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Audit History Report

This section lists audited data that meets the parameters set when the report was run. It may not include all of the audited
data in a particular CRF. Refer to the documentation for a complete description of the parameters that can affect this report.



Report run by Brian Saari at 05-MAR-2013 12:44:00 78Page

R253858313

Page_16

P3880_0342

R4027 Sptp, Weeks 1-4
16

Status Review Page number 16B Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)
1

30

21

12-NOV-2009 14:39:51

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 12:44:00 79Page

R253859913

Page_20

P3880_0342

R4027 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

0 31-AUG-2009 09:33:41

Lana Glaser

CRA Correction

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 12:44:00 80Page

R253860413

Page_21

P3880_0342

R4027 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

If Subject was
not compliant,
approximat (5)
1

0 31-AUG-2009 09:36:43

Lana Glaser

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 12:44:00 81Page

R266248713

Page_24

P3880_0342

R4027 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

1

1

YES

YES

12-NOV-2009 14:40:29

12-NOV-2009 14:40:29

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 12:44:00 82Page

R266248813

Page_25

P3880_0342

R4027 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

Was Subject
compliant (4)
1

YES

12-NOV-2009 14:41:50

Kim Freschly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 12:44:00 83Page

R266249013

Page_27

P3880_0342

R4027 Ip, Week 16
27

Lb Page number 27 Ip, Week 16

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

NA

NO

12-NOV-2009 14:42:37

12-NOV-2009 14:42:37

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 12:44:00 84Page

R266249613

Page_31

P3880_0342

R4027 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

1

1

1

7

NO

YES

YES

