting
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Oct-29-2020 14:42:10
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies
query

Oct-29-2020 09:55:34
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Dataisnotin
subject record

Oct-29-2020 04:59:53
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM1: Please verify
once and update
higher range else
confirm. Thank
you.

Oct-28-2020 14:40:51
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Original valueis
correct

Oct-28-2020 14:39:37 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but lab normal
Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-06:00) Centra 37
Time (US & Canada)
5gLNMT
Date L ocation User Value Reason
Nov-13-2020 15:17:32 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (ﬁ)' 5 Low Information
Time (US & Canada) ®©) n‘a
High
0.6
Unit
10"3/uL
Oct-29-2020 15:11:59 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (ﬁ)' 5 Low Information
Time (US & Canada) ®©) <=06
High
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

%

n‘a
Unit
10MN3/uL
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . Low
Time (US & Canada) ® ©) <=5.0%
5.h
Date L ocation User Value Reason
Oct-29-2020 15:14:21 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central o Sponsor-Defined 612
Time (US & Canada) - | dentifier:
Test:: Monocytes
PX612
Result:: 0.9
Not Done::
Lab Normal Ran Low
ge 0.1
High
11
Unit
10"3/uL
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defined 612
Time (US & Canada) Identifier:
Test:: Monocytes
PX612
Result:: 10.2
Not Done::
Lab Normal Ran Low
ge: 0.1
High
10.0
Unit
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.h Sponsor 1D:

Date L ocation User Value Reason

Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | 612

(US & Canada)

5.h Test:

Date L ocation User Value Reason

Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Monocytes PX 612

Time (US & Canada) ®) ()

5.h Result:

Date L ocation User Value Reason

Oct-29-2020 15:22:50 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (0) (6) query

Time (US & Canada)

Oct-29-2020 15:14:21 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 15:14:21 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (ﬁ)y . 0.9

Time (US & Canada) ®®)

Oct-29-2020 14:52:38 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per 090ct2020 CBC

(UTC-06:00) Central (0) (6) w/ auto differential,

Time (US & Canada) monocyte count is
0.9 with areference
range of 0.1-1.1
10*3/uL. Thisvalue
was entered asa %
but the other 2 days
had absol ute count,
please reconcile to
ensure consistency
of results/units
reporting

Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (:)‘)- . 10.2

Time (US & Canada) ®©
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

5.h LNMT
Date L ocation User Value Reason
Oct-29-2020 15:14:21 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (3)1 . Low
Time (US & Canada) ®©) 01
High
11
Unit
10"3/uL
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®©) 01
High
10.0
Unit
%
5.
Date L ocation User Value Reason
Nov-13-2020 16:35:38 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central e Sponsor-Defined | 610
Time (US & Canada) dentifier:
Test:: Basophils P
X610
Result:: 0.1
Not Done::
Lab Normal Rang Low
e n/a
High
0.2
Unit
10"3/uL
Nov-13-2020 15:18:20 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (;‘)v ) Sponsor -Defined | 610 Information
Time (US & Canada) ®)®)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

dentifier:
Test:: Basophils P
X610
Result:: 0.1
Not Done::
Lab Normal Rang Low
e n/a
High
2.0%
Unit
10"3/uL
Oct-29-2020 15:15:32 ACVOPFEINFPG000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)’ ) Sponsor -Defined | 610 Information
Time (US & Canada) ®)©) dentifier:
Test:: Basophils P
X610
Result:: 0.1
Not Done::
Lab Normal Rang Low
e <=2.0%
High
n/a
Unit
10"3/uL
Oct-28-2020 14:39:37 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined | 610
Time (US & Canada) dentifier:
Test:: Basophils P
X610
Result:: 0.7
Not Done::
Lab Normal Rang Low
e <=2.0%
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.i Sponsor ID:

Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 610

(US & Canada)

5. Test:

Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Basophils_ PX610

Time (US & Canada) ®) ()

5.i Result:

Date L ocation User Value Reason
Oct-29-2020 15:22:59 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 2: Closed Response satisfies

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

query

Oct-29-2020 15:15:32 ACVOPFEINFP6000 | auto query Query 2: Answered Changed
(UTC-06:00) Centra (autoquery) Information
Time (US & Canada)

Oct-29-2020 15:15:32 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Changed
(UTC-06:00) Centra 0.1 Information
Time (US & Canada)

Oct-29-2020 14:53:22 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened Per 090ct2020
(UTC-06:00) Centra CBC w/ auto
Time (US & Canada) differential,

*** Confidential***

Page

591 of 885

basophil count is
0.1 with areference
range of <=0.2
10*3/uL. This
value was entered
as a % but the other
2 days had absolute
count, please
reconcile to ensure
consistency of
results/units

reporting
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/07/2020

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

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

Oct-29-2020 14:46:02 ACVOPFEINFP6000
(UTC-06:00) Centra
Time (US & Canada)

(b) (4), (b) (6) Query 1: Closed

Response satisfies
query

Oct-29-2020 09:55:52 ACVOPFEINFP6000
(UTC-06:00) Centra
Time (US & Canada)

(b) (4), (b) (6) Query 1: Answered

Dataisnotin
subject record

Oct-29-2020 05:00:12 ACVOPFEINFP6000
(UTC-06:00) Centra
Time (US & Canada)

(b) (4), (b) (6) Query 1: Reissued:Opened

DM1: Please verify
once and update
higher range else
confirm. Thank
you.

Oct-28-2020 14:41:05 ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) Query 1: Answered

Original valueis
correct

Oct-28-2020 14:39:37 ACVOPFEINFP6000
(UTC-06:00) Centra
Time (US & Canada)

auto query Query 1: Opened
(autoquery)

Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/07/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024
Generated By: (b) (4)

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

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Back to Form

5.i Result:
Date Location User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3): . 0.7
Time (US & Canada) ®®)
5.i LNMT
Date L ocation User Value Reason
Nov-13-2020 16:47:48 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Nov-13-2020 16:35:38 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Nov-13-2020 16:35:38 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (‘g)v . Low
Time (US & Canada) ®)©) n/a
High
0.2
Unit
10"3/uL
Nov-13-2020 16:33:13 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per source, is0.2
(UTC-06:00) Central (b) (6) (and no %). please
Time (US & Canada) reconcile.
Nov-13-2020 15:18:20 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)’ ) Low Information
Time (US & Canada) ®)©) na
High
2.0%
Unit
10"3/uL
Oct-29-2020 15:15:32 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (;1), ) Low Information
Time (US & Canada) () (6) <=2.0%
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject Initials: ---

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

High
n/a
Unit
10"3/uL
Oct-28-2020 14:39:37 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v ) Low
Time (US & Canada) ®)®) <=2.0%
5,
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined | 611
(US & Canada) dentifier:
Test:: Lymphocytes
PX611
Result:: 15
Not Done::
Lab Normal Rang Low
e 0.9
High
4.8
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.j Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 611
(US & Canada)
5. Test:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Lymphocytes PX611
Time (US & Canada) ®) (©)
5.j Result:
Date L ocation User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 15
Time (US & Canada) ®®)
5j LNMT
Date Location User Value Reason
Oct-28-2020 14:39:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 0.9

High

4.8
Unit
10"3/uL
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Audit Trail

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (g), )
(US& Canada) ®®)
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

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

Audit Trail

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

Date

L ocation

User Value Reason

Oct-28-2020 15:06:08
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) Form Created

(4),
(b) (6)
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Audit Trail

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (3)' )
(US & Canada) ®®)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date L ocation User Value Reason

Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Oct-28-2020 14:51:24 ACVOPFEINFP6000 |(b) Data Entry: Changed

(UTC-06:00) Central (;‘)v . MDMC lab Information

Time (US & Canada) ®)(©)

Oct-28-2020 14:50:55 ACVOPFEINFP5000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central ﬁ o na

Time (US & Canada) ®) ©)

3. Collection Date:

Date L ocation User Value Reason

Oct-29-2020 14:20:00 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:19:10 ACVOPFEINFP6000 | auto query Query 2: Opened Collection dateis

(UTC-06:00) Centra (autoquery) updated, but both

Time (US & Canada) results and NOT
DONE is marked.
Please clarify.

Oct-29-2020 14:16:12 ACVOPFEINFPE000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:14:39 ACVOPFEINFP6000 | auto query Query 1: Opened Collection dateis

(UTC-06:00) Centra (autoquery) updated, but both

Time (US & Canada) results and NOT
DONE is marked.
Please clarify.

Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁl . Oct/8/2020

Time (US & Canada) () ©)
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

4., Specimen Type:

Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLOOD
(US & Canada)
5a
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Id 1
(US & Canada) entifier:
Test:: Hemoglobin
_PX1
Result:: 13.8
Not Done::
Lab Normal Range Low
: 135
High
175
Unit
g/dL
5.a Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
5.a Test:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' , Hemoglobin_PX1
Time (US & Canada) ®)©
5.a Result:
Date L ocation User Value Reason
Page 600 of 885
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . 13.8
Time (US & Canada) ® ©)
5aLNMT
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 3 o Low
Time (US & Canada) ®©) 135
High
17.5
Unit
g/dL
5b
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Id 2
(US& Canada) entifier:
Test:: Hematocrit_
PX2
Result:: 43.8
Not Done::
Lab Normal Range: Low
40.2
High
52
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.b Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2
(US & Canada)
5.b Test:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Hematocrit_PX2
Time (US & Canada) ®) ()
5.b Result:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 4338
Time (US & Canada) ®®)
5bLNMT
Date Location User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 40.2

High

52
Unit
%

5.c
Date L ocation User Value Reason
Oct-29-2020 14:16:12 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (3)' 5 Sponsor-Defined | 3
Time (US & Canada) ®®) dentifier:

Test:: Erythrocytes

_PX3
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

Result:: 4.61
Not Done::
Lab Normal Rang Low
e 450
High
5.90
Unit
10M6/cum
m
Oct-29-2020 14:14:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Sponsor-Defined | 3
Time (US & Canada) ®)© dentifier:
Test:: Erythrocytes
_PX3
Result:: 4.61
Not Done:: NOT DONE
Lab Normal Rang Low
e 450
High
5.90
Unit
10"6/cum
m
Oct-28-2020 14:50:55 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined | 3
Time (US & Canada) dentifier:
Test:: Erythrocyte
s PX3
Result::
Not Done:: NOT DON
E
Lab Normal Rang
€
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.¢c Sponsor 1D:

Date L ocation User Value Reason

Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

5.c Test:

Date L ocation User Value Reason

Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Erythrocytes PX3

Time (US & Canada) ®) ()

5.c Result:

Date L ocation User Value Reason

Oct-29-2020 14:14:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (;)")' . 4.61

Time (US & Canada) ®®)

5.c Not Done:

Date L ocation User Value Reason

Oct-29-2020 15:20:54 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (0) (6) query

Time (US & Canada)

Oct-29-2020 14:16:12 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:16:12 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-06:00) Central (ﬁ)y .

Time (US & Canada) ®®)

Oct-29-2020 14:09:58 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per 080ct2020 CBC

(UTC-06:00) Central (0) (6) w/Auto differential,

Time (US & Canada) RBC is4.61 witha
reference range of
4.50-5.90x 10*6/uL.
please reconcile

Oct-28-2020 14:50:55 ACVOPFEINFP6000 ®) (). ) ) : iti

-28- :50: Data Entry: Initial Entry
(UTC-06:00) Central NOT DONE
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

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

*** Confidential***

5.cLNMT
Date Location User Value Reason
Oct-29-2020 14:14:39 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 450
High
5.90
Unit
10M6/cu mm
5d
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined Iden 5
(US & Canada) tifier:
Test:: Platelets P
X5
Result:: 201
Not Done::
Lab Normal Range: Low
130
High
400
Unit
10"3/uL
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.d Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)
5.d Test:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Platelets PX5
Time (US & Canada) ®) ()
5.d Result:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 201
Time (US & Canada) ®®)
5dLNMT
Date Location User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 130

High

400
Unit
10"3/uL

5.e
Date L ocation User Value Reason
Oct-29-2020 14:20:00 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (‘g)- . Sponsor-Defined | 7
Time (US & Canada) ) ©) dentifier:

Test:: Leukocytes

_PX7
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: pfe.levissc

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

FDA-CBER-2021-5683-0973508

Result:: 104
Not Done::
Lab Normal Rang Low
€ 3.8
High
10.6
Unit
10M3/uL
Oct-29-2020 14:19:42 ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-06:00) Central = Sponsor -Defined | 7
Time (US & Canada) ®)(©) dentifier:
Test:: L eukocytes
_PX7
Result:: 104
Not Done:: NOT DON
E
Lab Normal Rang Low
e 38
High
10.6
Unit
10"3/uL
Oct-29-2020 14:19:10 ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
(UTC-06:00) Central i Sponsor-Defined | 7
Time (US & Canada) ®)© dentifier:
Test:: L eukocytes
_PX7
Result:: 104
Not Done:: NOT DON
E
Lab Normal Rang Unit
e 10"3/uL
Oct-28-2020 14:50:55 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined | 7
Time (US & Canada) dentifier:
Test:: L eukocytes
_PX7
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Result::

Not Done:: NOT DON
E

Lab Normal Rang Unit

e 10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.e Sponsor 1D:

Date L ocation User Value Reason

Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |7

(US & Canada)

5.eTest:

Date L ocation User Value Reason

Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Leukocytes PX7

Time (US & Canada) ®) ()

5.e Result:

Date L ocation User Value Reason

Oct-29-2020 14:19:42 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:19:10 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-06:00) Centra (autoquery) but lab normal

Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.

Oct-29-2020 14:19:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ): . 10.4

Time (US & Canada) () (©)

5.eNot Done:

Date L ocation User Value Reason

Oct-29-2020 15:21:18 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-29-2020 14:20:00 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 14:20:00 | ACVOPFEINFP000 | @)@ ®)6) | bata Entry: Transcription Error

(UTC-06:00) Central
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject Initial

S: _—

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

Time (US & Canada) (b) (4), (b) (6)
Oct-29-2020 14:10:48 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Per 080ct2020 CBC
(UTC-06:00) Central (b) (6) w/Auto differential,
Time (US & Canada) RWC is10.4 witha
reference range of
3.8-10.6x10*3/uL.
please reconcile
Oct-28-2020 14:50:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;1), ) NOT DONE
Time (US & Canada) (b) (©)
5eLNMT
Date L ocation User Value Reason
Oct-29-2020 14:19:42 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®©) 3.8
High
10.6
Unit
10"3/uL
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3% . Unit
Time (US & Canada) ®®) 1073/l
5.f
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined | 608
(US& Canada) dentifier:
Test:: Neutrophils_P
X608
Result:: 7.1
Not Done::
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Header Text: c4591001

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

on Oct/07/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024
Generated By: (b) (4)

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

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Lab Normal Rang Low
e 14
High
7.3
Unit
10"3/uL
5.f Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central Time (autocalc) | 608
(US & Canada)
5.f Test:
Date Location User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . Neutrophils_PX608
Time (US & Canada) ®©)
5.f Result:
Date Location User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . 7.1
Time (US & Canada) ®®)
5fLNMT
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Low
Time (US & Canada) ®®) 14
High
7.3
Unit
10"3/uL
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

59
Date L ocation User Value Reason
Nov-13-2020 15:24:22 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (;1), ) Sponsor-Defined 609 Information
Time (US & Canada) ®)©) Identifier:
Test:: Eosinophils_
PX609
Result:: 0.1
Not Done::
Lab Normal Ran Low
ge n/a
High
0.6
Unit
10"3/uL
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defined 609
Time (US & Canada) | dentifier:
Test:: Eosinophils_
PX609
Result:: 0.1
Not Done::
Lab Normal Ran Low
ge <=0.6
Unit
1073/uL
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

5.g Sponsor 1D:

Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 609

(US & Canada)

5.9 Test:

Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Eosinophils_PX609

Time (US & Canada) ®) (©)

5.9 Result:

Date L ocation User Value Reason
Oct-29-2020 14:46:13 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

(UTC-06:00) Centra query

Time (US & Canada)

Oct-29-2020 09:56:48 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered Dataisnotin

(UTC-06:00) Centra subject record

Time (US & Canada)

Oct-29-2020 05:00:50 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Reissued:Opened DM1: Please

(UTC-06:00) Centra verify once and

Time (US & Canada) update higher
range else confirm.
Thank you.

Oct-28-2020 14:52:10
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) Query 1: Answered Original valueis

correct

Oct-28-2020 14:50:55 ACVOPFEINFPE000 | auto query Query 1: Opened Result is present,

(UTC-06:00) Centra (autoquery) but lab normal

Time (US & Canada) range (Low, high
or Unit) is missing.
Please correct or
confirm.

Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-06:00) Centra 0.1
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

5.gLNMT
Date L ocation User Value Reason
Nov-13-2020 15:24:22 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)v . Low Information
Time (US & Canada) ®®) na
High
0.6
Unit
10"3/uL
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®) (6) <=0.6
Unit
10M3/uL
5.h
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Id 612
(US& Canada) entifier:
Test:: Monocytes P
X612
Result:: 11
Not Done::
Lab Normal Range Low
: 0.1
High
11
Unit
1073/uL

Page 614 of 885
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Header Text: c4591001

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

on Oct/07/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024
Generated By: (b) (4)

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

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

5.h Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 612
(US & Canada)
5.h Test:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Monocytes PX 612
Time (US & Canada) ®) ()
5.h Result:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 1.1
Time (US & Canada) ®®)
5hLNMT
Date Location User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 01

High

11
Unit
10"3/uL

5.i
Date L ocation User Value Reason
Nov-13-2020 15:25:15 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (ﬁ)' . Sponsor-Defined | 610 Information
Time (US & Canada) ®®) dentifier:

Test:: Basophils P

X610
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Result:: 0.1
Not Done::
Lab Normal Rang Low
e n/a
High
0.2
Unit
10"3/uL
Nov-11-2020 16:31:47 | ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (f;)' . Sponsor -Defined | 610 Information
Time (US & Canada) ©)©) dentifier:
Test:: Basophils P
X610
Result:: 0.1
Not Done::
Lab Normal Rang Low
e <=0.2
High
n/a
Unit
10"3/uL
Nov-11-2020 16:29:38 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central Ef;; = Sponsor-Defined | 610
Time (US & Canada) dentifier:
Test:: Basophils P
X610
Result:: 0.1
Not Done::
Lab Normal Rang Low
€ <=0.2
Unit
10"3/uL
Oct-28-2020 14:50:55 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined | 610
Time (US & Canada) dentifier:
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Header Text: c4591001

on Oct/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Basophils P
X610

Result:: 0.1

Not Done::

Lab Normal Rang Low

e <=0.2
Unit

10M2/L

*** Confidential***
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.i Sponsor ID:

Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 610

(US & Canada)

5. Test:

Date Location User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Basophils_ PX610

Time (US & Canada) ®) ()

5.i Result:

Date L ocation User Value Reason
Nov-13-2020 00:26:29 | ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies
(UTC-06:00) Centra Bouguermouh query

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

Nov-11-2020 16:31:47 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Nov-11-2020 16:31:02 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered Changed data per
(UTC-06:00) Centra query

Time (US & Canada)

Nov-11-2020 16:29:38 | ACVOPFEINFP6000 | auto query Query 3: Opened Result is present,
(UTC-06:00) Centra (autoquery) but 1ab normal
Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.
Nov-11-2020 13:46:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened Clin: Please the
(UTC-06:00) Centra Basophils Unit
Time (US & Canada) should be
"10"3/uL" instead
of "10M12/L".
Please update
accordingly
Nov-11-2020 12:08:58 | ACVOPFEINFPE000 | Salim Query 2: Candidate Clin: Please the
(UTC-06:00) Centra Bouguermouh Basophils Unit
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Time (US & Canada)

(b) (4)

should be
"10M3/uL" instead
of "10M2/L".
Please update
accordingly

Oct-29-2020 14:46:26
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

(b) (4). (b) (6)

Query 1: Closed

Response satisfies
query

Oct-29-2020 09:57:02
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000

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

Query 1: Answered

Dataisnotin
subject record

Oct-29-2020 05:01:02
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM1: Please verify
once and update
higher range else
confirm. Thank
you.

Oct-28-2020 14:52:23
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Origina valueis
correct

*** Confidential***

Oct-28-2020 14:50:55 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but 1ab normal
Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-06:00) Centra 0.1
Time (US & Canada)
5.i LNMT
Date Location User Value Reason
Nov-13-2020 15:25:15 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (3)' . Low Information
Time (US & Canada) ®©) na
High
0.2
Unit
1073/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject Initials: ---

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

Nov-11-2020 16:31:47 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (3)' . Low Information
Time (US & Canada) ®) ©) <=0.2
High
n/a
Unit
10"3/uL
Nov-11-2020 16:29:38 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (3)' . Low
Time (US & Canada) () (6) <=0.2
Unit
1073/uL
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3 o Low
Time (US & Canada) ®®) <=0.2
Unit
10M2/L
5,
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined | 611
(US & Canada) dentifier:
Test:: Lymphocytes
PX611
Result:: 19
Not Done::

€l

Lab Normal Rang Low

0.9

High
4.8

Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.j Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 611
(US & Canada)
5. Test:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Lymphocytes PX611
Time (US & Canada) ®) (©)
5.j Result:
Date L ocation User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 1.9
Time (US & Canada) ®®)
5 LNMT
Date Location User Value Reason
Oct-28-2020 14:50:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 0.9

High

4.8
Unit
10"3/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | HEMATOLOGY

(US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . MDMC Lab

Time (US & Canada) ®®)

3. Collection Date:

Date L ocation User Value Reason
Oct-29-2020 14:46:42 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 2: Closed Response satisfies
(UTC-06:00) Centra query

Time (US & Canada)

Oct-29-2020 14:45:18 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

(UTC-06:00) Centra query

Time (US & Canada)

Oct-29-2020 13:49:49 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered Changed data per
(UTC-06:00) Centra query

Time (US & Canada)

Oct-29-2020 13:49:11
(UTC-06:00) Centra

ACVOPFEINFPG6000

auto query
(autoquery)

Query 2: Opened

Collection dateis
updated, but both

Time (US & Canada) resultsand NOT
DONE is marked.
Please clarify.

Oct-29-2020 13:48:17 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered Changed data per

(UTC-06:00) Centra query

Time (US & Canada)

Oct-29-2020 13:46:40 ACVOPFEINFP6000 | auto query Query 1: Opened Collection dateis
(UTC-06:00) Centra (autoquery) updated, but both
Time (US & Canada) resultsand NOT
DONE is marked.
Page 622 of 885

*** Confidential***
FDA-CBER-2021-5683-0973523




090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Oct/07/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Please clarify.
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-06:00) Centra Oct/7/2020
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BLOOD
(US & Canada)
5.a
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Id 1
(US & Canada) entifier:
Test:: Hemoglobin
_PX1
Result:: 125
Not Done::
Lab Normal Range Low
: 135
High
17.5
Unit
g/dL
5.a Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1
(US & Canada)
5.a Test:
Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Hemoglobin_PX1
Time (US & Canada) ® ©)
5.a Result:
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 3 o 125
Time (US & Canada) ®©)
5.aLNMT
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . Low
Time (US & Canada) ®©) 135
High
17.5
Unit
g/dL
5.b
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Id 2
(US& Canada) entifier:
Test:: Hematocrit_
PX2
Result:: 39.3
Not Done::
Lab Normal Range: Low
40.2
High
52.0
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.b Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2
(US & Canada)
5.b Test:
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Hematocrit_PX2
Time (US & Canada) ®) ()
5.b Result:
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 39.3
Time (US & Canada) ®®)
5bLNMT
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 40.2

High

52.0
Unit
%

5.c
Date L ocation User Value Reason
Oct-29-2020 14:22:10 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Centra (3)' 5 Sponsor-Defined | 3
Time (US & Canada) ®®) dentifier:

Test:: Erythrocytes

_PX3

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Result:: 4.14
Not Done::
Lab Normal Rang Low
e 450
High
5.90
Unit
10M6/cum
m
Oct-29-2020 13:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Sponsor-Defined | 3
Time (US & Canada) ®) () dentifier:
Test:: Erythrocytes
_PX3
Result:: 414
Not Done:: NOT DONE
Lab Normal Rang Low
e 450
High
5.90
Unit
10"6/cum
m
Oct-28-2020 15:06:08 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined | 3
Time (US & Canada) dentifier:
Test:: Erythrocyte
s PX3
Result::
Not Done:: NOT DON
E
Lab Normal Rang
€
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

5.¢c Sponsor 1D:

Date L ocation User Value Reason

Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

5.c Test:

Date L ocation User Value Reason

Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Erythrocytes PX3

Time (US & Canada) ®) ()

5.c Result:

Date L ocation User Value Reason

Oct-29-2020 14:02:28 ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (0) (6) query

Time (US & Canada)

Oct-29-2020 13:46:40 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 13:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (;)")' . 4.14

Time (US & Canada) e

Oct-29-2020 13:38:25 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per source, 10/7/2020

(UTC-06:00) Central (0) (6) RBC was 4.14 with a

Time (US & Canada) reference range of
4.50-5.90x10* 6/uL.
please reconcile

5.c Not Done:

Date L ocation User Value Reason

Oct-29-2020 15:19:53 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Centra (0) (6) query

Time (US & Canada)

Oct-29-2020 14:22:10 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject Initials: ---

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

Oct-29-2020 14:22:10 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (ﬁ)v .
Time (US & Canada) ® ©)
Oct-29-2020 14:02:52 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Test performed.
(UTC-06:00) Centra (0) 6) Please reconcile.
Time (US & Canada)
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . NOT DONE
Time (US & Canada) ®®)
5.CcLNMT
Date L ocation User Value Reason
Oct-29-2020 13:46:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . Low
Time (US & Canada) ®©) 450
High
5.90
Unit
10"6/cu mm
5.d
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Iden 5
(US & Canada) tifier:
Test:: Platelets P
X5
Result:: 205
Not Done::
Lab Normal Range: Low
130
High
400
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.d Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)
5.d Test:
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Platelets PX5
Time (US & Canada) (b) ()
5.d Result:
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 205
Time (US & Canada) ®®)
5dLNMT
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 130

High

400
Unit
10M3/uL

5e
Date Location User Value Reason
Oct-29-2020 13:49:11 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (é)' 5 Sponsor-Defined | 7 Information
Time (US & Canada) ®®) dentifier:

Test:: Leukocytes

_PX7
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Result:: 10.7
Not Done::
Lab Normal Rang Low
e 38
High
10.6
Unit
1073/uL
Oct-29-2020 13:48:00 ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
(UTC-06:00) Central o Sponsor -Defined | 7
Time (US & Canada) ®) ) dentifier:
Test:: Leukocytes
_PX7
Result:: 10.7
Not Done:: NOT DON
E
Lab Normal Rang Low
e 38
High
10.6
Unit
10"3/uL
Oct-28-2020 15:06:08 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor -Defined | 7
Time (US & Canada) dentifier:
Test:: Leukocytes
_PX7
Result::
Not Done:: NOT DON
E
Lab Normal Rang
e
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.e Sponsor 1D:

Date L ocation User Value Reason

Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |7

(US & Canada)

5.eTest:

Date L ocation User Value Reason

Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Leukocytes PX7

Time (US & Canada) ®) ()

5.e Result:

Date L ocation User Value Reason

Oct-29-2020 13:48:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (;)")' . 10.7

Time (US & Canada) ®®)

5.eNot Done:

Date L ocation User Value Reason

Oct-29-2020 14:03:14 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-29-2020 13:49:11 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 13:49:11 ACVOPFEINFP6000 | (b) Data Entry: Changed Information

(UTC-06:00) Central (;‘)f .

Time (US & Canada) ®)©)

Oct-29-2020 13:39:13 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per source, 10/7/2020

(UTC-06:00) Central (b) (6) WBC was 10.7 with a

Time (US & Canada) reference range of
3.8-10.6x10* 3/uL.
please reconcile

Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (;‘)1 . NOT DONE

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5eLNMT
Date L ocation User Value Reason
Oct-29-2020 13:48:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . Low
Time (US & Canada) ®®) 3.8
High
10.6
Unit
10M3/uL
5.f
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | sponsor-Defined | 608
(US & Canada) dentifier:
Test:: Neutrophils_P
X608
Result:: 9.2
Not Done::
Lab Normal Rang Low
(= 14
High
7.3
Unit
1073/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:02

- Unscheduled Visit

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.f Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 608
(US & Canada)
5.f Test:
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Neutrophils PX608
Time (US & Canada) ®) ()
5.f Result:
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 9.2
Time (US & Canada) ®®)
5f LNMT
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 14

High

7.3
Unit
10"3/uL

5.9
Date L ocation User Value Reason
Nov-13-2020 15:26:13 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (é)’ . Sponsor-Defined 609 Information
Time (US & Canada) (b) (©) I dentifier:

Test:: Eosinophils

PX609

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

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

Result:: 0.0
Not Done::
Lab Normal Ran Low
ge n‘a
High
0.6
Unit
10"3/uL
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined 609
Time (US & Canada) Identifier:
Test:: Eosinophils_
PX609
Result:: 0.0
Not Done::
Lab Normal Ran Low
ge: <=0.6
Unit
10M3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

*** Confidential***

5.g Sponsor 1D:

Date L ocation User Value Reason

Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | 609

(US & Canada)

5.9 Test:

Date L ocation User Value Reason

Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Eosinophils_PX609

Time (US & Canada) ®) ()

5.9 Result:

Date L ocation User Value Reason

Oct-29-2020 14:49:10 ACVOPFEINFP6000 | Erik Sundgaard Query 2: Closed Response satisfies

(UTC-06:00) Centra (pfe.sundgaardea) query

Time (US & Canada)

Oct-29-2020 09:57:27 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered Dataisnotin

(UTC-06:00) Centra subject record

Time (US & Canada)

Oct-29-2020 05:03:09 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened DM: Please verify

(UTC-06:00) Centra once and update

Time (US & Canada) higher range else
confirm. Thank
you.

Oct-29-2020 05:02:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed per site response

(UTC-06:00) Centra

Time (US & Canada)

Oct-28-2020 15:06:27 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered Dataisnotin

(UTC-06:00) Centra subject record

Time (US & Canada)

Oct-28-2020 15:06:08 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-06:00) Centra (autoquery) but lab normal

Time (US & Canada) range (Low, high
or Unit) ismissing.
Please correct or
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

confirm.
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-06:00) Centra 0.0
Time (US & Canada)
5.gLNMT
Date L ocation User Value Reason
Nov-13-2020 15:26:13 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (ﬁ)' 5 Low Information
Time (US & Canada) ®©) n/‘a
High
0.6
Unit
10"3/uL
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Low
Time (US & Canada) ®©) <=06
Unit
10"3/uL
5.h
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined Id 612
(US & Canada) entifier:
Test:: Monocytes P
X612
Result:: 0.6
Not Done::
Lab Normal Range Low
: 0.1
High
11
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.h Sponsor 1D:
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 612
(US & Canada)
5.h Test:
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Monocytes PX 612
Time (US & Canada) ®) (©)
5.h Result:
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 0.6
Time (US & Canada) ®®)
5.h LNMT
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 01

High

1.1
Unit
10M3/uL

5.i
Date L ocation User Value Reason
Nov-13-2020 15:27:42 ACVOPFEINFP6000 | (o) Data Entry: Changed
(UTC-06:00) Centra (é)’ . Sponsor -Defined | 610 Information
Time (US & Canada) ®)©) dentifier:

Test:: Basophils P

X610

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Result:: 0.0
Not Done::
Lab Normal Rang Low
e n/a
High
0.2
Unit
10M3/uL
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined | 610
Time (US & Canada) dentifier:
Test:: Basophils_P
X610
Result:: 0.0
Not Done::
Lab Normal Rang Low
e <=0.2
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

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

5.i Sponsor ID:

Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 610

(US & Canada)

5.i Test:

Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Basophils_ PX610

Time (US & Canada) ®) ©

5.i Result:

Date L ocation User Value Reason
Oct-29-2020 14:49:28 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Closed Response satisfies

query

Oct-29-2020 09:57:40
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

Dataisnotin
subject record

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

Oct-29-2020 05:03:26 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened DM: Please verify

(UTC-06:00) Centra once and update

Time (US & Canada) higher range else
confirm. Thank
you.

Oct-29-2020 05:02:34 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed per site response

Oct-28-2020 15:06:40
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Dataisnot in
subject record

*** Confidential***

Oct-28-2020 15:06:08 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but lab normal
Time (US & Canada) range (Low, high
or Unit) ismissing.
Please correct or
confirm.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject Initials: ---

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

Oct-28-2020 15:06:08 ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-06:00) Central 0.0
Time (US & Canada)
5.i LNMT
Date L ocation User Value Reason
Nov-13-2020 15:27:42 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (s)- . Low Information
Time (US & Canada) ®©) na
High
0.2
Unit
10MN3/uL
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘;)v . Low
Time (US & Canada) ® ©) <=02
Unit
10M3/uL
5,
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Sponsor-Defined | 611
(US & Canada) dentifier:
Test:: Lymphocytes
PX611
Result:: 0.8
Not Done::
Lab Normal Rang Low
€ 0.9
High
4.8
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.j Sponsor ID:
Date L ocation User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 611
(US & Canada)
5. Test:
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Lymphocytes PX611
Time (US & Canada) ®) (©)
5.j Result:
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . 0.8
Time (US & Canada) ®®)
5j LNMT
Date Location User Value Reason
Oct-28-2020 15:06:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Low
Time (US & Canada) ®®) 0.9

High

4.8
Unit
10"3/uL

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/07/2020 eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---

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

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | HEMATOLOGY

(US & Canada)

2. Laboratory Name and Address

Date Location User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . MDMC

Time (US & Canada) ®®)

3. Collection Date:

Date Location User Value Reason

Nov-09-2020 15:46:22 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Nov-09-2020 15:46:00 ACVOPFEINFP6000 | auto query Query 2: Opened Collection dateis

(UTC-06:00) Centra (autoquery) updated, but both

Time (US & Canada) resultsand NOT
DONE is marked.
Please clarify.

Nov-04-2020 09:28:56 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Oct-30-2020 09:29:41 ACVOPFEINFPE000 | (b) (4), Query 1: Reissued:Candidate Issue added in DM
(UTC-06:00) Central (b) (6) Meeting and Q & A
Time (US & Canada) sheet.
Oct-29-2020 16:40:21 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered AE log has been
(UTC-06:00) Centra updated according
Time (US & Canada) to the query.
Oct-29-2020 16:14:53 ACVOPFEINFP6000 | auto query Query 1: Opened Collection Dateis
(UTC-06:00) Centra (autoquery) before Date of First
Time (US & Canada) Symptom Started
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Oct/07/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
on the Signs and
Symptomsformin
the same visit.
Please review and
update as
appropriate.
Oct-29-2020 16:14:53 ACVOPFEINFP6000 ((b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Centra Oct/4/2020
Time (US & Canada)
4. Specimen Type:
Date Location User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central Time (autocalc) | BLOOD
(US & Canada)
5.a
Date L ocation User Value Reason
Oct-29-2020 16:17:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central - Sponsor-Defined | 1
Time (US & Canada) (b) (©) dentifier:
Test:: Hemoglobin
_PX1
Result:: 135
Not Done::
Lab Normal Rang Low
e 135
High
17.5
Unit
g/dL
Oct-29-2020 16:14:53 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defined | 1
Time (US & Canada) dentifier:
Test:: Hemoglobin
_PX1
Result:: 135
Not Done::
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Lab Normal Rang

e
5.a Sponsor 1D:

Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1

(US & Canada)

5.aTest:

Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

4

J Hemoglobin_PX1
(b) (6)

5.a Result:

Date L ocation User Value Reason
Oct-29-2020 16:17:47 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-29-2020 16:14:53 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but lab normal

Time (US & Canada)

range (Low, high or
Unit) is missing.

Please correct or
confirm.
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . 135
Time (US & Canada) ) ©)
5aLNMT
Date Location User Value Reason
Oct-29-2020 16:17:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Low
Time (US & Canada) ®©) 135
High
175
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

Unit
g/dL
5b
Date Location User Value Reason
Oct-29-2020 16:17:47 ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
(UTC-06:00) Central (ﬁ)' @ Sponsor-Defined | 2
Time (US & Canada) dentifier:
Test:: Hematocrit_
PX2
Result:: 421
Not Done::
Lab Normal Range Low
: 40.2
High
52.0
Unit
%
Oct-29-2020 16:14:53 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor -Defined Id 2
Time (US & Canada) entifier:
Test:: Hematocrit
_PX2
Result:: 421
Not Done::
Lab Normal Range
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.b Sponsor ID:
Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |2
(US & Canada)
5.b Test:
Date Location User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Hematocrit_PX2
Time (US & Canada) ®) (©)
5.b Result:
Date L ocation User Value Reason
Oct-29-2020 16:17:47 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Oct-29-2020 16:14:53 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but lab normal
Time (US & Canada) range (Low, high or

Unit) is missing.

Please correct or

confirm.
Oct-29-2020 16:14:53 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ): . 421
Time (US & Canada) (b) (©)
5.bLNMT
Date L ocation User Value Reason
Oct-29-2020 16:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . Low
Time (US & Canada) ®©) 40.2

High
52.0
Unit
%
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

*** Confidential***

5.c
Date L ocation User Value Reason
Nov-09-2020 15:46:22 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)' . Sponsor-Defined | 3 Information
Time (US & Canada) ®) () dentifier:
Test:: Erythrocytes
_PX3
Result:: 452
Not Done::
Lab Normal Rang Low
€ 4.50
High
5.90
Unit
10"6/cum
m
Nov-09-2020 15:46:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Sponsor-Defined | 3
Time (US & Canada) () (©) dentifier:
Test:: Erythrocytes
_PX3
Result:: 452
Not Done:: NOT DONE
Lab Normal Rang Low
e 4.50
High
5.90
Unit
10"6/cum
m
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defined | 3
Time (US & Canada) dentifier:
Test:: Erythrocyte
s PX3
Result::
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Not Done:: NOT DONE

Lab Normal Rang
e
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.¢c Sponsor 1D:
Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |3
(US & Canada)
5.c Test:
Date Location User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Erythrocytes PX3
Time (US & Canada) ®) (©)
5.c Result:
Date L ocation User Value Reason
Nov-09-2020 15:46:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) 452
Time (US & Canada) ®®)
5.c Not Done:
Date L ocation User Value Reason
Nov-09-2020 15:46:22 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)v . Information
Time (US & Canada) ®®)
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . NOT DONE
Time (US & Canada) ®®
5CcLNMT
Date Location User Value Reason
Nov-09-2020 15:46:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁl . Low
Time (US & Canada) ®®) 450

High

5.90
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

10"6/cu mm
5d
Date L ocation User Value Reason
Oct-29-2020 16:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Eﬁ; = Sponsor-Defined Ide 5
Time (US & Canada) ntifier:
Test:: Platelets P
X5
Result:: 205
Not Done::
Lab Normal Range: Low
130
High
400
Unit
10"3/uL
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined Ide 5
Time (US & Canada) ntifier:
Test:: Platelets
PX5
Result:: 205
Not Done::

Lab Normal Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

5.d Sponsor ID:
Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |5
(US & Canada)
5.d Test:
Date Location User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Platelets PX5
Time (US & Canada) ®) (©)
5.d Result:
Date L ocation User Value Reason
Oct-29-2020 16:17:47 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Oct-29-2020 16:14:53 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-06:00) Centra (autoquery) but lab normal
Time (US & Canada) range (Low, high or
Unit) is missing.
Please correct or
confirm.
Oct-29-2020 16:14:53 ACVOPFEINFP6000 | (o) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ . 205
Time (US & Canada) (b) (©)
5.dLNMT
Date L ocation User Value Reason
Oct-29-2020 16:17:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . Low
Time (US & Canada) ®©) 130
High
400
Unit
10M3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5e
Date Location User Value Reason
Oct-30-2020 17:02:24 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (s)' ) Sponsor-Defined | 7 Information
Time (US & Canada) ®®) dentifier:
Test:: Leukocytes
_PX7
Result:: 8.9
Not Done::
Lab Normal Rang Low
e 3.8
High
10.6
Unit
1073/uL
Oct-29-2020 16:14:53 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defined | 7
Time (US & Canada) dentifier:
Test:: Leukocytes
_PX7
Result::
Not Done:: NOT DON
E
Lab Normal Rang
€
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

5.e Sponsor 1D:

Date L ocation User Value Reason

Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |7

(US & Canada)

5.eTest:

Date L ocation User Value Reason

Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Leukocytes PX7

Time (US & Canada) ®) ()

5.e Result:

Date L ocation User Value Reason

Oct-30-2020 17:02:24 ACVOPFEINFP6000 |(b) Data Entry: Changed

(UTC-06:00) Central (ﬁ)f . 8.9 Information

Time (US & Canada) ) ©)

5.eNot Done:

Date L ocation User Value Reason

Oct-30-2020 17:06:34 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-30-2020 17:02:24 ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-06:00) Centra (autoquery) Information

Time (US & Canada)

Oct-30-2020 17:02:24 ACVOPFEINFP6000 | (b) Data Entry: Changed

(UTC-06:00) Central (ﬁ% . Information

Time (US & Canada) ) ©)

Oct-30-2020 16:50:36 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per source,

(UTC-06:00) Central (b) (6) leukocytesis 8.9

Time (US & Canada) with same units and
reference ranges as
other days. please
reconcile.

Oct-29-202016:14:53 | ACVOPFEINFP000 | @) @: OV ® | para Entry: Initial Entry

(UTC-06:00) Central NOT DONE
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada) (b) (4), (b) (6)
5.eLNMT
Date L ocation User Value Reason
Oct-30-2020 17:02:24 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ% . Low Information
Time (US & Canada) ) ©) 38
High
10.6
Unit
10"3/uL
5f
Date L ocation User Value Reason
Nov-09-2020 15:47:11 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (é)’ . Sponsor-Defined 608 Information
Time (US & Canada) ®)©) Identifier:
Test:: Neutrophils
PX608
Result:: 59
Not Done::
Lab Normal Ran Low
ge: 14
High
7.3
Unit
10M3/uL
Oct-29-2020 16:14:53 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor -Defined 608
Time (US & Canada) I dentifier:
Test:: Neutrophils_
PX608
Result::
Not Done:: NOT DONE
Lab Normal Ran
ge
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.f Sponsor ID:
Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 608
(US & Canada)
5.f Test:
Date Location User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Neutrophils PX608
Time (US & Canada) ®) (©)
5.f Result:
Date L ocation User Value Reason
Nov-09-2020 15:47:11 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)y . 5.9 Information
Time (US & Canada) ®®)
5.f Not Done;
Date L ocation User Value Reason
Nov-09-2020 15:47:11 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)v . Information
Time (US & Canada) ®®)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

5.f Not Done;
Date Location User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘): . NOT DONE
Time (US & Canada) ®®)
5f LNMT
Date L ocation User Value Reason
Nov-09-2020 15:47:11 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (E)' ; Low Information
Time (US & Canada) ®®) 14
High
7.3
Unit
10"3/uL
5.9
Date L ocation User Value Reason
Nov-13-2020 15:29:08 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (é)’ . Sponsor-Defined 609 Information
Time (US & Canada) (b) (©) I dentifier:
Test:: Eosinophils
PX609
Result:: 0.2
Not Done::
Lab Normal Ran Low
ge n‘a
High
0.6
Unit
10M3/uL
Nov-09-2020 15:49:20 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra ), Sponsor -Defined 609 Information

Time (US & Canada)

(b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Oct/07/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Identifier:
Test:: Eosinophils_
PX609
Result:: 0.2
Not Done::
Lab Normal Ran Low
ge <0.6
High
n/a
Unit
10"3/uL
Oct-29-2020 16:14:53 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Centra (autocalc) Sponsor-Defined 609
Time (US & Canada) Identifier:
Test:: Eosinophils_
PX609
Result::
Not Done:: NOT DONE
Lab Normal Ran
ge
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.g Sponsor 1D:
Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 609
(US & Canada)
5.9 Test:
Date Location User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Eosinophils_PX609
Time (US & Canada) ®) ()
5.9 Result:
Date L ocation User Value Reason
Nov-09-2020 15:49:20 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)y . 0.2 Information
Time (US & Canada) ®®)
5.g Not Done:
Date L ocation User Value Reason
Nov-09-2020 15:49:20 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)v . Information
Time (US & Canada) ®®)
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . NOT DONE
Time (US & Canada) ®®
5gLNMT
Date L ocation User Value Reason
Nov-13-2020 15:29:08 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (s)' , Low Information
Time (US & Canada) ®® n/a

High

0.6
Unit
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

10"3/uL
Nov-09-2020 15:49:20 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Centra (ﬁ)' 5 Low Information
Time (US & Canada) R <06
High
n‘a
Unit
10M3/uL
5.h
Date L ocation User Value Reason
Nov-09-2020 15:48:33 ACVOPFEINFPGE000 |(b) Data Entry: Changed
(UTC-06:00) Central (;1), . Sponsor-Defined 612 Information
Time (US & Canada) e® | dentifier:
Test:: Monocytes
PX612
Result:: 0.8
Not Done::
Lab Normal Ran Low
ge 0.1
High
11
Unit
10"3/uL
Oct-29-2020 16:14:53 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined | 612
Time (US & Canada) dentifier:
Test:: Monocytes
PX612
Result::
Not Done:: NOT DONE
Lab Normal Rang
e
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.h Sponsor 1D:
Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 612
(US & Canada)
5.h Test:
Date Location User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Monocytes PX 612
Time (US & Canada) ®) ()
5.h Result:
Date L ocation User Value Reason
Nov-09-2020 15:48:33 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)y . 0.8 Information
Time (US & Canada) ®®)
5.h Not Done:
Date L ocation User Value Reason
Nov-09-2020 15:48:33 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)v . Information
Time (US & Canada) ®®)
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . NOT DONE
Time (US & Canada) ®®
5.h LNMT
Date L ocation User Value Reason
Nov-09-2020 15:48:33 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Centra (s)' , Low Information
Time (US & Canada) ®®) 01

High

11
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

10"3/uL
5.i
Date L ocation User Value Reason
Nov-13-2020 16:37:04 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central H Sponsor-Defined | 610
Time (US & Canada) dentifier:
Test:: Basophils P
X610
Result:: 0.1
Not Done::
Lab Normal Rang Low
e n/a
High
0.2
Unit
10"3/uL
Nov-13-2020 15:29:58 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (f;)' . Sponsor-Defined | 610 Information
Time (US & Canada) ®®) dentifier:
Test:: Basophils P
X610
Result:: 0.1
Not Done::
Lab Normal Rang Low
e n/a
High
0.1
Unit
10"3/uL
Nov-09-2020 15:49:57 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (;‘;)v . Sponsor-Defined | 610 Information
Time (US & Canada) ®©) dentifier:
Test:: Basophils P
X610
Result:: 0.1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Not Done::
Lab Normal Rang Low
e <0.1
High
n/a
Unit
10M3/uL
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) Sponsor-Defined | 610
Time (US & Canada) dentifier:
Test:: Basophils_
PX610
Result::
Not Done:: NOT DON
E
Lab Normal Rang
e
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.i Sponsor ID:
Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 610
(US & Canada)
5. Test:
Date L ocation User Value Reason
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Basophils_ PX610
Time (US & Canada) ®) ()
5.i Result:
Date L ocation User Value Reason
Nov-09-2020 15:49:57 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)y . 0.1 Information
Time (US & Canada) ®®)
5.i Not Done:
Date L ocation User Value Reason
Nov-09-2020 15:49:57 ACVOPFEINFP6000 | (b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)v . Information
Time (US & Canada) ®®)
Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . NOT DONE
Time (US & Canada) ®®
5.i LNMT
Date L ocation User Value Reason
Nov-13-2020 16:48:00 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Centra (0) (6) query
Time (US & Canada)
Nov-13-2020 16:37:04 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Nov-13-2020 16:37:04 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (3): . Low
Time (US & Canada) ® ©) na
High
0.2
Unit
10"3/uL
Nov-13-2020 16:31:43 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please confirm if 0.1
(UTC-06:00) Central (b) (6) or 0.2
Time (US & Canada)
Nov-13-2020 15:29:58 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (s)' 5 Low Information
Time (US & Canada) () ®) n/a
High
0.1
Unit
10"3/uL
Nov-09-2020 15:49:57 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (s)' . Low Information
Time (US & Canada) ®®) <01
High
n/a
Unit
10"3/uL
5]
Date L ocation User Value Reason
Nov-09-2020 15:47:55 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)’ . Sponsor -Defined 611 Information
Time (US & Canada) 0® | dentifier:
Test:: Lymphocytes
_PX611
Result:: 18
Not Done::
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4),

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Lab Normal Ran Low

*** Confidential***

ge 0.9
High
4.8
Unit
1073/uL
Oct-29-2020 16:14:53 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Sponsor-Defined 611
Time (US & Canada) Identifier:
Test:: Lymphocytes
_PX611
Result::
Not Done:: NOT DONE
Lab Normal Ran
ge
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.j Sponsor ID:

Date L ocation User Value Reason

Oct-29-2020 16:14:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) | 611

(US & Canada)

5. Test:

Date Location User Value Reason

Oct-29-2020 16:14:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)y . Lymphocytes PX611

Time (US & Canada) ®) ()

5.j Result:

Date Location User Value Reason

Nov-13-2020 00:25:56 | ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-06:00) Centra Bouguermouh query

Time (US & Canada) (pfe.bougus)

Nov-11-2020 16:30:23 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered Changed data per

(UTC-06:00) Centra query

Time (US & Canada)

Nov-11-2020 13:46:56 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened Clin: Please the

(UTC-06:00) Centra Lymphocytes Unit

Time (US & Canada) should be
"10"3/uL". Please

update accordingly

Nov-11-2020 12:12:11 | ACVOPFEINFP6000 | Salim Query 1: Candidate Clin: Please the

(UTC-06:00) Centra Bouguermouh Lymphocytes Unit

Time (US & Canada) (b) (4) should be
"10M3/uL". Please
update accordingly

Nov-09-2020 15:47:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Changed

(UTC-06:00) Centra 18 Information

Time (US & Canada)

5.j Not Done:

Date L ocation User Value Reason
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Oct/07/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Nov-09-2020 15:47:55 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (;‘;)v . Information
Time (US & Canada) ® ©)
Oct-29-2020 16:14:53 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . NOT DONE
Time (US & Canada) ®®
5j LNMT
Date L ocation User Value Reason
Nov-09-2020 15:47:55 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (s)' . Low Information
Time (US & Canada) ®®) 0.9

High

4.8
Unit
10M3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - Audit Trail
on Oct/07/2020

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Form Version: 21-Aug-2020 02:50 Form Status:
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Date L ocation User Value Reason
Oct-28-2020 14:19:56 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (3)' )
(US& Canada) () (©)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:50

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-28-2020 14:19:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (E‘)' . Oct/9/2020
Time (US & Canada) ®©)
Oct-28-2020 12:42:11 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Siteto review
(UTC-06:00) Central (0) (6) records and
Time (US & Canada) complete D/E
Oct-28-2020 12:42:04 ACVOPFEINFP6000 |(b) (4), Query 2: Closed Site to review
(UTC-06:00) Centra (0) (6) records and
Time (US & Canada) complete D/E
Oct-28-2020 12:37:00 ACVOPFEINFPE000 |(b) (4), Query 2: Opened 080ct2020 11:21am
(UTC-06:00) Central (b) (6) vitals noted in SAE
Time (US & Canada) records. BP 163/84,
pulse 63, resp rate
18. Please reconcile
Oct-28-2020 12:36:02 ACVOPFEINFPE000 |(b) (4), Query 1: Opened 090ct2020 11:21am
(UTC-06:00) Central (0) (6) vitals noted in SAE
Time (US & Canada) records: BP 132/75,
pulse 79, resp rate
18. Please reconcile
2a
Date Location User Value Reason
Oct-28-2020 14:19:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central X Record | dentifier:: 1
Time (US & Canada) systalic:: 13
2
Diastalic:: 75
Respiratory Ratein respira 18
tiong/minute:
Heart Ratein beats/minute: 79
2.a Record I dentifier:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:50

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Oct-28-2020 14:19:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . 1

Time (US & Canada) ® ©)

2.a Systalic:

Date L ocation User Value Reason
Oct-28-2020 14:19:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 3 o 132

Time (US & Canada) ®©)

2.a Diastolic:

Date Location User Value Reason
Oct-28-2020 14:19:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . 75

Time (US & Canada) ®©)

2.a Respiratory Ratein respirations/minute:

Date L ocation User Value Reason
Oct-28-2020 14:19:56 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . 18

Time (US & Canada) ®©)

2.a Heart Rate in beats/minute:

Date Location User Value Reason
Oct-28-2020 14:19:56 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central () 79

Time (US & Canada)

(b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS- COVID - Audit Trail

on Oct/07/2020

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason
Oct-28-2020 14:22:23 ACVOPFEINFP6000 |(b) Form Created

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

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - Audit Trail
on Oct/07/2020

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---

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

Back to Form

Date Location User Value Reason
Oct-29-2020 16:01:02 ACVOPFEINFP6000 | (b) Form Created

(UTC-06:00) Central Time (ﬁ)’ )

(US& Canada) (b) ©)

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - Audit Trail

on Oct/07/2020

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason
Nov-09-2020 15:33:21 ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central Time (ﬁ)’ .

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Status:

Form: VITAL SIGNS - COVID - Audit Trail

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date Location User Value Reason
Nov-12-2020 13:23:55 ACVOPFEINFP6000 | (b) Form Deleted Changed
(UTC-06:00) Central Time (ﬁ)' . Information
(US & Canada) ®®)

Nov-09-2020 15:35:01 ACVOPFEINFP6000 |(b) Form Created

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

(4,
(b) (6)
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form Status:

Form: VITAL SIGNS - COVID - Audit Trail

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

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

(4,
(b) (6)

Date Location User Value Reason
Nov-12-2020 13:24:23 ACVOPFEINFP6000 | (b) Form Deleted Changed
(UTC-06:00) Central Time (ﬁ)' . Information
(US & Canada) ®®)

Nov-09-2020 15:35:51 ACVOPFEINFP6000 |(b) Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - Audit Trail
on Oct/07/2020

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason
Nov-09-2020 15:36:26 ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central Time (ﬁ)’ .

(US & Canada) ) ©)

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-30-2020 09:10:11 ACVOPFEINFP6000 |(b) (4), Query 1: Closed resolevd
(UTC-06:00) Central (b) (6)
Time (US & Canada)
Oct-29-2020 16:03:33 ACVOPFEINFP6000 |(b) Query 1: Answered Changed data per
(UTC-06:00) Central (ﬁ)' . query
Time (US & Canada) S
Oct-29-2020 15:08:20 ACVOPFEINFP6000 |(b) (4), Query 1. Opened Per page 13 of
(UTC-06:00) Centra (0) 6) medical record,
Time (US & Canada) 070ct2020 vitals
reported as HR of
63, respirations of
18 and BP of
142/89. Please add
another logline for
070ct2020 vitals
and reconcile
Oct-28-2020 14:22:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ﬁ o Oct/8/2020
Time (US & Canada) ®©)
2a
Date Location User Value Reason
Oct-28-2020 14:22:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central O Record I dentifier:: 1
Time (US & Canada) systalic:: 16
3
Diastolic:: 84
Respiratory Ratein respira 18
tiong/minute:
Heart Ratein beatsminute: 63
2.a Record | dentifier:
Date L ocation User Value Reason
Oct-28-2020 14:22:23 | ACVOPFEINFPE000 |®) @ ®)Y6) | pata Entry: Initial Entry
(UTC-06:00) Central 1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Time (US & Canada) (b) (4), (b) (6)

2.a Systolic:

Date L ocation User Value Reason

Oct-30-2020 01:21:13 ACVOPFEINFP6000 | Sandip Query 1: Closed Response satisfies

(UTC-06:00) Centra Namdeorao query

Time (US & Canada) Suryawanshi

(b) (4)

Oct-29-2020 17:03:37 ACVOPFEINFP6000 | (b) Query 1: Answered Per PI , BP

(UTC-06:00) Central (;‘)- . measurement is not

Time (US & Canada) ) ©) clinically
significant.

Oct-29-2020 05:05:13 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Reissued:Opened DM: Please clarify

(UTC-06:00) Centra if BP measurement

Time (US & Canada) if clinically
significant or not. If
yes, update AE.
Thank you.

Oct-28-2020 14:23:02 ACVOPFEINFP6000 |(b) Query 1: Answered Origina valueis

(UTC-06:00) Central (;)‘)- . correct

Time (US & Canada) ) ©

Oct-28-2020 14:22:23 ACVOPFEINFP6000 | auto query Query 1: Opened Systolic BP 163 is

(UTC-06:00) Centra (autoquery) outside of Normal

Time (US & Canada) Range 90 - 140.

Oct-28-2020 14:22:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (;‘)- . 163

Time (US & Canada) ) ©)

2.a Diastolic:

Date Location User Value Reason

Oct-28-2020 14:22:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (E‘)- . 84

Time (US & Canada) ®©)

2.a Respiratory Rate in respirations/minute:

Date L ocation User Value Reason

99 (b) (4), (b) (6) . "
Oct-28-2020 14:22:23 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-06:00) Centra 18
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:59

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Time (US & Canada)

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

2.aHeart Rate in beatsminute:

*** Confidential***

Date Location User Value Reason
Oct-28-2020 14:22:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . 63
Time (US & Canada) ®®)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-29-2020 16:01:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Oct/7/2020
Time (US & Canada) ®) )
2a
Date L ocation User Value Reason
Oct-29-2020 16:01:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central . Record | dentifier:: 1
Time (US & Canada) systolic:: 14
2

Diastalic:: 89

Respiratory Ratein respira 18

tiong/minute:

Heart Ratein beats/minute: 63
2.a Record I dentifier:
Date L ocation User Value Reason
Oct-29-2020 16:01:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)' . 1
Time (US & Canada) ®)©
2.a Systolic:
Date L ocation User Value Reason
Oct-30-2020 10:34:32 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies
(UTC-06:00) Centra query
Time (US & Canada)
Oct-30-2020 08:11:36 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1. Answered Per P, itisnot
(UTC-06:00) Central clinicaly
Time (US & Canada) significant.
Oct-30-2020 03:08:24 ACVOPFEINFPE000 |® ®).®) ® Query 1: Reissued:Opened DM: Thank you for
(UTC-06:00) Centra response. Please
Time (US & Canada) review the value

and confirmiif itis
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

clinically
significant or not.

Oct-29-2020 16:01:17
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Query 1: Answered

Original valueis
correct

*** Confidential***

Oct-29-2020 16:01:02 ACVOPFEINFP6000 | auto query Query 1: Opened Systolic BP 142 is
(UTC-06:00) Centra (autoquery) outside of Normal
Time (US & Canada) Range 90 - 140.
Oct-29-2020 16:01:02 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 142
Time (US & Canada)
2.aDiastolic:
Date Location User Value Reason
Oct-29-2020 16:01:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . 89
Time (US & Canada) ®®)
2.a Respiratory Ratein respirations/minute:
Date Location User Value Reason
Oct-29-2020 16:01:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' . 18
Time (US & Canada) ® ©)
2.aHeart Rate in beatsminute:
Date Location User Value Reason
Oct-29-2020 16:01:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . 63
Time (US & Canada) ® ©)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-12-2020 14:23:58 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 2: Closed Response satisfies

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

query

Nov-12-2020 13:24:59
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

Changed data per
query

Nov-12-2020 03:28:03
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Balgji Prabu R
(b) (4)

Query 2: Opened

Please check all
vitalson
040CT2020. If
multiple values were
recorded on asingle
day, at aminimum
the most abnormal
should be
recorded,i.e.the
lowest Diastolic &
Systolic Blood
Pressure and the
highest Heart Rate &
Respiratory Rate for
the day.

Nov-10-2020 00:53:02
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG6000

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

Query 1: Closed

Response satisfies
query

Nov-09-2020 15:39:02
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

AE Log has been
updated.

Nov-09-2020 15:33:21
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000

auto query
(autoquery)

Query 1: Opened

Date is before Date
of First Symptom
Started on the Signs
and Symptoms form
in the same visit.
Please review and
update as

appropriate.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Nov-09-2020 15:33:21 ACVOPFEINFP6000 [(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Oct/4/2020
Time (US & Canada)
2.a
Date L ocation User Value Reason
Nov-13-2020 16:25:13 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra ﬁ P Record | dentifier:: 1 |Information
Time (US & Canada) e Systolic: 16
2

Diastalic:: 98

Respiratory Ratein respira 21

tiong/minute:

Heart Ratein beatsminute 64
Nov-09-2020 15:33:21 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central o Record Identifier:: 1
Time (US & Can&da) S\/StOIiC: : 16

2

Diastalic:: 98

Respiratory Ratein respira 20

tiong/minute:

Heart Ratein beats/minute 63
2.a Record I dentifier:
Date L ocation User Value Reason
Nov-09-2020 15:33:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) 1
Time (US & Canada) ®®)
2.a Systalic:
Date Location User Value Reason
Nov-10-2020 22:22:50 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies
(UTC-06:00) Centra query
Time (US & Canada)
Nov-10-2020 15:17:24 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 1: Answered Asper Pl,itis
(UTC-06:00) Central NCS.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Time (US & Canada)

Nov-10-2020 14:58:36
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), Query 1: Reissued:Opened Please confirm if

(b) (6)

thisisclinicaly
significant.

Nov-09-2020 15:36:50
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Original valueis
correct

Nov-09-2020 15:33:21 ACVOPFEINFP6000 | auto query Query 1: Opened Systolic BP 162 is
(UTC-06:00) Centra (autoquery) outside of Normal
Time (US & Canada) Range 90 - 140.
Nov-09-2020 15:33:21 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 162

Time (US & Canada)

2.aDiastolic:

Date L ocation User Value Reason
Nov-10-2020 07:14:50 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

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

query

Nov-09-2020 15:37:25
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Original valueis
correct

Nov-09-2020 15:33:21 ACVOPFEINFPE000 | auto query Query 1: Opened DiastolicBP 98 is
(UTC-06:00) Centra (autoquery) outside of Normal
Time (US & Canada) Range 60 - 90.
Nov-09-2020 15:33:21 ACVOPFEINFP6000 ((b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 98
Time (US & Canada)
2.a Respiratory Ratein respirations/minute:
Date L ocation User Value Reason
Nov-13-2020 16:48:12 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Nov-13-2020 16:25:13 ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-06:00) Centra (autoquery) Information
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

Time (US & Canada)

Nov-13-2020 16:25:13 ACVOPFEINFPE000 |(b) Data Entry: Changed

(UTC-06:00) Central (ﬁ)' . 21 Information

Time (US & Canada) ®©)

Nov-13-2020 16:17:39 ACVOPFEINFP6000 | (0) (4), Query 1: Opened Confirmed with

(UTC-06:00) Central (0) (6) DM. please enter

Time (US & Canada) highest respirations
for that day. per
source, is 21. please
reconcile.

Nov-09-2020 15:33:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (;‘;)v . 20

Time (US & Canada) ®©)

2.aHeart Rate in beatsminute:

Date L ocation User Value Reason

Nov-13-2020 16:48:21 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (0) (6) query

Time (US & Canada)

Nov-13-2020 16:25:13 ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-06:00) Centra (autoquery) Information

Time (US & Canada)

Nov-13-2020 16:25:13 ACVOPFEINFP6000 |(b) Data Entry: Changed

(UTC-06:00) Central ﬁ o 64 Information

Time (US & Canada) e

Nov-13-2020 16:18:13 ACVOPFEINFP6000 |(0) (4), Query 1: Opened Confirmed with

(UTC-06:00) Centra (0) (6) DM. please enter

Time (US & Canada) highest HBPM for
that day. per source,
is64. please
reconcile.

Nov-09-2020 15:33:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (é)v . 63

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Date:
Date Location User Value Reason
Nov-10-2020 01:02:13 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies

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

query

Nov-09-2020 15:39:15
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Query 1: Answered

AE Log has been
updated.

Nov-09-2020 15:35:01 ACVOPFEINFP6000 | auto query Query 1: Opened Date is before Date
(UTC-06:00) Centra (autoquery) of First Symptom
Time (US & Canada) Started on the Signs
and Symptoms form
in the same visit.
Please review and
update as
appropriate.
Nov-09-2020 15:35:01 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Oct/4/2020
Time (US & Canada)
2a
Date L ocation User Value Reason
Nov-09-2020 15:35:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)’ . Record Identifier:: 1
Time (US & Canade) By Systolic:: 15
8
Diastalic:: 87
Respiratory Ratein respira 21
tions/minute;
Heart Ratein beats/minute: 59
2.a Record I dentifier:
Date L ocation User Value Reason
Nov-09-2020 15:35:01 | ACVOPFEINFPs000 | @:®®) | boia Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-06:00) Central (b) (4), 1

Time (US & Canada) (0) (6)

2.a Systalic:

Date L ocation User Value Reason
Nov-10-2020 12:25:58 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

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

query

Nov-10-2020 08:15:14 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 1: Answered Per PI , it isnot
(UTC-06:00) Centra clinically

Time (US & Canada) significant.
Nov-09-2020 22:31:06 ACVOPFEINFP6000 ((b) (4), (b) (6) | Query 1: Reissued:Opened Thank you for

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

response. Please
review the value
and confirmif itis
clinically
significant or not.

Nov-09-2020 15:37:46
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Origina valueis
correct

Nov-09-2020 15:35:01 ACVOPFEINFP6000 | auto query Query 1: Opened Systolic BP 158 is
(UTC-06:00) Centra (autoquery) outside of Normal
Time (US & Canada) Range 90 - 140.
Nov-09-2020 15:35:01 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Centra 158
Time (US & Canada)
2.aDiastolic:
Date L ocation User Value Reason
Nov-09-2020 15:35:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) 87
Time (US & Canada) ®®)
2.a Respiratory Ratein respirations/minute:
Date L ocation User Value Reason

AL (b) (4), (b) (6) . "
Nov-09-2020 15:35:01 ACVOPFEINFPS000 Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-06:00) Central (b) (4), 21

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

2.a Heart Rate in beats/minute:

Date L ocation User Value Reason
Nov-09-2020 15:35:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central “) 59

Time (US & Canada)

(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-10-2020 01:53:54 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Nov-09-2020 15:39:29 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered AE Log has been
(UTC-06:00) Centra updated.
Time (US & Canada)
Nov-09-2020 15:35:51 ACVOPFEINFP6000 | auto query Query 1: Opened Date is before Date
(UTC-06:00) Centra (autoquery) of First Symptom
Time (US & Canada) Started on the Signs
and Symptoms form
in the same visit.
Please review and
update as
appropriate.
Nov-09-2020 15:35:51 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central Oct/4/2020
Time (US & Canada)
2a
Date L ocation User Value Reason
Nov-09-2020 15:35:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)’ . Record Identifier:: 1
Time (US & Canade) By Systolic:: 15
9
Diastolic:: 10
7
Respiratory Ratein respira 14
tiongminute:
Heart Ratein beats'minute: 64
2.a Record I dentifier:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

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

*** THISREPEATING FORM HASBEEN DELETED ***

Nov-09-2020 15:35:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1)' )

Time (US & Canada) ®®)

2.a Systolic:

Date L ocation User Value Reason
Nov-10-2020 12:26:43 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies

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

query

Nov-10-2020 08:15:48
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6) | Query 1: Answered

Per PI , itisnot
clinically
significant.

Nov-09-2020 22:28:30
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM: Confirmation
on the out of range
value as"clinically
significant" or "not
clinically
significant” is
expected asa
response. Please
review and confirm.

Nov-09-2020 15:38:00
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 1. Answered

Origina valueis
correct

Nov-09-2020 15:35:51 ACVOPFEINFP6000 | auto query Query 1: Opened Systolic BP 159 is

(UTC-06:00) Centra (autoquery) outside of Normal

Time (US & Canada) Range 90 - 140.

Nov-09-2020 15:35:51 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Centra 159

Time (US & Canada)

2.a Diastalic:

Date L ocation User Value Reason

Nov-10-2020 12:30:24 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies

(UTC-06:00) Centra query

Time (US & Canada)

Nov-10-2020 10:00:40 ACVOPFEINFP6000 ((b) (4), (b) (6) | Query 1: Answered Per PI, it is not
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

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

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

clinically
significant.

Nov-10-2020 09:45:42
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

Please confirm if
result isclinically
significant.

Nov-09-2020 15:38:11
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Origina valueis
correct

*** Confidential***

Nov-09-2020 15:35:51 ACVOPFEINFP6000 | auto query Query 1: Opened Diastolic BP 107 is
(UTC-06:00) Centra (autoquery) outside of Normal
Time (US & Canada) Range 60 - 90.
Nov-09-2020 15:35:51 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 107
Time (US & Canada)
2.a Respiratory Ratein respirations/minute:
Date L ocation User Value Reason
Nov-09-2020 15:35:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) 14
Time (US & Canada) ®®)
2.a Heart Ratein beatsminute:
Date L ocation User Value Reason
Nov-09-2020 15:35:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) 64
Time (US & Canada) ®®)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-09-2020 15:36:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) Oct/5/2020
Time (US & Canada) ®) ()
2a
Date L ocation User Value Reason
Nov-09-2020 15:36:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central o Record | dentifier:: 1
Time (US & Canada) systolic:: 14
1

Diastalic:: 87

Respiratory Ratein respira 16

tiongminute:

Heart Ratein beats/minute: 69
2.a Record I dentifier:
Date Location User Value Reason
Nov-09-2020 15:36:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁl . 1
Time (US & Canada) () (®)
2.a Systolic:
Date L ocation User Value Reason
Nov-10-2020 04:56:48 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-06:00) Centra ® query
Time (US & Canada)
Nov-09-2020 15:38:22 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answered Original valueis
(UTC-06:00) Centra correct
Time (US & Canada)
Nov-09-2020 15:36:26 ACVOPFEINFP6000 | auto query Query 1: Opened Systolic BP 141 is
(UTC-06:00) Centra (autoquery) outside of Normal
Time (US & Canada) Range 90 - 140.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 15:59

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Nov-09-2020 15:36:26 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Central 141
Time (US & Canada)
2.a Diastolic:
Date L ocation User Value Reason
Nov-09-2020 15:36:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)’ ) 87
Time (US & Canada) ®®)
2.a Respiratory Ratein respirations/minute:
Date L ocation User Value Reason
Nov-09-2020 15:36:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)’ ) 16
Time (US & Canada) ®©)
2.a Heart Rate in beats/minute:
Date L ocation User Value Reason
Nov-09-2020 15:36:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) 69
Time (US & Canada) ®®)
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason
Oct-28-2020 14:21:31 ACVOPFEINFP&000 |(b) Form Created
(UTC-06:00) Central Time (3)' )
(US & Canada) ®®)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History
Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-28-2020 14:21:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (E‘)' . Oct/9/2020
Time (US & Canada) ®©)
Oct-28-2020 12:42:23 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Siteto review
(UTC-06:00) Central (0) (6) records and
Time (US & Canada) complete D/E
Oct-28-2020 12:38:25 ACVOPFEINFP6000 |(0) (4), Query 1: Opened 090ct2020 Oxy
(UTC-06:00) Central (0) (6) saturation 96%.
Time (US & Canada) Please reconcile.
2.a
Date L ocation User Value Reason
Oct-28-2020 14:21:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central Eg’(e) Record Identifier:: 1
Time (US & Canada) Oxygen Saturation: 96.0
2.a Record I dentifier:
Date L ocation User Value Reason
Oct-28-2020 14:21:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . 1
Time (US & Canada) ® ©)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Oct-28-2020 14:21:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . 96.0
Time (US & Canada) ®©)
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 16:04

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason
Oct-28-2020 14:22:47 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (g), )
(US& Canada) ®®)
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:04

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

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

Date

L ocation

User Value Reason

Nov-09-2020 15:40:46
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) Form Created

(4,
(b) (6)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:04

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Status:

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date Location User Value Reason
Nov-16-2020 08:14:01 ACVOPFEINFP6000 | (b) Form Deleted Changed
(UTC-06:00) Central Time (ﬁ)' . Information
(US & Canada) ®®)

Nov-09-2020 15:41:10 ACVOPFEINFP6000 |(b) Form Created

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

(4,
(b) (6)
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 16:04

Form Status:

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

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

(4,
(b) (6)

Date Location User Value Reason
Nov-16-2020 08:14:42 ACVOPFEINFP6000 | (b) Form Deleted Changed
(UTC-06:00) Central Time (ﬁ)' . Information
(US & Canada) ®®)

Nov-09-2020 15:41:30 ACVOPFEINFP6000 |(b) Form Created

*** Confidential***
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Header Text: c4591001

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

on Oct/07/2020

Form Version: 10-Oct-2020 16:04

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

Date

L ocation

User Value Reason

Nov-09-2020 15:41:47
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b) Form Created

(4,
(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:04

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History
Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Date:

Date Location User Value Reason
Oct-28-2020 14:22:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . Oct/8/2020

Time (US & Canada) ®®)

2.a

Date L ocation User Value Reason
Oct-28-2020 14:22:47 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 28 - Record Identifier:: 1

Time (US & Canada) Oxygen Saturation: 95.0

2.a Record I dentifier:

Date Location User Value Reason
Oct-28-2020 14:22:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ;‘ o 1

Time (US & Canada) ® ©)

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
Oct-28-2020 14:22:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . 95.0

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:04

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trall
History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

1. Date:

Date Location User Value Reason
Nov-16-2020 13:05:21 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Closed Response satisfies
(UTC-06:00) Centra query

Time (US & Canada)

Nov-16-2020 08:15:07 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 2: Answered Changed data per
(UTC-06:00) Centra query

Time (US & Canada)

Nov-15-2020 07:37:14 ACVOPFEINFP6000 | Balgji Prabu R | Query 2: Opened Per completion
(UTC-06:00) Central (b) (4) guidelines, If

Time (US & Canada)

multiple values
were recorded on a
singleday, at a
minimum the most
abnormal should be
recorded, i.e. the
lowest Oxygen
Saturation for the
day. Pleasereview
all data entered on

040ct2020 and
merge into single
entry.
Nov-10-2020 02:53:04 ACVOPFEINFPE000 |(b) (4). (b) (6) Query 1: Closed Response satisfies
(UTC-06:00) Centra query
Time (US & Canada)
Nov-09-2020 15:42:10 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 1: Answered AE Log has been
(UTC-06:00) Centra updated.
Time (US & Canada)
Nov-09-2020 15:40:46 ACVOPFEINFP6000 | auto query Query 1: Opened Date is before Date
(UTC-06:00) Centra (autoquery) of First Symptom
Time (US & Canada) Started on the Signs

and Symptoms form
in the same visit.
Please review and
update as

appropriate.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
on Oct/07/2020 History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Nov-09-2020 15:40:46 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Centra Oct/4/2020

Time (US & Canada)

2.a

Date L ocation User Value Reason
Nov-09-2020 15:40:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)’(a) Record Identifier:: 1

Time (US & Canada)

Oxygen Saturation: 95.0

2.a Record | dentifier:

Date L ocation User Value Reason
Nov-09-2020 15:40:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁl . 1

Time (US & Canada) () ®)

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
Nov-09-2020 15:40:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) 95.0
Time (US & Canada) () ©)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:04

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History

Form Status: Data Complete, Deleted, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Date:

Date L ocation User Value Reason

Nov-10-2020 08:08:03 | ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

(UTC-06:00) Central (0) (6) query

Time (US & Canada)

Nov-09-2020 15:42:24 | ACVOPFEINFPS000 |(b) (4), (b) (6) |Query 1: Answered AE Log has been

(UTC-06:00) Centra updated.

Time (US & Canada)

Nov-09-2020 15:41:10 ACVOPFEINFP6000 | auto query Query 1: Opened Date is before Date

(UTC-06:00) Centra (autoquery) of First Symptom

Time (US & Canada) Started on the Signs
and Symptoms form
in the same visit.
Please review and
update as
appropriate.

Nov-09-2020 15:41:10 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Centra Oct/4/2020

Time (US & Canada)

2a

Date L ocation User Value Reason

Nov-09-2020 15:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central m Record | dentifier:: 1

Time (US& Canada) Oxygen Saturation: 97.0

2.a Record I dentifier:

Date L ocation User Value Reason

Nov-09-2020 15:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁl . 1

Time (US & Canada) () ®)

2.2 SPO2 Pulse Oximetry %
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:04

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History

Form Status: Data Complete, Deleted, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Date Location User Value Reason
Nov-09-2020 15:41:10 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) 97.0

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:04

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History

Form Status: Data Complete, Deleted, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-10-2020 08:08:22 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(b) (6)

(UTC-06:00) Centra query

Time (US & Canada)

Nov-09-2020 15:42:37 | ACVOPFEINFPS000 |(b) (4), (b) (6) | Query 1: Answered AE Log has been
(UTC-06:00) Centra updated.

Time (US & Canada)

Nov-09-2020 15:41:30 ACVOPFEINFP6000 | auto query Query 1: Opened Date is before Date

(UTC-06:00) Centra (autoquery) of First Symptom

Time (US & Canada) Started on the Signs
and Symptoms form
in the same visit.
Please review and
update as
appropriate.

Nov-09-2020 15:41:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-06:00) Centra Oct/4/2020

Time (US & Canada)

2a

Date L ocation User Value Reason

Nov-09-2020 15:41:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central m Record | dentifier:: 1

Time (US& Canada) Oxygen Saturation: 95.0

2.a Record I dentifier:

Date L ocation User Value Reason

Nov-09-2020 15:41:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁl . 1

Time (US & Canada) () ®)

2.2 SPO2 Pulse Oximetry %
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 10-Oct-2020 16:04

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History

Form Status: Data Complete, Deleted, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation User Value Reason
Nov-09-2020 15:41:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) 95.0

Time (US & Canada) ®®)

*** Confidential***

Page 707 of 885

FDA-CBER-2021-5683-0973608




090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 10-Oct-2020 16:04

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

History

Form Status: Data Complete, Frozen, Verified

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:

Date Location User Value Reason
Nov-09-2020 15:41:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) Oct/5/2020

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

2.a

Date L ocation User Value Reason
Nov-09-2020 15:41:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central gg . Record | dentifier:: 1

Time (US & Canada) Oxygen Saturation: 100.0

2.a Record | dentifier:

Date Location User Value Reason
Nov-09-2020 15:41:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) 1

Time (US & Canada) ®®)

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason
Nov-09-2020 15:41:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ) 100.0

Time (US & Canada)

() (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: OXY GENATION PARAMETERS - eCRF Audit Trail History

on Oct/07/2020

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Nov-16-2020 09:01:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (g)' 5 Not Applicable

Time (US & Canada) () ©)

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason
Nov-16-2020 09:01:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) Not Applicable

Time (US & Canada) ®©)

3. FiO2 (Fraction of Inhaled Oxygen):

Date L ocation User Value Reason
Nov-16-2020 09:01:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' ) Not Applicable
Time (US & Canada) ®) ()
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 06-Jul-2020 21:55

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Nov-16-2020 09:01:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (g)' 5 Not Applicable

Time (US & Canada) () ©)

2. Category:

Date L ocation User Value Reason
Nov-16-2020 09:01:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)‘ ) Not Applicable

Time (US & Canada) ®©)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-16-2020 09:01:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)‘ ) Not Applicable

Time (US & Canada) ®) ()

4. Medication:

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

formulation).

Date L ocation User Value Reason
Nov-16-2020 09:01:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Not Applicable

Time (US & Canada) ®®)

5. Start Date:

Date L ocation User Value Reason
Nov-16-2020 09:01:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central §ﬁ§’(e) Not Applicable

Time (US & Canada)

6. Ongoing?
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:55

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Date L ocation User Value Reason
Nov-16-2020 09:01:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) Not Applicable

Time (US & Canada) ®®)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 06-Jul-2020 21:53

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Status:

Form: IMAGING - Audit Trail

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date

L ocation

User

Value

Reason

Oct-28-2020 14:29:21
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 | (b)

(4),
(b) (6)

Form Created
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Header Text: c4591001

on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form Status:

Form: IMAGING - Audit Trail

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date

L ocation

User

Value

Reason

Oct-28-2020 14:41:55
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b)

(4),
(b) (6)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/07/2020

Form Version: 06-Jul-2020 21:53

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Status:

Form: IMAGING - Audit Trail

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date

L ocation

User

Value

Reason

Nov-09-2020 15:43:19
(UTC-06:00) Central Time
(US & Canada)

ACVOPFEINFP6000 |(b)

(4,
(b) (6)

Form Created
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: IMAGING - eCRF Audit Trail History

on Oct/07/2020

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Oct-28-2020 14:29:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . Oct/7/2020

Time (US & Canada) ®®)

2. Location of Assessment:

Date L ocation User Value Reason
Oct-28-2020 14:29:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . CHEST

Time (US & Canada) ®®)

3. Type of Imaging Exam:

Date Location User Value Reason
Oct-28-2020 14:29:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . X-RAY
Time (US & Canada) ®) )
4. Assessment:
Date Location User Value Reason
Oct-28-2020 14:29:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . ABNORMAL
Time (US & Canada) ®®) If abnormal, specify findings:

New bilateral basilar infiltrates
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Form Version: 06-Jul-2020 21:53

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Oct-28-2020 14:41:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Oct/8/2020
Time (US & Canada) ®) (©)
2. Location of Assessment:
Date Location User Value Reason
Oct-28-2020 14:41:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . CHEST
Time (US & Canada) ®®)
3. Type of Imaging Exam:
Date Location User Value Reason
Oct-28-2020 14:41:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), . OTHER
Time (US & Canada) ®®) If other, specify:

echo
4. Assessment:
Date Location User Value Reason
Oct-28-2020 14:41:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . NORMAL
Time (US & Canada) ®®)
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Oct/07/2020

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Nov-09-2020 15:43:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) Nov/4/2020

Time (US & Canada) ) (©)

2. Location of Assessment:

Date L ocation User Value Reason
Nov-09-2020 15:43:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) CHEST

Time (US & Canada) ®®)

3. Type of Imaging Exam:

Date L ocation User Value Reason
Nov-09-2020 15:43:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) X-RAY

Time (US & Canada) ®®)

4. Assessment:

Date Location User Value Reason
Nov-09-2020 15:43:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)’ ) NORMAL

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

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 22-Apr-2020 21:03

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

1. Date of Visit

Date

L ocation

User

Value

Reason

Mar-03-2021 02:54:00
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000

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

Query 3: Closed

Response satisfies
query

Mar-01-2021 10:05:41
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Answered

Convalascent visit
page has been
updated.

Mar-01-2021 02:00:01
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG6000

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

Query 3: Reissued: Opened

PDQ RQ2: Please
confirm whether
subject was
contacted and
accordingly, please
enter corresponding
CONVA visit else
provide planned
CONVA visit date.

Feb-22-2021 05:40:36
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Reissued:Candidate

PDQ: RQ2: Thank
you for response;
Please respond to
query once data
available. Else

clarify.
Feb-19-2021 16:32:35 ACVOPFEINFP6000 |(b) Query 3: Answered Spoke to subject ,
(UTC-06:00) Central “) subject rescheduled

Time (US & Canada)

(b) (6)

for 25-feb-2021 @
10:00, cannot come
any soon.

Feb-19-2021 03:58:47
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Reissued:Opened

PDQ RQ2: Per your
response, Please
provide updated
scheduled date and
update data once
available as
appropriate. Thank
you.

Feb-18-2021 10:19:46
(UTC-06:00) Central

ACVOPFEINFPG6000

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

Query 3: Answered

Convalascent Visit
has been

Page 718 of 885

*** Confidential***
FDA-CBER-2021-5683-0973619




090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

on Jan/05/2021

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Time (US & Canada)

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

rescheduled. Will
update the
information as soon
asthe visit will be
conducted.

Feb-14-2021 23:56:07
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Reissued:Opened

PDQ RQL : As per
Query response,
CONVA visit
scheduled on
11Feb21, however
no CONVA details
updated, hence if
visit did not occur
attempt to schedule
visit even if OOW
and obtain the
CONVA sample else
clarify.

Feb-12-2021 09:04:06
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

(b)
(OF
(b) (6)

Query 3: Answered

Subject was
scheduled to come in
for convalascent
visit on
02-Feb-2021.
Subject was unable
to comein for
scheduled visit and
rescheduled until
11-Feb-2021 due to
not being able to
take off from work.

Feb-10-2021 04:43:43
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Opened

PDQ: Convalescent
visit ismissing and
35+ days (36) have
passed since COVID
Illness Vigit. If visit
occurred record data
as amatching
CONVA visit; if
visit did not occur
attempt to schedule
visit even if OOW
and obtain the
CONVA sample else
clarify.
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Jan/05/2021

Form Version: 22-Apr-2020 21:03
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Jan-05-2021 16:20:36 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Jan-05-2021 16:00:44 ACVOPFEINFPE000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Jan-05-2021 15:59:50 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-06:00) Centra (autoquery) completed but Date

Time (US & Canada) of Assessment in the
Signs and Symptoms

form is missing.
Please review and

update as

appropriate.
Jan-05-2021 15:59:50 ACVOPFEINFP6E000 | auto query Query 1: Candidate Date of Visitis
(UTC-06:00) Centra (autoquery) completed but Date

Time (US & Canada)

of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as

appropriate.
Jan-05-2021 15:59:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g), ) Jan/5/2021
Time (US & Canada) ®)(©)
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Jan-05-2021 15:59:50 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | COVID_C
(US & Canada)
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Header Text: c4591001

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

on Jan/05/2021 Audit Trail History
Form Version: 10-Dec-2020 02:29 Form Status. Data Complete, Frozen
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024 Subject Initials; ---

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Generated By: (b) (4)

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

Back to Form

1. Date of Assessment:
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)1 . Jan/5/2021
Time (US & Canada) ®) ©
2. Date of First Symptom Started:
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . Jan/2/2021
Time (US & Canada) ®®)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Mar-01-2021 16:28:53 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (g), ) NO Information
Time (US & Canada) ®)©) Date of Last Symptom Resolve

d:

Jan/6/2021

Jan-05-2021 16:00:44 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (3)‘ ) YES
Time (US & Canada) ®)©)
4.a
Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 - Symptoms: FEVER
Time (US & Canada) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 (b) (4). (0) (6) Data Entry: Initial Entry
(UTC-06:00) Centra FEVER
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/05/2021

- Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Time (US & Canada) (b) (4), (b) (6)
4.a \Was symptom present?
Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . NO
Time (US & Canada) ®®)
4b
Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28'(6) Symptoms: NEW OR INCREA
Time (US & Canada) SED COUGH

Symptom YES

Present:
4.b Symptoms:
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)1 . NEW OR INCREASED COUGH
Time (US & Canada) ®)©
4.b Was symptom present?
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . YES
Time (US & Canada) ®®)
4.c
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

@,
(b) (6)

Sympto NEW OR INCREASE

ms: D SHORTNESS OF B
REATH

Sympto NO

m Prese

nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/05/2021

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

4.c Symptoms;

Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . NEW OR INCREASED SHORT

Time (US & Canada) ®®) NESS OF BREATH

4.c Was symptom present?

Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NO

Time (US & Canada) ®) (©)

4d

Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central gg m Symptoms: CHILLS

Time (US & Canada) Symptom Present: NO

4.d Symptoms:

Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central f) o CHILLS

Time (US & Canada) ®©)

4.d Was symptom present?

Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . NO

Time (US & Canada) ®©)

4.e

Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 28 - Symptom NEW OR INCREAS

Time (US & Canada) s ED MUSCLE PAIN
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 10-Dec-2020 02:29

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Symptom NO

Present:
4.e Symptoms;
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . NEW OR INCREASED MUSCL
Time (US & Canada) ®) (©) EPAIN
4.e Was symptom present?
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NO
Time (US & Canada) ®) )
4.f
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central . Symptoms NEW LOSS OF TAS
Time (US & Canada) : TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . NEW LOSS OF TASTE OR SME
Time (US & Canada) ®©) LL
4.f Was symptom present?
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3% . NO
Time (US & Canada) ®)©
49
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/05/2021

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central Eﬁg - Symptom NEW OR INCREAS
Time (US & Canada) s ED SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NEW OR INCREASED SORE T
Time (US & Canada) ®®) HROAT
4.9 Was symptom present?
Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . NO
Time (US & Canada) ®®)
4.h
Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central o Symptoms: DIARRHEA
Time (US & Canada) Symptom Present: NO
4.h Symptoms:
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)- . DIARRHEA
Time (US & Canada) ®)©
4.h Was symptom present?
Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3% . NO
Time (US & Canada) ®)©
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 10-Dec-2020 02:29

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

4.

Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central o Symptoms: VOMITING

Time (US & Canada) Symptom Present: NO

4.i Symptoms:

Date Location User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . VOMITING

Time (US & Canada) ®©)

4.i Was symptom present?

Date L ocation User Value Reason
Jan-05-2021 16:00:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . NO

Time (US & Canada) ®©)

5a

Date Location User Value Reason
Jan-05-2021 16:19:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)l(s) Symptoms - Other: Headache

Time (US & Canada)

5.a Symptoms - Other Text:

Date Location User Value Reason
Jan-05-2021 16:19:33 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . Headache

Time (US & Canada) ®©)

5b

Date Location User Value Reason
Jan-05-2021 16:19:53 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28'(6) Symptoms - Other: Runny Nose

Time (US & Canada)
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Header Text: c4591001

on Jan/05/2021

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:29

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

Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.b Symptoms - Other Text:

Date L ocation User Value Reason
Jan-05-2021 16:19:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . Runny Nose

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

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Jan/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Jan-05-2021 16:20:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' . Not Done
Time (US & Canada) ®) ©
2. Specimen Type:
Date L ocation User Value Reason
Jan-05-2021 16:20:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . Not Done
Time (US & Canada) ®®)
3. Specimen Collection Location:
Date L ocation User Value Reason
Jan-05-2021 16:20:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Done
Time (US & Canada) ®) )
4. Assay Code and Description:
Date L ocation User Value Reason
Jan-05-2021 16:20:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . Not Done
Time (US & Canada) ®®)
5. Device Type:
Date Location User Value Reason
Jan-05-2021 16:20:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ . Not Done
Time (US & Canada) ®®)
6. Trade Name:
Date Location User Value Reason

(b) (4), (b) (6) ”
Jan-05-2021 16:20:03 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-06:00) Centra Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 06-Jul-2020 21:54

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada) (b) (4), (b) (6)

7. Test Result:

Date Location User Value Reason
Jan-05-2021 16:20:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Done

Time (US & Canada) ®®)

8. Comments/Findings/Details:

Date Location User Value Reason
Jan-05-2021 16:20:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Done

Time (US & Canada) ®©)

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Jan-05-2021 16:20:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . Not Done

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

Visit: POT_COVID_ILL 3
on Jan/05/2021

- Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Jan-05-2021 16:20:36 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Jan-05-2021 16:20:36 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB_SELF
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Jan-05-2021 16:20:53 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Jan-05-2021 16:20:36 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Centra (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Jan-05-2021 16:20:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . YES
Time (US & Canada) ) ©) Date of Collection:
Jan/5/2021
5a
Date L ocation User Value Reason
Jan-05-2021 16:20:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central S Sample | D: CV60740
Time (US & Canada) ®) ()
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Header Text: c4591001

on Jan/05/2021

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.aSample D

Date L ocation User Value Reason
Jan-05-2021 16:20:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . CV60740

Time (US & Canada) ®®)
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Header Text: c4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Jan/05/2021 Audit Trail History

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Jan-05-2021 16:21:19 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE

(US & Canada)

2. Sample Type

Date L ocation User Value Reason
Jan-05-2021 16:21:19 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Jan-05-2021 16:21:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NO

Time (US & Canada) ®) (©)

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Jan-05-2021 16:21:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . According to the protocol, it is not

Time (US & Canada) ®®) needed to be done.
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Header Text: c4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Jan/05/2021

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Back to Form

la
Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central gg’ ®) Type of Practitioner: SPECIA
Time (US & Canada) LIST

Occurrence of Visits NO

or Contacts:

1l.aPhysician or Healthcare Professional:

Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . SPECIALIST

Time (US & Canada) ®©)

1.a Occurrence of Visitsor Contacts:

Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (f))' . NO

Time (US & Canada) ®©)

1b

Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central 28 - Type of Practition EMERGEN

Time (US & Canada) er: CY ROOM

Occurrenceof Vis NO
itsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/05/2021

Form Version: 10-Dec-2020 02:26

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

- Unscheduled Visit

Form Status. Data Complete, Frozen

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . EMERGENCY ROOM
Time (US & Canada) ®®)
1.b Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NO
Time (US & Canada) ®) ©
1.c
Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central gg © Type of Practiti PRIMARY CA
Time (US & Canada) oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Contac

ts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3% . PRIMARY CARE PHYSICIAN
Time (US & Canada) ®)©
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . NO
Time (US & Canada) ®®)
1d
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Jan/05/2021

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28’(6) Type of Practitioner URGENT

Time (US & Canada) : CARE

Occurrence of Visits NO
or Contacts:

1.d Physician or Healthcare Professional:

Date Location User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (3)1 . URGENT CARE

Time (US & Canada) ®) ©

1.d Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . NO
Time (US & Canada) ®®)
le
Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central gg © Type of Practiti TELEPHONE
Time (US & Canada) oner: CONSULTATI

ON

Occurrenceof NO
Visitsor Conta
cts:
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/05/2021

- Unscheduled Visit

Form Version: 10-Dec-2020 02:26

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

1.ePhysician or Healthcare Professional:

Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' I TELEPHONE CONSULTATION
Time (US & Canada) ®®)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NO
Time (US & Canada) ®) ©
1f
Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central gg’ ®) Typeof Practitioner: ~ OTH
Time (US & Canada) ER
Occurrenceof Visitsor NO
Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . OTHER
Time (US & Canada) ®©)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Jan-05-2021 16:21:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (:)1), . NO
Time (US & Canada) ®) ©
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
51 (b) (4), (b) (6) . .
Jan-05-2021 16:21:34 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-06:00) Centra NO
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Header Text: c4591001

on Jan/05/2021

Form Version: 10-Dec-2020 02:26
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Time (US & Canada)

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

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 06-Jul-2020 21:53

Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. What isthe treatment | dentifier?

Date Location User Value Reason
Jan-05-2021 16:21:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' . Not Applicable
Time (US & Canada) ®) ©
2. Concomitant Non-drug Treatment Pre-specified:
Date L ocation User Value Reason
Jan-05-2021 16:21:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
3. Treatment:
Date L ocation User Value Reason
Jan-05-2021 16:21:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®) )
4. Treatment:
Date Location User Value Reason
Jan-05-2021 16:21:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5. Start Date:
Date Location User Value Reason
Jan-05-2021 16:21:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
6. Ongoing?
Date Location User Value Reason

91 (b) (4), (b) (6) i .
Jan-05-2021 16:21:49 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-06:00) Central Not Applicable
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Header Text: c4591001

on Jan/05/2021

Form Version: 06-Jul-2020 21:53
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Time (US & Canada)

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

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/05/2021

- Unscheduled Visit

Form Version: 06-Jul-2020 21:52

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Jan-05-2021 16:22:05 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | POTENTIAL COVID-19 ILLNESS
(US & Canada)
2. Was a diagnosis aobtained for Potential COVID-19 I lIness?
Date L ocation User Value Reason
Jan-05-2021 16:22:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . NO
Time (US & Canada) ®®)
3. Toxicity Grade:
Date L ocation User Value Reason
Jan-05-2021 16:22:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . 1
Time (US & Canada) ®) )
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Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

on Jan/05/2021

Form Version: 17-Jul-2020 21:55 Form Status. Data Complete, Frozen

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason
Jan-05-2021 16:22:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' . Not Applicable

Time (US & Canada) ®) ©

2. Subcategory of Clinical Event:

Date L ocation User Value Reason
Jan-05-2021 16:22:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

3. Was a diagnosis obtained?

Date L ocation User Value Reason
Jan-05-2021 16:22:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

4, Toxicity Grade:

Date Location User Value Reason
Jan-05-2021 16:22:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

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

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' . Not Applicable
Time (US & Canada) ®) ©
2. Laboratory Name and Address
Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
3. Collection Date:
Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®) )
4, Specimen Type:
Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5a
Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central gg © Sponsor-Defined 1d Not Applic
Time (US & Canada) entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Lab Normal Range: Not Applic
able
5.a Sponsor 1D:
Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®) ()
5.aTest:
Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®) )
5.a Result:
Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®©)
5.a Not Done:
Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5.aLNMT
Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)‘)' . Not Applicable
Time (US & Canada) ® ©)
5.b
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Jan-05-2021 16:22:31
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000 Ebg
4),
(b) (6)

Data Entry:
Sponsor-Defined 1d
entifier:

Test::

Result::

Not Done::

Lab Normal Range:

Not Applic
able

Not Applic
able
Not Applic
able
Not Applic
able

Not Applic
able

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

5.b Sponsor ID:
Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5.b Test:
Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®) ()
5.b Result:
Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5.b Not Done:
Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5bLNMT
Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable
Time (US & Canada) ® ©)
5.c
Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic
Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:49
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

5.¢c Sponsor 1D:

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.c Test:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) ()

5.c Result:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.c Not Done:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.cLNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)

5d

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic

Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:49
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

5.d Sponsor ID:

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.d Test:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) ()

5.d Result:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.d Not Done;

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5dLNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)

S5.e

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic

Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:49
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

5.e Sponsor 1D:

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.eTest:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) ()

5.e Result:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.eNot Done:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.eLNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)

5f

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic

Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:49
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:49

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

5.f Sponsor ID:

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.f Test:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) ()

5.f Result:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.f Not Done;

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5fLNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)

5.9

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic

Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:49
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

on Jan/05/2021

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.g Sponsor 1D:

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.9 Test:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) (©)

5.9 Result:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.g Not Done:

Date Location User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.gLNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

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

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' . Not Applicable
Time (US & Canada) ®) ©
2. Laboratory Name and Address
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
3. Collection Date:
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®) )
4, Specimen Type:
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5a
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central gg © Sponsor-Defined 1d Not Applic
Time (US & Canada) entifier: able
Test:: Not Applic
able
Result:: Not Applic
able
Not Done:: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Lab Normal Range: Not Applic
able

5.a Sponsor 1D:
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®) ()
5.aTest:
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®) )
5.a Result:
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®©)
5.a Not Done:
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5.aLNMT
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)‘)' . Not Applicable
Time (US & Canada) ® ©)
5.b
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Jan-05-2021 16:22:48
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFPG000 Ebg
4),
(b) (6)

Data Entry:
Sponsor-Defined 1d
entifier:

Test::

Result::

Not Done::

Lab Normal Range:

Not Applic
able

Not Applic
able
Not Applic
able
Not Applic
able

Not Applic
able

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.b Sponsor ID:

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.b Test:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) ()

5.b Result:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.b Not Done:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5bLNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)

5.c

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic

Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.¢c Sponsor 1D:

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.c Test:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) ()

5.c Result:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.c Not Done:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.cLNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)

5d

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic

Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.d Sponsor ID:
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5.d Test:
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®) ()
5.d Result:
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5.d Not Done;
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5dLNMT
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable
Time (US & Canada) ® ©)
S5.e
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic
Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.e Sponsor 1D:

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.eTest:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) ()

5.e Result:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.eNot Done:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.eLNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)

5f

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic

Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

Page 766 of 885

*** Confidential***
FDA-CBER-2021-5683-0973667




090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.f Sponsor ID:

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.f Test:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) ()

5.f Result:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.f Not Done;

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5fLNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)

5.9

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic

Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.g Sponsor 1D:
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5.9 Test:
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®) ()
5.9 Result:
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5.g Not Done:
Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable
Time (US & Canada) ®®)
5.gLNMT
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable
Time (US & Canada) ® ©)
5.h
Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28'(6) Sponsor-Defined Id Not Applic
Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.h Sponsor 1D:

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.h Test:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) ()

5.h Result:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.h Not Done:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.h LNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)

5.

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 28 © Sponsor-Defined 1d Not Applic

Time (US & Canada) entifier: able
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

on Jan/05/2021

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

5.i Sponsor ID:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . Not Applicable

Time (US & Canada) ®®)

5. Test:

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) ()

5.i Result:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) )

5.i Not Done:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.i LNMT

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central gﬁg © Sponsor-Defined 1d Not Applic

Time (US & Canada) entifier: able
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Header Text: c4591001

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

on Jan/05/2021

Form Version: 21-Aug-2020 02:51
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able
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Header Text: c4591001

on Jan/05/2021

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.j Sponsor ID:

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5. Test:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) (©)

5.j Result:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5.j Not Done:

Date Location User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

5j LNMT

Date L ocation User Value Reason
Jan-05-2021 16:22:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:50

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status. Data Complete, Frozen
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:
Date L ocation User Value Reason
Jan-05-2021 16:23:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' . Not Applicable
Time (US & Canada) ®) ©
2.a
Date L ocation User Value Reason
Jan-05-2021 16:23:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central o Record Identifier::  Not App
Time (US & Canada) licable

Systolic:: Not App

licable
Diastalic:: Not App
licable

Respiratory Ratein re Not App

spirationgminute: licable

Heart Ratein beats'm Not App

inute: licable
2.a Record I dentifier:
Date Location User Value Reason
Jan-05-2021 16:23:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable
Time (US & Canada) ®®)
2.a Systalic:
Date L ocation User Value Reason
Jan-05-2021 16:23:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . Not Applicable
Time (US & Canada) ®©)
2.aDiastolic:
Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:50

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Jan-05-2021 16:23:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Not Applicable

Time (US & Canada) ® ©)

2.a Respiratory Ratein respirations/minute:

Date L ocation User Value Reason
Jan-05-2021 16:23:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ﬁ o Not Applicable

Time (US & Canada) ®©)

2.a Heart Rate in beats/minute:

Date Location User Value Reason
Jan-05-2021 16:23:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . Not Applicable

Time (US & Canada) ®©)

*** Confidential***

Page 777 of 885

FDA-CBER-2021-5683-0973678




090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 21-Aug-2020 02:51

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History
Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

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

Back to Form

1. Date:
Date Location User Value Reason
Jan-05-2021 16:23:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' . Not Applicable
Time (US & Canada) ®) ©
2.a
Date L ocation User Value Reason
Jan-05-2021 16:23:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central o Record I dentifier Not Applicab
Time (US & Canada) : le

Oxygen Saturatio Not Applicab

n: le
2.a Record | dentifier:
Date Location User Value Reason
Jan-05-2021 16:23:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (f))' . Not Applicable
Time (US & Canada) ®©)
2.a SPO2 Pulse Oximetry %
Date Location User Value Reason
Jan-05-2021 16:23:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Not Applicable
Time (US & Canada) ®©)
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Header Text: c4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

on Jan/05/2021

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Jan-05-2021 16:23:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' . Not Applicable

Time (US & Canada) ®) ©

2. Arterial Blood Gases PaO2 (mmHg):

Date L ocation User Value Reason
Jan-05-2021 16:23:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

3. FiO2 (Fraction of Inhaled Oxygen):

Date L ocation User Value Reason
Jan-05-2021 16:23:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

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

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/05/2021

Form Version: 06-Jul-2020 21:55

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Jan-05-2021 16:23:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' . Not Applicable

Time (US & Canada) ®) ©

2. Category:

Date L ocation User Value Reason
Jan-05-2021 16:23:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Jan-05-2021 16:23:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) )

4. Medication:

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

formulation).
Date Location User Value Reason
Jan-05-2021 16:23:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . Not Applicable
Time (US & Canada) ® ©)
5. Start Date:
Date L ocation User Value Reason
Jan-05-2021 16:23:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ;4) o Not Applicable
Time (US & Canada) ®©)
6. Ongoing?
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Header Text: c4591001

on Jan/05/2021

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 06-Jul-2020 21:55

Audit Trail History

Form Status. Data Complete, Frozen

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

(b) (6)

Date L ocation User Value Reason
Jan-05-2021 16:23:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @, Not Applicable

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/05/2021

- Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Jan-05-2021 16:24:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (3)' . Not Applicable

Time (US & Canada) ®) ©

2. Location of Assessment:

Date L ocation User Value Reason
Jan-05-2021 16:24:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®®)

3. Type of Imaging Exam:

Date L ocation User Value Reason
Jan-05-2021 16:24:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

Time (US & Canada) ®) )

4. Assessment:

Date L ocation User Value Reason
Jan-05-2021 16:24:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Not Applicable

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

Subject No: 10981024
Generated By: (b) (4),

Visit: POT_COVID_CONVA 1 - Unscheduled  Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Nov/06/2020 Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

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

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Nov-06-2020 15:49:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) Nov/6/2020
Time (US & Canada) ®®)
3. COVID-19 llIness Visit:
Date Location User Value Reason
Nov-06-2020 15:49:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) COVID_A1l
Time (US & Canada) ®®)

Page 783 of 885

FDA-CBER-2021-5683-0973684




090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Nov/06/2020

Form Version: 22-Apr-2020 21:03

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-06-2020 15:49:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-06-2020 15:49:39 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Nov-06-2020 15:49:55 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Nov-06-2020 15:49:39 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-06:00) Centra (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Nov-06-2020 15:49:39 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (ﬁ)' . YES
Time (US & Canada) ®©) Date of Collection:
Nov/6/2020
5a
Date L ocation User Value Reason
Nov-06-2020 15:49:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central . Sample |D: BSMSWM
Time (US & Canada) ®)(©)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/06/2020

Form Version: 22-Apr-2020 21:03
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

5.aSample D

Date Location User Value Reason
Nov-06-2020 15:49:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)' ) BSMSWM

Time (US & Canada) ®®)

5.b

Date L ocation User Value Reason
Nov-06-2020 15:50:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central o Sample |D: BSMSWN

Time (US & Canada) ®) ()

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

5.b Sample ID

Date L ocation User Value Reason
Nov-06-2020 15:50:07 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) BSMSWN

Time (US & Canada) ®®)

5.c

Date L ocation User Value Reason
Nov-06-2020 15:50:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

4)

(b) (6) Sample ID: BR8H76

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

5.c Sample D

Date L ocation User Value Reason
Nov-06-2020 15:50:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)’ ) BR8H76

Time (US & Canada) ®©)

5d

Date Location User Value Reason
Nov-06-2020 15:50:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

4)

(b)’(6) Sample|D: BR8H77
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Nov/06/2020

Form Version: 22-Apr-2020 21:03

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.d Sample ID
Date Location User Value Reason
Nov-06-2020 15:50:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) BR8H77
Time (US & Canada) ®®)
5e
Date L ocation User Value Reason
Nov-06-2020 15:51:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central o Sample |D: BR8H78
Time (US & Canada) () (©)
5.eSample D
Date L ocation User Value Reason
Nov-06-2020 15:51:11 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) BR8H78
Time (US & Canada) ®®)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled  Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Feb/26/2021 Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024
Generated By: (b) (4)

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

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-01-2021 10:02:32 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)' . Feb/26/2021

Time (US & Canada) ®®)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Mar-02-2021 15:13:52 ACVOPFEINFPE000 |®) @ () ®) Query 1: Closed data updated

(UTC-06:00) Central

Time (US & Canada)

Mar-02-2021 12:42:06 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-02-2021 12:42:06 | ACVOPFEINFP6000 |(b) Data Entry: Changed Information

(UTC-06:00) Central (;‘;)v . CoVID_C1

Time (US & Canada) ®©)

Mar-02-2021 03:05:36 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Convalescent

(UTC-06:00) Central ® visit- COVID_B1

Time (US & Canada) has been updated,
however
corresponding
COVID illnessvisit -
COVID_B is marked
as Erroneous. Please
review and update
this
CONVALESCENT
visit as appropriate,
else clarify further.
Thank you.

Mar-01-2021 10:02:32 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (ﬁ)' . COVID_B1

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

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Feb/26/2021

Form Version: 22-Apr-2020 21:03

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-01-2021 10:03:05 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date L ocation User Value Reason
Mar-01-2021 10:03:05 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SERUM
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Mar-01-2021 10:03:36 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Mar-01-2021 10:03:05 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Centra (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Mar-01-2021 10:03:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s), ) YES
Time (US & Canada) ®)©) Date of Collection:
Feb/26/2021
5a
Date L ocation User Value Reason
Mar-03-2021 08:02:12 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central e Sample D: BR3OCC
Time (US & Canada) ®)(©)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Feb/26/2021 eCRF Audit Trail History

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024 Subject Initials: ---

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

Mar-01-2021 10:03:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central o SampleD: BR30CC

Time (US & Canada) () ©)

5.aSample D

Date L ocation User Value | Reason

Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies

14:34:48 1: Clo | query

(UTC-06:00) sed

Central Time

(US&

Canada)

Mar-03-2021 | ACVOPFEINFP6000 auto query Query | Transcription Error

08:02:12 (autoquery) 1: An

(UTC-06:00) swere

Central Time d

(UsS&

Canada)

Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Transcription Error

08:02:12 Entr

(UTC-06:00) .

Central Time BR30

(Us& cC

Canada)

Mar-02-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW?7580201;Barcode

22:07:09 (b) (4) 1: Op |contains blank Space

(UTC-06:00) ened | whichisnot the correct

Central Time format. Please review

(Us& and correct as

Canada) appropriate.

Mar-01-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |Initia Entry

10:03:36 Entry

(UTC-06:00) H

Central Time BR30

(US& CC

Canada)

5b

Date L ocation User Value Reason

Mar-01-2021 10:04:03 | ACVOPFEINFP6000 |® @ ®®) | pata Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Feb/26/2021

Form Version: 22-Apr-2020 21:03

Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

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

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

Sample |D: BR30CD

*

5.b Sample D
Date L ocation User Value Reason
Mar-01-2021 10:04:03 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . BR30CD
Time (US & Canada) ®©
5.c
Date L ocation User Value Reason
Mar-01-2021 10:04:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Sample | D: BR30CF
Time (US & Canada) ®®)
5.c Sample D
Date L ocation User Value Reason
Mar-01-2021 10:04:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . BR30CF
Time (US & Canada) ®) (©)
5.d
Date L ocation User Value Reason
Mar-01-2021 10:04:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central S Sample |D: BPMH31
Time (US & Canada) ®) (©)
5.d Sample 1D
Date L ocation User Value Reason
Mar-01-2021 10:04:42 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ), . BPMH31
Time (US & Canada) ®©)
5e
Date L ocation User Value Reason

- (b) (4), (b) (6) . "
Mar-01-2021 10:04:55 ACVOPFEINFP6000 Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
Visit on Feb/26/2021 eCRF Audit Trail History

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

(UTC-06:00) Central (b) (4), Sample |D: BPMH32

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

5.e SampleD

Date L ocation User Value Reason
Mar-01-2021 10:04:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . BPMH32

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

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-26-2020 08:06:58 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;J‘)' . Oct/22/2020
Time (US & Canada) ®)©
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-26-2020 08:06:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | VACCINATION
(US & Canada)
3. Status:
Date Location User Value Reason
Oct-26-2020 08:06:58 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (3)1 . COMPLETED
Time (US & Canada) ®)©
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Header Text: c4591001

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

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) Form Created

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

(US & Canada) (b) (©)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Oct-20-2020 09:48:03 ACVOPFEINFP6000 |(b) Form Deleted Changed
(UTC-06:00) Central Time (‘g)- ! Information
(US & Canada) ) ©)

Oct-19-2020 09:41:53 ACVOPFEINFP6000 |(b) Form Created

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

(OF
(b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

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

@,
(b) (6)

Date L ocation User Value Reason
Oct-20-2020 09:48:35 ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-06:00) Central (ﬁ)' ; Error

Time (US & Canada) ®©)

Oct-19-2020 09:43:47 ACVOPFEINFP6000 |(b) Form Created
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Oct-20-2020 09:49:10 ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-06:00) Central (ﬁ)' ; Error

Time (US & Canada) ®©)

Oct-19-2020 09:45:03 ACVOPFEINFP6000 | (b) Form Created

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

@,
(b) (6)
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Header Text: c4591001

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

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason
Oct-29-2020 16:37:27 ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central Time (g)' )

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

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date L ocation User Value Reason
Nov-09-2020 08:51:58 ACVOPFEINFP6000 |(b) Form Undeleted Changed
(UTC-06:00) Central (ﬁ)’ . Information
Time (US & Canada) ®®)
Nov-04-2020 07:38:36 | ACVOPFEINFP6000 | (b) Form Deleted Changed
(UTC-06:00) Central (3)1 . Information
Time (US & Canada) ®®)
Oct-29-2020 16:38:55 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central (ﬁ)y .
Time (US & Canada) () ©)
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Header Text: c4591001

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

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central Time (g)' )

(US & Canada) ®)®)

Page 799 of 885

*** Confidential***
FDA-CBER-2021-5683-0973700



Header Text: c4591001

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Date L ocation User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (g)' )
(US & Canada) ®)®)
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Header Text: c4591001

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

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central Time (ﬁ)v .

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

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

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

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason
Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Form Created

(UTC-06:00) Central Time (ﬁ)v .

(US & Canada) ) ©)

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Date L ocation User Value Reason
Nov-09-2020 16:47:52 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (ﬁ)v .
(US & Canada) ) ©)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-14-2020 08:41:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. AE |D:

Date L ocation User Value Reason

Oct-14-2020 08:41:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |1

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-09-2020 14:15:10 | ACVOPFEINFPeooo | & ®Y®) | ~ oy 6: Closed Response satisfies

(UTC-06:00) Centra query

Time (US & Canada)

Nov-09-2020 13:51:28 | ACVOPFEINFP6000 | auto query Query 6: Answered Changed Information

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Nov-09-2020 13:51:28 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Data Entry: Changed Information

(UTC-06:00) Centra ChestPain

Time (US & Canada)

Nov-09-2020 13:21:03 | ACVOPFEINFP6000 |(b) (4). Query 6: Reissued:Opened CLINICAL Thank you

(UTC-06:00) Central (b) (6) for your response;

Time (US & Canada) however thereis still a
single event. Please
separate Comm
Acquire Pneumonia
(CAP) and Chest Pain
eventson AE CRF;
CAP would bethe
etiology answer for
chest pain

Nov-09-2020 13:13:44 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 6: Answered Changed data per

(UTC-06:00) Centra query

Time (US & Canada)
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090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Nov-08-2020 08:32:22 | ACVOPFEINFP6000 |(b) (4), Query 6: Opened CLINICAL - please

(UTC-06:00) Centra (0) (6) separate the 2 events

Time (US & Canada) in this event term into
2 AEswhich are
serious; both will be
coded (separate
events; different organ
systems) for reporting.

Nov-03-2020 10:03:55 | ACVOPFEINFP6000 | Salim Query 4: Closed Response satisfies

(UTC-06:00) Centra Bouguermouh query

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

Nov-03-2020 09:58:10 | ACVOPFEINFPE000 | Salim Query 5: Closed Response satisfies

(UTC-06:00) Centra Bouguermouh query

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

Nov-03-2020 05:53:23 | ACVOPFEINFPE000 | (b) (4), (b) Query 5: Opened SAE RECON:

(UTC-06:00) Central ® AER#2020397526,the

Time (US & Canada) term was updated to
‘ChestPain due to
community Acquired
Pneumonia in AE
CRF while recorded as
'CHEST PAIN'in
SDB. Please confirm
correct term.If safety
updateisrequired,
please submit a follow
up AEM form.

Nov-03-2020 01:37:19 | ACVOPFEINFPeooo | @ ® O~ oy 4 Opened Clinical - please

(UTC-06:00) Centra submit a SAE safety

Time (US & Canada) update with the
revised SAE term

Nov-02-2020 12:25:07 | ACVOPFEINFP000 @@ ®)6) | o ery 4: Candidate Clinical - please

(UTC-06:00) Centra submit a SAE safety

Time (US & Canada) update with the
revised SAE term

Oct-30-2020 15:50:42 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-06:00) Centra ChestPain due to community A

Time (US & Canada) cquired Pneumonia

Oct-30-2020 14:02:21 ACVOPFEINFP6000 | Svitlana Query 1: Closed AE log updated,

(UTC-06:00) Centra Tonkovyd unnecessary query

Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Oct-29-2020 15:44:55
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

Svitlana Query 1: Reissued:Opened GPD Clin: Thanks for

Tonkovyd confirming cardiac

(b) (4) nature of the chest
pain. Can you please
update the event term
in eCRF AE log

according to the query
response and submit a
FU SAE form to
update event name
accordingly? Thank

you
Oct-28-2020 15:07:48 ACVOPFEINFP6000 [(b) (4), (b) (6) | Query 1: Answered Chest pain was cardiac
(UTC-06:00) Centra related according to
Time (US & Canada) the PI.

Oct-27-2020 20:44:26 | ACVOPFEINFPs000 |2 @ )1 o ey 2: Closed Query closed; will
(UTC-06:00) Centra follow for SAE

Time (US & Canada)

followup reguested on
additional symptoms

Oct-27-2020 15:47:15
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Svitlana Query 1: Reissued:Opened GPD Clin: Thanks for
Tonkovyd confirming SAE FU
(b) 4 has been sent on

220ct. Can you please
confirm if AE CHEST
PAIN was Cardiac or
Non Cardiac related, if
known. Thank you

Oct-27-2020 11:30:55 ACVOPFEINFP6000 [(b) (4), (b) (6) | Query 2: Answered Followup information
(UTC-06:00) Centra has been sent.

Time (US & Canada)

Oct-27-2020 11:27:02 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 1: Answered Followup safety

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

submission with start
dates for cough, chills
and fever is
05-Oct-2020 and has
been sent on
22-0ct-2020.

Oct-22-2020 09:24:41
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

Svitlana Query 1: Reissued:Opened GPD Clin: Please
Tonkovyd respond to the query
(b) (4) once information is
obtained. Thank you!

Oct-20-2020 16:19:31

ACVOPFEINFP6000

(0) (). (b) (6) Query 2: Reissued:Opened Clinical - please send
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

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

(b) (4), afollowup SAE safety
(®) (6) submission with start
dates for Cough,
Chillsand any Fever
(with temperature
maximum), as noted
on deleted AEs

Oct-20-2020 16:18:02 ACVOPFEINFPS000
(UTC-06:00) Centra
Time (US & Canada)

(b) (4), Query 3: Closed Query closed; will
(b) (6) follow for SAE
followup report
including subject's
medications

Oct-19-2020 09:46:46 ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

(b) (4), (b) (6) | Query 3: Answered All the medications
will be submitted.

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

Oct-19-2020 09:46:05 ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 2: Answered AE log has been
(UTC-06:00) Centra updated.

Time (US & Canada)

Oct-19-2020 08:34:38 ACVOPFEINFP6000 ((b) (4), (b) (6) | Query 1. Answered Site still waiting for

medical records. Will
update the information
as soon as we get it.

Time (US & Canada)

Thanks.
Oct-18-2020 21:14:18 | ACVOPFEINFP000 | (b) (4), Query 3: Opened CLINICAL please
(UTC-06:00) Central (0) (6) submit all medications

for subject (for
diabetes; HTN and
any other conditions)

as a SAE safety
update.
Oct-18-2020 21:12:30 ACVOPFEINFP6000 |(b) (4), Query 2: Opened CLINICAL - SAE
(UTC-06:00) Central (0) (6) report lists Cough and
Time (US & Canada) Chillsin Med history
(which should be prior

to study Day 1); there
are no onset dates. If
these are Med Hx,
please add onset dates;
if these are current
symptoms please add
to Narrative and
remove from Med Hx
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Oct-16-2020 15:29:05 ACVOPFEINFPE000 | Svitlana Query 1: Opened GPD Clin: Please
(UTC-06:00) Centra Tonkovyd specify if AE CHEST
Time (US & Canada) (b) (4) PAIN is Cardiac or
Non Cardiac related,
update to include a
diagnosis, if known.
Thanks
Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-06:00) Centra ChestPain
Time (US & Canada)
4, Start Date Time:
Date Location User Value Reason
Oct-16-2020 04:59:39 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-06:00) Central ©® query
Time (US & Canada)
Oct-15-2020 17:14:39 ACVOPFEINFP6000 |(b) Query 1: Answered Source has been
(UTC-06:00) Central (ﬁ)f . updated , and
Time (US & Canada) ) ©) followup SAE form
has been updated.
Oct-15-2020 04:42:41 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened SAE RECON:
(UTC-06:00) Central ® AER#2020397526
Time (US & Canada)
Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ). . Oct/7/2020 19:30
Time (US & Canada) ) ©)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . NO
Time (US & Canada) ®®) End Date Time:
Oct/9/2020 12:00
6. Toxicity Grade:
Date L ocation User Value Reason
Oct-14-2020 08:41:11 ACVOPFEINFP6000 (b) (4). (6) (6) D : iti
141 ata Entry: Initial Entry
(UTC-06:00) Centra 1
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Time (US & Canada)

(b) (4). (b) (6)

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation

User

Value Reason

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

Nov-07-2020 07:17:23 ACVOPFEINFP6000 | Charu

Sabharwal
(b) (4)

Query 5: Closed As per sitewide
communication on 3
Nov 2020, COVID
testing information
needs to be also
submitted to the
safety database. With
the next fu SAE
form, please provide
this update.

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

Nov-06-2020 08:20:26 | ACVOPFEINFPE000 | (b) (4); (b) (6)

Query 5: Answered Covid Test
information has been
providein Covid
illness page.

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

Nov-05-2020 19:49:31 ACVOPFEINFPE000 |(b) (4).

(b) (6)

Query 5: Opened Clinical - please
submit the COVID
test information
(yes/no; if yes
submit date &
results) as previously
requested; thisisa

*** Confidential***
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DMC request for all
hospitalized
subjects.
oQ- (b) (4), (b) (6) ) -
Oct-28-2020 23:28:44 ACVOPFEINFP6000 Query 3: Closed Response satisfies
(UTC-06:00) Centra query
Time (US & Canada)
Oct-28-2020 15:07:00 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 3: Answered Changed data per
(UTC-06:00) Centra query
Time (US & Canada)
0ct-27-2020 21:27:45 | ACVOPFEINFPE000 |2 @ ®V®) 1 o iery 3: Reissuied:Opened Thank you. Please
(UTC-06:00) Centra include the test
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Time (US & Canada)

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

DATE with thelab
result in the safety
flu

Oct-27-2020 20:43:09
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Closed

Query closed; will
follow for SAE
update with
corrected info on
Dig

Oct-27-2020 11:35:07
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Answered

It has been updated
in the source , will
sent the information.
Digoxin has been
prescribed for
A-Fibrillation.

Oct-27-2020 11:30:28
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFPG000

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

Query 3: Answered

Covid testing was
performed on the
subject and came out
to be negative and
the information has
been sent.

Oct-21-2020 10:51:23
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Opened

Clinical SAE report
states Con Med
digoxin is prescribed
for HTN. Please
review and confirm,
or submit afollowup
with an updated
condition for which
digoxin is prescribed

Oct-21-2020 10:47:50
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Opened

Clinical COVID
testing has not been
reported in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020397526] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the
results.

Oct-14-2020 20:52:28
(UTC-06:00) Central

ACVOPFEINFPG000

auto query
(autoquery)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

Oct-14-2020 08:42:10
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(autoquery)
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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, Locked, Frozen, Verified

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Back to Form

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

7. | sthe adver se event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Oct-14-2020 08:42:10 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (3)’ . YES
Time (US & Canada) ®®) Isthis serious event associated
with congenital anomaly or birt
h defect?
NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

YES
Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Isthis serious event life threate
ning?

NO

Other medically important seri

ous event
NO
Oct-14-2020 08:41:11 ACVOPFEINFP6000 | auto query Query 2: Candidate For AE ChestPain:
(UTC-06:00) Central (autoquery) Responseto "Isthe
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Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.

*** Confidential***

Oct-14-2020 08:41:11 ACVOPFEINFP6000 | auto query Query 1: Opened 'Isthe adverse event
(UTC-06:00) Central (autoquery) serious? is marked
Time (US & Canada) as YES, but
responses to al of
the seriousness
criteriaare NO. At
least one seriousness
criterion is expected
tobe YESfor
serious events.
Please review and
update as
appropriate.
Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (é)' . YES
Time (US & Canada) ®®) Is this serious event associated
with congenital anomaly or birt
h defect?
NO
Did this serious event result in
death?
NO
Did this serious event require o
r prolong hospitalization?
NO
Did this serious event result in
persistent or significant disabili
ty/incapacity?
NO
Isthis serious event life threate
ning?
NO
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Other medically important seri

ous event

NO

8. Isthis adverse event the result of a study Medication Error?

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

Date Location User Value Reason
Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)- . NO
Time (US & Canada) ®©)
9. Isthis event related to study treatment:
Date Location User Value Reason
Nov-09-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data Entr | Changed
13:51:59 y: Information
(UTC-06:00) NOT REL
Central Time ATED
(Usé& If Not Re
Canada) lated to st
udy treat
ment(s), t
his event
isdueto:
OTHER
If Oth
er, spe
cify:
Com
muni
ty A
cquir
edP
neu
moni
a
Nov-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: C | Response
14:16:33 losed satisfies query
(UTC-06:00)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject Initials; ---

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

Central Time

(US&

Canada)

Nov-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: R | Please review

05:43:51 eissued:Ca |and close.

(UTC-06:00) ndidate

Central Time

(US&

Canada)

Nov-06-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 3: A | AE page has

09:02:44 nswered been updated.

(UTC-06:00)

Central Time

(US&

Canada)

Nov-05-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 3: O | Please review

05:15:38 (b) (4) pened "If not related

(UTC-06:00) to study

Central Time treatment

(US& other" field,

Canada) the following
text was
indicated in the
comment field
[Pneumonia).
Any
symptoms,
AEs or other
key data
should be
collected on
the appropriate
page. Please
review and
update as
necessary.
(b)
4)

Nov-03-2020 | ACVOPFEINFP6000 Svitlana Tonkovyd Query 2: C | Response

15:08:59 (b) (4) losed satisfies query

(UTC-06:00)

Central Time

(US&

Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject Initials; ---

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

Nov-03-2020 | ACVOPFEINFP6000 auto query Query 2: A | Changed
14:38:18 (autoquery) nswered Information
(UTC-06:00)
Central Time
(US&
Canada)
Nov-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Entr | Changed
14:38:18 y: Information
(UTC-06:00) NOT REL
Centra Time ATED
(US& If Not Re
Canada) lated to st
udy treat
ment(s), t
his event
isdueto:
OTHER
If Oth
er, spe
cify:
Pneu
moni
a
Nov-03-2020 | ACVOPFEINFP6000 Svitlana Tonkovyd Query 2. R | GPD Clin:
09:26:10 (b) (4) eissued:Op | eCRF log is
(UTC-06:00) ened unlocked now.
Central Time Thanks for
(US& updating the
Canada) relatedness of
the AE.
Nov-02-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: A | Plsunlock the
13:.07:31 nswered form. Thanks.
(UTC-06:00)
Centra Time
(US&
Canada)
Nov-02-2020 | ACVOPFEINFP6000 Svitlana Tonkovyd Query 2: O | GPD Clin: AE
13:03:49 (b) (4) pened term says event
(UTC-06:00) chest painis
Central Time related to
(US& Community
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Canada) Acquired
Pneumonia
Can you please
update
relatedness
section
accordingly?
Thank you
Oct-27-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: C | Response
12:26:24 losed satisfies query
(UTC-06:00)
Central Time
(Us&
Canada)
Oct-27-2020 | ACVOPFEINFP6000 auto query Query 1: A | Changed
11:32:30 (autoquery) nswered Information
(UTC-06:00)
Central Time
(Us&
Canada)
Oct-27-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Entr | Changed
11:32:30 y: Information
(UTC-06:00) NOT REL
Centra Time ATED
(Us& If Not Re
Canada) lated to st
udy treat
ment(s), t
his event
isdueto:
OTHER
If Oth
er, spe
cify:
unkn
own
Oct-21-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 1: O | CLINQUERY:
10:33:22 pened Please clarify
(UTC-06:00) the
Central Time Relationship
(US& (Causdlity) of
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Canada) N/A. If Site
does not know
the Causality
of thisAE,
please enter
UNKNOWN.
Please update
or provide
additional
clarification.

Oct-14-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Entr | Initial Entry

08:41:11 v

(UTC-06:00) NOT REL

Central Time ATED

(US& If Not Re

Canada) lated to st

udy treat
ment(s), t
his event
isdueto:
OTHER
If Oth
er, spe
cify:
n/a

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason

Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (s)' . NOT APPLICABLE

Time (US & Canada) ) ©

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (3): . YES

Time (US & Canada) ®®)

12. Was a Non-Drug Treatment given?
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49
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Date L ocation User Value Reason
Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ﬁ s YES
Time (US & Canada) ®®)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (ﬁ)' . RECOVERED/RESOLVED
Time (US & Canada) ®®)
14. Did the adver se event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Oct-14-2020 08:41:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central f, o NO
Time (US & Canada) ®©)
15. Serious Adverse Event Number: For Pfizer Use Only
Date Location User Value Reason
Oct-14-2020 20:52:28 ACVOPFEINFP6000 |(b) (@), (b) |DataEntry: Initiad Entry
(UTC-06:00) Central ® 2020397526
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1098) SamaMazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-19-2020 09:41:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. AE ID:

Date L ocation User Value Reason

Oct-19-2020 09:41:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |2

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Oct-20-202011:47:13 | ACVOPFEINFP000 | @: ®)®) | ey 1: Closed Response satisfies

(UTC-06:00) Centra query

Time (US & Canada)

Oct-20-2020 09:48:03 ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-06:00) Centra (autoquery) Information

Time (US & Canada)

Oct-20-2020 09:45:46 ACVOPFEINFP6000 |(b) (4), Query 1: Opened ClinQuery: Per

(UTC-06:00) Central (0) (6) protocol, section

Time (US & Canada) 8.3.7, COVID-19
related event
"FEVER” does not
qualify as AE and
should ONLY be
documented on the
COVID lliness CRF
page and should not
be duplicated on the
AE CRF page.
Please update.

1 (b) (4), (b) (6) . I
Oct-19-2020 09:41:53 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-06:00) Centra Fever
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

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

4, Start Date Time:

Date Location User Value Reason
Oct-19-2020 09:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Oct/5/2020 UNK:UNK
Time (US & Canada) ®) ()
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Oct-19-2020 09:42:31 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (ﬁ)y . NO
Time (US & Canada) ®®) End Date Time:

Oct/9/2020 UNK:UNK
Oct-19-2020 09:42:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . NO
Time (US & Canada) ®©) End Date Time:

Oct/8/2020 UNK:UNK
6. Toxicity Grade:
Date Location User Value Reason
Oct-19-2020 09:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . 1
Time (US & Canada) ®) ()

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Oct-19-2020 09:41:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . NO

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

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

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

Date L ocation User Value Reason
Oct-19-2020 09:41:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . NO
Time (US & Canada) ® ©)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Oct-19-2020 09:41:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) NOT RELATED
Time (US & Canada) ®®) If Not Related to study treatment
(9), thisevent is due to:
OTHER
If Other, specify:
na
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Oct-19-2020 09:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . NOT APPLICABLE
Time (US & Canada) ®©)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Oct-19-2020 09:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . NO
Time (US & Canada) ®©)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-19-2020 09:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (s)' . NO
Time (US & Canada) ®) ©
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Deleted, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

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

Time (US & Canada)

(b) (6)

Date Location User Value Reason
Oct-19-2020 09:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (3% . RECOVERED/RESOLVED

Time (US & Canada) ®)©

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

Date L ocation User Value Reason
Oct-19-2020 09:41:53 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central @, NO
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1098) SamaMazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-19-2020 09:43:47 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. AE ID:

Date L ocation User Value Reason

Oct-19-2020 09:43:47 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

0ct-20-2020 11:47:13 | AcvoPFEINFPs000 |2 WO 5 ery 1: Closed Response satisfies

(UTC-06:00) Centra query

Time (US & Canada)

Oct-20-2020 09:48:35 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-20-2020 09:44:41 ACVOPFEINFP6000 |(b) (4), Query 1: Opened ClinQuery: Per

(UTC-06:00) Central (0) 6) protocol, section

Time (US & Canada) 8.3.7, COVID-19
related event
"COUGH"” does not
qualify as AE and
should ONLY be
documented on the
COVID llIness CRF
page and should not
be duplicated on the
AE CRF page.
Please update.

42 (b) (4), (b) (6) . "
Oct-19-2020 09:43:47 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-06:00) Centra Cough
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Deleted, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject Initials; ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

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

4, Start Date Time:

Date L ocation User Value Reason
Oct-19-2020 09:43:47 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Oct/5/2020 UNK:UNK
Time (US & Canada) ®) ()
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Oct-19-2020 09:43:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . NO
Time (US & Canada) ®®) End Date Time:

Oct/9/2020 UNK:UNK
6. Toxicity Grade:
Date Location User Value Reason
Oct-19-2020 09:43:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @ 1

Time (US & Canada)

(b) (6)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Oct-19-2020 09:43:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (é)y . NO

Time (US & Canada) ®®)

8. Isthis adverse event the result of a study Medication Error?

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

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Oct-19-2020 09:43:47 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . NO
Time (US & Canada) ®©)
9. Isthisevent related to study treatment:
Date Location User Value Reason
Oct-19-2020 09:43:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (f;')’ ) NOT RELATED
Time (US & Canada) ®®) If Not Related to study treatment
(9), thisevent is due to:
OTHER
If Other, specify:
n‘a
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Oct-19-2020 09:43:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (:)1), . NOT APPLICABLE
Time (US & Canada) ®©)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-19-2020 09:43:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ﬁ o NO
Time (US & Canada) ® ©)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Oct-19-2020 09:45:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . NO
Time (US & Canada) ®©)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
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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, Locked, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Oct-19-2020 09:43:47 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . RECOVERED/RESOLVED
Time (US & Canada) ®©)

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

Date Location User Value Reason
Oct-19-2020 09:43:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NO

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

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1098) SamaMazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-19-2020 09:45:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. AE ID:

Date L ocation User Value Reason

Oct-19-2020 09:45:03 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |4

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

0ct-20-202011:47:13 | ACVOPFEINFPe0oo | @ ®®) 15 ey 1: Closed Response satisfies

(UTC-06:00) Centra query

Time (US & Canada)

Oct-20-2020 09:49:10 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-20-2020 09:46:03 ACVOPFEINFP6000 |(b) (4), Query 1: Opened ClinQuery: Per

(UTC-06:00) Central (0) 6) protocol, section

Time (US & Canada) 8.3.7, COVID-19
related event
"CHILLS’ does not
qualify as AE and
should ONLY be
documented on the
COVID llIness CRF
page and should not
be duplicated on the
AE CRF page.
Please update.

JE (b) (4), (b) (6) . "
Oct-19-2020 09:45:03 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-06:00) Centra Chills
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Deleted, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject Initials; ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada)

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

4, Start Date Time:

Date Location User Value Reason
Oct-19-2020 09:45:03 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Oct/5/2020 UNK:UNK
Time (US & Canada) ®) ()
5. Isthe adverse event still ongoing?
Date Location User Value Reason
Oct-19-2020 09:45:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . NO
Time (US & Canada) ®®) End Date Time:

Oct/9/2020 UNK:UNK
6. Toxicity Grade:
Date Location User Value Reason
Oct-19-2020 09:45:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @ 1

Time (US & Canada)

(b) (6)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason

Oct-19-2020 09:45:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (é)y . NO

Time (US & Canada) ®®)

8. Isthis adverse event the result of a study Medication Error?

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

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Oct-19-2020 09:45:03 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . NO
Time (US & Canada) ®©)
9. Isthisevent related to study treatment:
Date Location User Value Reason
Oct-19-2020 09:45:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (f;')’ ) NOT RELATED
Time (US & Canada) ®®) If Not Related to study treatment
(9), thisevent is due to:
OTHER
If Other, specify:
n‘a
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Oct-19-2020 09:45:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (:)1), . NOT APPLICABLE
Time (US & Canada) ®©)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-19-2020 09:45:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ﬁ o NO
Time (US & Canada) ® ©)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Oct-19-2020 09:45:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . NO
Time (US & Canada) ®©)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
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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, Locked, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Oct-19-2020 09:45:03 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . RECOVERED/RESOLVED
Time (US & Canada) ®©)

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

Date Location User Value Reason
Oct-19-2020 09:45:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NO
Time (US & Canada) ®®)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) SamaMazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-29-2020 16:37:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

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

(US & Canada)

2.AEID:

Date Location User Value Reason

Oct-29-2020 16:37:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-03-202015:09:43 | ACVOPFEINFPs000 |2 @O 5 ey 1: Closed Response stisfies

(UTC-06:00) Centra query

Time (US & Canada)

Nov-03-2020 15:01:18 ACVOPFEINFP6000 |(b) Query 1: Answered Per Pl, shortness of

(UTC-06:00) Centra (ﬁ)' 5 Breath is not due to

Time (US & Canada) ®©) Covid related ilIness.

Nov-03-2020 11:30:13 ACVOPFEINFP6000 | (0) (4), Query 1: Opened CLIQUERY: Please

(UTC-06:00) Central (0) (6) confirm if the Pl

Time (US & Canada) considered
SHORTNESS OF
BREATH for
COVID related
illness? COVID-19
symptoms should
trigger a potential
COVID lllness Visit
and be documented
ONLY on the
COVID lllness SOD
CRF form and not
on the AE CRF
form.
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Oct-29-2020 16:37:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (ﬁ)' 5 Shortness of Breath
Time (US & Canada) ®©
4. Start Date Time:
Date L ocation User Value Reason
Nov-09-2020 15:12:26 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (s)' 5 Oct/1/2020 UNK:UNK Information
Time (US & Canade) A
Oct-30-2020 13:09:43 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (3): . Oct/4/2020 UNK:UNK
Time (US & Canada) A
Oct-30-2020 13:09:13 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁl . Oct/7/2020 UNK:UNK Information
Time (US & Canade) Y
Oct-29-2020 16:37:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . Oct/4/2020 UNK:UNK
Time (US & Canada) (b) ()
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Oct-30-2020 17:06:12 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Oct-30-2020 13:10:03 ACVOPFEINFPG000 | auto query Query 1: Answered Changed
(UTC-06:00) Centra (autoquery) Information
Time (US & Canada)
Oct-30-2020 13:10:03 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)y . NO Information
Time (US & Canada) ® ©) End Date Time:
Oct/7/2020 UNK:UNK
Oct-30-2020 13:09:43 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Oct-30-2020 13:09:13 ACVOPFEINFP6000 | auto query Query 2: Opened For Shortness of
(UTC-06:00) Centra (autoquery) Breath End Date &
Time (US & Canada) Time 04/0Oct/2020
UNK:UNK isbefore
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Header Text: c4591001
Visit: Logs - Unscheduled
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Site No: 1098

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
the Start Date &
Time 07/0Oct/2020
UNK:UNK.
Oct-30-2020 13:01:44 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Per page 12 of SAE
(UTC-06:00) Central (b) (6) records, subject was
Time (US & Canada) presenting with
worsening SOB on
070ct2020. please
confirm if end date
can be updated from
040ct2020 to
070ct2020 when
SAE began.
Oct-29-2020 16:37:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)' . NO
Time (US & Canada) ®®) End Date Time:
Oct/4/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Oct-29-2020 16:37:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . 1
Time (US & Canada) ®®)

7. 1 sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; |mportant medical event (i.e. may jeopardize subject and may

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason

Oct-29-2020 16:37:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central 3 o NO

Time (US & Canada) ®©)

8. Isthis adverse event the result of a study Medication Error?

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

Date L ocation User Value Reason
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Site No: 1098
Subject No: 10981024
Generated By: (b) (4)
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

(b) (6)

If Not Related to study treatmen
t(s), thisevent isdueto:

OTHER
If Other, specify:

n/a

Oct-29-2020 16:37:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . NO
Time (US & Canada) ®) ©
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-03-2020 07:56:19 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-06:00) Centra ® query
Time (US & Canada)
Nov-02-2020 16:23:44 ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-06:00) Centra (autoquery) Information
Time (US & Canada)
Nov-02-2020 16:23:44 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (é)' . NOT RELATED Information
Time (US & Canada) ®)© If Not Related to study treatmen
t(s), thisevent isdueto:
OTHER
If Other, specify:
Pneomonia
Nov-02-2020 15:44:34 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened clinical: pt
(UTC-06:00) Central ® hospitalized with
Time (US & Canada) pneumonia, pls
review. If AE felt to
be related to
pneumonia, updated
Non related; Other =
to indicate this
Oct-29-2020 16:37:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central @ NOT RELATED

10. Latest Action Taken with Study Treatment:
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Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Date L ocation User Value Reason
Oct-29-2020 16:37:27 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NOT APPLICABLE
Time (US & Canada) ®) )
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Oct-29-2020 16:37:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NO
Time (US & Canada) ®®)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Oct-29-2020 16:37:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . NO
Time (US & Canada) ®®)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Oct-29-2020 16:37:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . RECOVERED/RESOLVED
Time (US & Canada) ®©)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Oct-29-2020 16:37:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ﬁ o NO
Time (US & Canada) ®©)
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Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) SamaMazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-29-2020 16:38:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

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

(US & Canada)

2. AE ID:

Date Location User Value Reason

Oct-29-2020 16:38:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |6

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-05-2020 08:05:10 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-06:00) Centra Bouguermouh query

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

Nov-04-2020 07:38:36 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Nov-03-2020 20:49:41 ACVOPFEINFPE000 | Salim Query 1: Reissued:Opened Clin: COMMUNITY

(UTC-06:00) Centra Bouguermouh ACQUIRED

Time (US & Canada) (b) (@) PNEUMONIA
(CAP) should be
please documented
only on the
COVID-19 CRF
ILLNESS DETAILS
form ONLY and not
on the AE form

Nov-02-2020 11:00:50 ACVOPFEINFP6000 |(b) Query 1: Answered Covid illness page

(UTC-06:00) Centra (g)' . has been updated.

Time (US & Canada) () ®)

Nov-02-2020 10:28:38 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: Per Prot

(UTC-06:00) Centra Bouguermouh Section 8.3.7.,

Time (US & Canada) (b) (4) COVID-19 related
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Site No: 1098
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Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

COMMUNITY
ACQUIRED
PNEUMONIA
(CAP) does not
qualify as AE and
please should be
documented only on
the COVID-19 CRF
ILLNESS DETAILS
form ONLY as CAP
and should not be

captured on the AE

CRF page.
Oct-29-2020 16:38:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (‘g)' ) Community Acquired Pneumoni
Time (US & Canada) ®)©) a
4, Start Date Time:
Date Location User Value Reason
Oct-29-2020 16:38:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Oct/7/2020 UNK:UNK
Time (US & Canada) ®) )
5. Isthe adverse event still ongoing?
Date Location User Value Reason
Oct-29-2020 16:38:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . NO
Time (US & Canada) ®®) End Date Time:

Oct/9/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
Nov-11-2020 10:17:03 ACVOPFEINFP6000 Query 2: Closed Response satisfies

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

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

query

Nov-11-2020 10:02:19
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

Per P, toxicity
gradeis 1.

Nov-11-2020 09:49:37

ACVOPFEINFP6000

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

Query 2: Opened

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

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

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

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

toxicity gradeislie
mild, since AE has
been determined to
be SAE. Thanks

Nov-02-2020 08:25:15
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies
query

Oct-30-2020 15:49:42 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-30-2020 15:49:42 ACVOPFEINFP6000 |(b) (4), (b) (6) | DataEntry: Initia Entry
(UTC-06:00) Centra 1

Time (US & Canada)

Oct-30-2020 08:04:24 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened CLINQUERY:

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

Please complete this
field.

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may

require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Nov-10-2020 05:32:27 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Nov-09-2020 13:14:41 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Nov-09-2020 13:14:41 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (ﬁl . YES
Time (US & Canada) ®®) Isthis serious event associated

with congenital anomaly or birt

h defect?

NO
Did this serious event result in d
eath?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

NO

Did this serious event require or
prolong hospitalization?

YES
Did this serious event result in p
ersistent or significant disability
/incapacity?

NO

Isthis serious event life threate
ning?

NO

Other medically important serio

us event
NO
Nov-09-2020 13:12:38 ACVOPFEINFP6000 | auto query Query 2: Candidate For AE Community
(UTC-06:00) Centra (autoquery) Acquired
Time (US & Canada) Pneumonia:
Responseto "Isthe
adverse event
serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.
Nov-09-2020 13:12:38 ACVOPFEINFP6000 | auto query Query 1: Opened '|sthe adverse event
(UTC-06:00) Centra (autoquery) serious? is marked
Time (US & Canada) as YES, but

responses to al of
the seriousness
criteriaare NO. At
least one seriousness
criterion is expected
to be YES for
serious events.
Please review and
update as

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49
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Nov-09-2020 13:12:38 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Centra (s)' 5 YES Information
Time (US & Canada) ®®) Isthis serious event associated
with congenital anomaly or birt
h defect?
NO
Did this serious event result in d
eath?
NO
Did this serious event require or
prolong hospitalization?
NO
Did this serious event result in p
ersistent or significant disability
/incapacity?
NO
Isthis serious event life threate
ning?
NO
Other medically important serio
us event
NO
Oct-29-2020 16:38:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central s o NO
Time (US & Canada) ®®)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Oct-29-2020 16:38:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;)")' . NO
Time (US & Canada) ®®)
9. Isthisevent related to study treatment:
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

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

Date L ocation User Value Reason
Nov-11-2020 09:43:34 ACVOPFEINFP6000 | (0) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Nov-10-2020 16:00:48 ACVOPFEINFPE000 | auto query Query 1: Answered Changed
(UTC-06:00) Centra (autoquery) Information
Time (US & Canada)
Nov-10-2020 16:00:48 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (;1), . NOT RELATED Information
Time (US & Canada) ®®) If Not Related to study treatmen
t(s), thisevent is dueto:
OTHER
If Other, specify:
uknown
Nov-10-2020 15:56:40 ACVOPFEINFP6000 |(b) (4), Query 1: Opened 'If other, specify' is
(UTC-06:00) Centra (0) (6) "unknown" rather
Time (US & Canada) than n/a per source.
Please reocncile.
Oct-29-2020 16:38:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (‘g)' . NOT RELATED
Time (US & Canada) ®©) If Not Related to study treatmen
t(s), thisevent is due to:
OTHER
If Other, specify:
n/a
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-29-2020 16:38:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s), . NOT APPLICABLE
Time (US & Canada) ®)©
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
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Header Text: c4591001
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Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Oct-29-2020 16:38:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)' . NO
Time (US & Canada) ®) ©
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Oct-29-2020 16:38:55 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3% . NO
Time (US & Canada) ®)©
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Oct-29-2020 16:38:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . RECOVERED/RESOLVED
Time (US & Canada) ®®)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Oct-29-2020 16:38:55 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' . NO
Time (US & Canada) ®) ()
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Nov-10-2020 05:32:27 ACVOPFEINFP6000 |(b) (4), (b) | Data Entry: Initial Entry
(UTC-06:00) Central ® 2020397526
Time (US & Canada)
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Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) SamaMazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Category:
Date L ocation User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT
(US & Canada)
2. AE ID:
Date Location User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |7
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . Dizziness
Time (US & Canada) ®®)
4. Start Date Time:
Date Location User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . Oct/7/2020 UNK :UNK
Time (US & Canada) ® ©)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . NO
Time (US & Canada) ®©) End Date Time:
Oct/7/2020 UNK:UNK

6. Toxicity Grade:
Date L ocation User Value Reason
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Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Oct-30-2020 13:27:59 | ACVOPFEINFP6000 | (b)
(UTC-06:00) Central (ﬁ)v .
Time (US & Canada) (b) ()

Data Entry: Initial Entry

7. |sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . NO
Time (US & Canada) ®®)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NO
Time (US & Canada) ®®)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-09-2020 14:28:08 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Central (3), . NOT RELATED Information
Time (US & Canada) ®®) If Not Related to study treatmen
t(s), thisevent is due to:
OTHER
If Other, specify:

Community Acquired Pneu

monia
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NOT RELATED
Time (US & Canada) ®®) If Not Related to study treatmen

t(s), thisevent is due to:
OTHER
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Subject Initials; ---

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

If Other, specify:
n‘a
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 3 o NOT APPLICABLE
Time (US & Canada) ®©)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . YES
Time (US & Canada) ®©)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . NO
Time (US & Canada) ®©)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . RECOVERED/RESOLVED
Time (US & Canada) ®®)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Oct-30-2020 13:27:59 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (s)' . NO
Time (US & Canada) ®)©
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE ID:

Date Location User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |8

(US & Canada)

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

Date Location User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . fall

Time (US & Canada) ®®)

4. Start Date Time:

Date Location User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ) Oct/7/2020 UNK :UNK

Time (US & Canada) ® ©)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . NO

Time (US & Canada) ®©) End Date Time:

Oct/7/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v .
Time (US & Canada) ®) ©

7. |sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)v . NO
Time (US & Canada) ®®)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NO
Time (US & Canada) ®®)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-09-2020 14:29:06 ACVOPFEINFPE000 |(b) Data Entry: Changed
(UTC-06:00) Central (3), . NOT RELATED Information
Time (US & Canada) ®®) If Not Related to study treatmen
t(s), thisevent is due to:
OTHER
If Other, specify:

Community Acquired Pneu

monia
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)y . NOT RELATED
Time (US & Canada) ®®) If Not Related to study treatmen

t(s), thisevent is due to:
OTHER
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
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Generated Time (GMT): 29-Mar-2021 10:49
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If Other, specify:
n‘a
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central 3 o NOT APPLICABLE
Time (US & Canada) ®©)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s)- . YES
Time (US & Canada) ®©)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)- . NO
Time (US & Canada) ®©)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . RECOVERED/RESOLVED
Time (US & Canada) ®®)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Oct-30-2020 13:29:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (s)' . NO
Time (US & Canada) ®)©
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Form Version: 22-Apr-2020 21:02

Site No: 1098
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site Name: (1098) SamaMazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Oct/9/2020 UNK:UNK

1. Category:

Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ADVERSE EVENT

(US & Canada)

2. AE ID:

Date Location User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |9

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Nov-09-2020 16:46:00 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)' . COPD with acute exacerbation | Information
Time (US & Canada) ®®)

Nov-04-2020 07:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (ﬁ)' 5 COPD without acute exacerbatio

Time (US & Canada) ®©) n

4. Start Date Time:

Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁl . Oct/7/2020 UNK:UNK

Time (US & Canada) () ®)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁl ) NO

Time (US & Canada) ®®) End Date Time:
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6. Toxicity Grade:

Time (US & Canada)

(b) (6)

Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ) 1

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Time (US & Canada)

(b) (6)

If Not Related to study treatmen
t(s), thisevent isdueto:

OTHER

Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)‘ ) NO

Time (US & Canada) () (©)

8. Isthis adverse event the result of a study Medication Error?

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

Date Location User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (:?' ) NO

Time (US & Canada) ®®)

9. Isthisevent related to study treatment:

Date Location User Value Reason
Nov-13-2020 09:22:34 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Centra (b) (6) query

Time (US & Canada)

Nov-12-2020 16:14:13 ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-06:00) Centra (autoquery) Information
Time (US & Canada)

Nov-12-2020 16:14:13 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central ), NOT RELATED Information
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
If Other, specify:
COPD

Nov-10-2020 15:57:50 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Please have PI
(UTC-06:00) Centra (b) (6) assess possible
Time (US & Canada) cause of COPD

exacerbation and

document in source

and update in EDC.
Nov-04-2020 07:41:44 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;1), . NOT RELATED
Time (US & Canada) ) ©) If Not Related to study treatmen

t(s), thisevent isdueto:
OTHER
If Other, specify:
n/a

10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) NOT APPLICABLE
Time (US & Canada) ®®)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) YES
Time (US & Canada) ®®)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)‘ ) NO
Time (US & Canada) ®®)

13. What was the outcome of this adverse event?:
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Visit: Logs - Unscheduled

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

(b) (6)

Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) RECOVERED/RESOLVED

Time (US & Canada) () (©)

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

Date L ocation User Value Reason
Nov-04-2020 07:41:44 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central “) NO
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Header Text: c4591001
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Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Site Name: (1098) SamaMazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason

Nov-04-2020 07:43:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2.AEID:

Date Location User Value Reason

Nov-04-2020 07:43:48 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |10

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-06-2020 11:58:06 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-06:00) Central ® query

Time (US & Canada)

Nov-06-2020 11:55:41 ACVOPFEINFP6000 |(b) Query 1: Answered Changed data per

(UTC-06:00) Centra (é)’ . query

Time (US & Canade) A

Nov-06-2020 11:31:01 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Reissued:Opened clinical: DM

(UTC-06:00) Central ® confirms MedHx

Time (US & Canada) CRF unfrozen

Nov-06-2020 09:49:53 ACVOPFEINFP6000 |(b) Query 1: Answered Data still cannot be

(UTC-06:00) Central (ﬁ), . added in medical

Time (US & Canada) ®)©) history page.
Medical history
pageis locked.

Nov-06-2020 09:35:20 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Reissued:Opened clinical: have

(UTC-06:00) Central ® requested DM

Time (US & Canada) unlock

Nov-06-2020 09:01:34 ACVOPFEINFP6000 |(b) Query 1: Answered Pls unlock the

(UTC-06:00) Central (ﬁ)v . medical history

Time (US & Canada) ®)©) form so data can be
updated.
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Nov-06-2020 06:29:20 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened clinica: AE

(UTC-06:00) Centra ® indicates

Time (US & Canada) exacerbation of
CHF but MedHx
does not contain any
hx regarding of
CHF, please review
and update MedHx
as appropriate.

Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Centra (‘g)v ! Diastolic Congestive Heart Failur

Time (US & Canada) ®)©) e with acute exacerbation

4. Start Date Time:

Date Location User Value Reason

Nov-04-2020 07:43:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (§>' ) Oct/7/2020 UNK:UNK

Time (US & Canada) ®) ()

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (;1)' ) NO

Time (US & Canada) ®®) End Date Time:

Oct/9/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason

Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central (g)' ) 1

Time (US & Canada) ®®)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date

L ocation

User Value Reason
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Form Version: 22-Apr-2020 21:02
Site No: 1098

Subject No: 10981024 Subject Initials: ---

Generated By: (b) (4)

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

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1)' ) NO
Time (US & Canada) () ©)
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)’ ) NO
Time (US & Canada) (b) (6)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Nov-11-2020 09:43:48 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (0) (6) query
Time (US & Canada)
Nov-10-2020 16:01:27 ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-06:00) Centra (autoquery) Information
Time (US & Canada)
Nov-10-2020 16:01:27 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (g)- . NOT RELATED Information
Time (US & Canada) ®©) If Not Related to study treatmen
t(s), thisevent is due to:
OTHER
If Other, specify:
unknown
Nov-10-2020 15:58:54 ACVOPFEINFP6000 |(b) (4), Query 1. Opened 'If other, specify'is
(UTC-06:00) Central () (6) "unknown" per
Time (US & Canada) source. Please
reconcile.
Nov-04-2020 07:43:48 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1), . NOT RELATED
Time (US & Canada) ®©) If Not Related to study treatmen
t(s), thisevent isdueto:
OTHER
If Other, specify:
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Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

other
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) NOT APPLICABLE
Time (US & Canada) ®®)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)‘ ) NO
Time (US & Canada) ®©)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)’ ) NO
Time (US & Canada) ®®)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) RECOVERED/RESOLVED
Time (US & Canada) ®®)
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Nov-04-2020 07:43:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1)' ) NO
Time (US & Canada) ®®)
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Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete
Site Name: (1098) SamaMazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason

Nov-09-2020 16:47:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. AE ID:

Date Location User Value Reason

Nov-09-2020 16:47:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-06:00) Central Time (autocalc) |11

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-12-2020 16:14:43 ACVOPFEINFP6000 |(b) Data Entry: Changed

(UTC-06:00) Central (ﬁ)' . Unstable Angina Pectoris Modera | Information

Time (US & Canada) ®®) te

Nov-11-2020 10:44:08 ACVOPFEINFP6000 | Svitlana Query 1: Closed closed based on

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

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

Nov-11-2020 10:00:56 ACVOPFEINFPE000 | auto query Query 1: Answered Changed

(UTC-06:00) Centra (autoquery) Information

Time (US & Canada)

Nov-11-2020 10:00:56 ACVOPFEINFP6000 |(b) Data Entry: Changed

(UTC-06:00) Centra (ﬁ)' 5 Unstable Angina Pectoris Mild (I | Information

Time (US & Canada) ®©) )

Nov-10-2020 13:42:15 ACVOPFEINFP6000 | Svitlana Query 1: Opened GPD Clin: Canyou

(UTC-06:00) Centra Tonkovyd please confirm

Time (US & Canada) (b) (4) grading of Unstable
Angina Pectoris and
confirm it was
ongoing for 1
month? Please
reference protocol
section 10.3.3 for
grading. Thanks
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

*** Confidential***

Nov-09-2020 16:47:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (s)' 5 Unstable Angina Pectoris
Time (US & Canada) ®©
4. Start Date Time:
Date L ocation User Value Reason
Nov-09-2020 16:47:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1)' ) Oct/4/2020 UNK:UNK
Time (US & Canada) () ©)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-11-2020 09:44:05 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (0) (6) query
Time (US & Canada)
Nov-10-2020 16:01:54 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Nov-10-2020 16:01:54 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-06:00) Central (ﬁ)' . NO
Time (US & Canada) ®®) End Date Time:

Oct/5/2020 UNK:UNK
Nov-10-2020 15:41:32 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Per source, is
(UTC-06:00) Central (0) (6) 050ct2020. Please
Time (US & Canada) reconcile.
Nov-09-2020 16:47:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (é)' . NO
Time (US & Canada) ®®) End Date Time:

Nov/5/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-09-2020 16:47:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) 1
Time (US & Canada) ®®)
7. | sthe adverse event serious?
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Nov-09-2020 16:47:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)‘ ) NO
Time (US & Canada) (b) ()
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Nov-09-2020 16:47:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)‘ ) NO
Time (US & Canada) ®®)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-13-2020 09:23:01 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-06:00) Central (b) (6) query
Time (US & Canada)
Nov-12-2020 16:15:22 ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-06:00) Centra (autoquery) Information
Time (US & Canada)
Nov-12-2020 16:15:22 ACVOPFEINFP6000 |(b) Data Entry: Changed
(UTC-06:00) Central (ﬁ)v . NOT RELATED Information
Time (US & Canada) ®®) If Not Related to study treatmen
t(s), thisevent is dueto:
OTHER
If Other, specify:
unknown
Nov-10-2020 15:42:08 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Please have Pl
(UTC-06:00) Central (0) (6) assess possible
Time (US & Canada) cause and update in
EDC & source
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Nov-09-2020 16:47:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)- . NOT RELATED
Time (US & Canada) ®® If Not Related to study treatmen
t(s), thisevent is due to:
OTHER
If Other, specify:
n/a
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-09-2020 16:47:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) NOT APPLICABLE
Time (US & Canada) () ©)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-09-2020 16:47:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)‘ ) YES
Time (US & Canada) ®®)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-09-2020 16:47:52 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)' ) NO
Time (US & Canada) ®)(©)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-09-2020 16:47:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (g)' ) RECOVERED/RESOLVED
Time (US & Canada) ®®)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
. (b) (4), (b) (6) . "
Nov-09-2020 16:47:52 ACVOPFEINFP6000 Data Entry: Initial Entry
(UTC-06:00) Centra NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Time (US & Canada)

(b) (4). (b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: MEDICATION ERROR - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category:
Date Location User Value Reason
Nov-16-2020 09:02:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Not Applicable
Time (US & Canada) ®®)
2. Medication Error (Type of Medication Error):
Date Location User Value Reason
Nov-16-2020 09:02:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Not Applicable
Time (US & Canada) ®®)
3. Start Date:
Date L ocation User Value Reason
Nov-16-2020 09:02:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Not Applicable
Time (US & Canada) ®®)
4. 1sthe medication error still ongoing?
Date L ocation User Value Reason
Nov-16-2020 09:02:23 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;1)' ) Not Applicable
Time (US & Canada) ®®)
5. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Nov-16-2020 09:02:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) Not Applicable
Time (US & Canada) ®®)
6. Was a Concomitant Medication given?
Date Location User Value Reason
Nov-16-2020 09:02:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (ﬁ)' i Not Applicable
Time (US & Canada) () ©)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: MEDICATION ERROR - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

7. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Nov-16-2020 09:02:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Not Applicable

Time (US & Canada) ®®)

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

Date L ocation User Value Reason
Nov-16-2020 09:02:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) Not Applicable

Time (US & Canada) ®®)

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

Date Location User Value Reason
Nov-16-2020 09:02:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1)' ) Not Applicable

Time (US & Canada) ®®)

10. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason
Nov-16-2020 09:02:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;1)' ) Not Applicable

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

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail
Form Version: 22-Apr-2020 21:03 Form Status:
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Date L ocation User Value Reason
Oct-14-2020 15:38:01 ACVOPFEINFP6000 |(b) Form Created
(UTC-06:00) Central Time (3)' )
(US& Canada) () (©)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Oct-14-2020 15:38:01 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |1

(US & Canada)

2. Category:

Date L ocation User Value Reason
Oct-14-2020 15:38:01 ACVOPFEINFPGE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | VACCINATIONS

(US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Oct-14-2020 15:38:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NO

(US & Canada)

4. Medication:

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

formulation).

Date L ocation User Value Reason

Oct-15-2020 10:44:12 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-14-2020 15:38:01 ACVOPFEINFPG000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Oct-14-2020 15:38:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-06:00) Central s o Flu vaccine

Time (US & Canada) ®©)

Oct-14-2020 14:45:36 ACVOPFEINFP6000 |(0) (4), Query 1: Opened Per 0952020

(UTC-06:00) Central (0) (6) progress note,

Time (US & Canada) subject had flu
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Form Version: 22-Apr-2020 21:03
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

vaccine. Please add
to CM log in source
& EDC

5. Date:

Date L ocation User Value Reason

Oct-16-2020 08:56:44 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Oct-15-2020 17:17:51 ACVOPFEINFP6000 | auto query Query 1: Answered Changed

(UTC-06:00) Centra (autoquery) Information

Time (US & Canada)

Oct-15-2020 17:17:51 ACVOPFEINFP6000 |(b) Data Entry: Changed

(UTC-06:00) Central ;‘ o Sep/9/2020 Information

Time (US & Canada) ) ©)

Oct-15-2020 10:44:39 ACVOPFEINFPE000 |(b) (4), Query 1: Opened Per discussion with

(UTC-06:00) Central (b) (6) CRC yesterday, the

Time (US & Canada) sitewasableto
determine the flu
vax date. Please add
to EDC.

Oct-14-2020 15:38:01 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-06:00) Central (;1), . UNK/UNK/2020

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

Form Version: 22-Apr-2020 21:03

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit

Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. What is the medication identifier?

Date L ocation User Value Reason
Nov-16-2020 09:02:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (g)' 5 Not Applicable

Time (US & Canada) () ©)

2. Category:

Date L ocation User Value Reason
Nov-16-2020 09:02:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) Not Applicable

Time (US & Canada) ®©)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Nov-16-2020 09:02:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (3)' ) Not Applicable

Time (US & Canada) ®) ()

4. Medication:

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

formulation).
Date L ocation User Value Reason
Nov-16-2020 09:02:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ([,‘)’ ) Not Applicable
Time (US & Canada) ®®)
5. Dose:
Date L ocation User Value Reason
Nov-16-2020 09:02:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬂ)’ ) Not Applicable
Time (US & Canada) ®®)
6. Dose Unit:
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject No: 10981024 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Date Location User Value Reason
Nov-16-2020 09:02:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) Not Applicable
Time (US & Canada) ®®)
7. Dose Frequency:
Date L ocation User Value Reason
Nov-16-2020 09:02:38 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Centra (ﬁ)' i Not Applicable
Time (US & Canada) () ®)
8. Route:
Date L ocation User Value Reason
Nov-16-2020 09:02:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (ﬁ)' 5 Not Applicable
Time (US & Canada) () ®)
9. Start Date:
Date L ocation User Value Reason
Nov-16-2020 09:02:38 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;1)' ) Not Applicable
Time (US & Canada) ®®)
10. Ongoing?
Date L ocation User Value Reason
Nov-16-2020 09:02:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)‘ ) Not Applicable
Time (US & Canada) ®)(©)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: RADIATION TREATMENT - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category:

Date Location User Value Reason
Nov-16-2020 09:03:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Not Applicable

Time (US & Canada) ®®)

2. What isthe treatment | dentifier?

Date Location User Value Reason
Nov-16-2020 09:03:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Not Applicable

Time (US & Canada) ®®)

3. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason
Nov-16-2020 09:03:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Not Applicable

Time (US & Canada) ®®)

4. Treatment:

Date L ocation User Value Reason
Nov-16-2020 09:03:36 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (;1)' ) Not Applicable

Time (US & Canada) ®®)

5. Start Date:

Date Location User Value Reason
Nov-16-2020 09:03:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' ) Not Applicable

Time (US & Canada) ®®)

6. Ongoing?

Date Location User Value Reason
Nov-16-2020 09:03:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra (ﬁ)' i Not Applicable

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

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

Form: TRANSFUSIONS - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Transfusion Type:

Date Location User Value Reason
Nov-16-2020 09:03:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Not Applicable

Time (US & Canada) ®®)

2. Date of Transfusion:

Date Location User Value Reason
Nov-16-2020 09:03:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ ) Not Applicable

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

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1098

Subject No: 10981024
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-03-2021 16:47:56 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ . Mar/3/2021

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

Subject No: 10981024
Generated By: (b) (4)

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
Unscheduled History

Form Version: 10-Dec-2020 02:25 Form Status. Data Complete, Frozen

Site No: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

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

Back to Form

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

Date L ocation User Value Reason

Mar-04-2021 08:05:06 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-04-2021 05:13:40 ACVOPFEINFP6000 |(b) (), (b) (6) | Query 1: Opened The response

(UTC-06:00) Centra indicates participant

Time (US & Canada) was unblinded,
however the
TREATMENT

UNBLINDED date
ismissing in the
DISP visit. Please
complete this date.

Mar-03-2021 16:48:06
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000 | auto query Query 1: Candidate The response
(autoquery) indicates participant
was unblinded,
however the
TREATMENT

UNBLINDED date
ismissing in the
DISP visit. Please
complete this date.

Mar-03-2021 16:48:06
(UTC-06:00) Centra
Time (US & Canada)

ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
), Participant is willing to return for
®®) Vaccination 3

Participant is:

eligible per local/national reco
mmendations and confirmed t
o0 have received only placebo
at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Mar-04-2021 08:05:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (;‘)' . Mar/3/2021

Time (US & Canada) ®®©

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Mar-04-2021 08:05:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

(4,
(b) (6)

ASSESSELIGIBILITY FOR AD
DITIONAL VACCINATION
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Visit: V101 VAX3
Site No: 1098

Generated By: (b) (4)

Header Text: c4591001

Subject No: 10981024

Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Time (US & Canada)

() )

Date L ocation User Value Reason
Mar-03-2021 16:48:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central ) Mar/3/2021
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Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1098

Subject No: 10981024

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Mar-03-2021 16:48:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . OBTAINED
Time (US & Canada) ®©) Date Written Consent Obtained
Mar/3/2021
Page 876 of 885
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Header Text: c4591001
Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -

eCRF Audit Trail History

090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Form Version: 10-Dec-2020 02:31

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Mar-03-2021 16:49:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (E‘)' . Mar/3/2021

Time (US & Canada) ®©

2. Phase of Disposition:

Date L ocation User Value Reason
Mar-03-2021 16:49:18 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | REPEAT SCREENING 1

(US & Canada)

3. Status:

Date L ocation User Value Reason
Mar-03-2021 16:49:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . COMPLETED

Time (US & Canada) ®) (©)
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Header Text: c4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-03-2021 16:49:30 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

2. Sample Type

Date Location User Value Reason

Mar-03-2021 16:49:30 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Mar-04-2021 09:53:49 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-03-2021 16:52:29 ACVOPFEINFP6000 | auto query Query 2: Opened 'Sample Collected?

(UTC-06:00) Centra (autoquery) ismarked as No and

Time (US & Canada) 'If no sample was
collected or sample
was not collected
according to
protocol, please
providereason'is
missing. Please
review and update
as appropriate.

Mar-03-2021 16:52:29 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Centra (autoquery)

Time (US & Canada)

Mar-03-2021 16:52:29 ACVOPFEINFP6000 |(b) Data Entry: Changed

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

Time (US & Canada) ®)®)

Mar-03-2021 16:49:30 ACVOPFEINFP6000 | auto query Query 1. Candidate 'Sample Collected?

(UTC-06:00) Centra (autoquery) is Yes, however no
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Header Text: c4591001

Visit: V101 VAX3 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: 1098 Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024 Subject Initials: ---

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

Time (US & Canada) barcodes are

entered. Please
review and correct

as appropriate.
Mar-03-2021 16:49:30 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-06:00) Central (g), ) YES
Time (US & Canada) ®® Date of Collection:
Mar/3/2021

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Mar-04-2021 09:53:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Centra ), Blood draw was done 5 days ago f
Time (US & Canada) (b) ®) or the convalascent visit. Accordi

ng to the protocal, it s not needed

to be done again.
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Header Text: c4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin
Date Location User Value Reason
Mar-03-2021 16:49:43 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SITE
(US & Canada)
2. Sample Type
Date Location User Value Reason
Mar-03-2021 16:49:43 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | NASAL_SWAB
(US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Mar-03-2021 16:51:31 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Centra (autoquery)
Time (US & Canada)
Mar-03-2021 16:49:43 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-06:00) Centra (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Mar-03-2021 16:49:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (s), ) YES
Time (US & Canada) ®)©) Date of Collection:
Mar/3/2021
5a
Date L ocation User Value Reason
Mar-03-2021 16:51:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central o Sample | D: BR30FC
Time (US & Canada) ®) (©)
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Header Text: c4591001
Visit: V101_VAX3

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---

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

*** Confidential***

5.aSample D
Date L ocation User Value Reason
Mar-03-2021 16:51:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)- . BR30FC
Time (US & Canada) ®®)
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Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ . NO

Time (US & Canada) ®©)

2. Treatment Name

Date L ocation User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | BNT162b2

(US & Canada)

3. Formulation:

Date Location User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INJECTION

(US & Canada)

4. Dose Date Time:

Date Location User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . Mar/3/2021 08:48

Time (US & Canada) ® ©)

5. Anatomical Location:

Date Location User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | DELTOID MUSCLE

(US & Canada)

6. Body Side:

Date Location User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)' . LEFT

Time (US & Canada) ®©
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Header Text: c4591001
Visit: V101_VAX3

Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:49

7. Route:

Date L ocation User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | INTRAMUSCULAR

(US & Canada)

8. Actual Dose:

Date Location User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-06:00) Central Time (autocalc) |30.0

(US & Canada)

9. Unit:

Date Location User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) |ug

(US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | 30 MINUTES

(US & Canada)

administration?

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

Date L ocation User Value Reason
Mar-03-2021 16:50:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-06:00) Central (ﬁ)’ . YES

Time (US & Canada) ® ©)

*** Confidential***

Page 883 of 885

FDA-CBER-2021-5683-0973784




090177e196ae30f0\Final\Final On: 01-Apr-2021 04:20 (GMT)

Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1098

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status. Data Complete, Verified
Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic

Subject No: 10981024
Generated By: (b) (4)

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

Back to Form

1. Subject Status

Date L ocation User Value Reason
Oct-26-2020 08:06:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | FOLLOW-UP
(US & Canada)
Aug-26-2020 13:38:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | ENROLLED/RANDOMIZED
(US & Canada)
Aug-26-2020 13:31:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | SCREENED
(US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Oct-26-2020 08:06:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Oct/22/2020
(US & Canada)
Aug-26-2020 13:38:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Aug/21/2020
(US & Canada)
Aug-26-2020 13:31:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-06:00) Central Time (autocalc) | Aug/21/2020
(US & Canada)
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Site No: 1098
Subject No: 10981024
Generated By: (b) (4)

Header Text: c4591001
Visit: Investigator Signature - Unschedul ed
Form Version: 22-Apr-2020 21:04

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status. Data Complete, Signed, Verified

Site Name: (1098) Salma Mazhar, MD, PA, Primary Care Clinic
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Casebook Signature

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

(4,
(b) (6)

Click Here to Enable

Date L ocation User Value Reason
Oct-16-2020 09:19:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
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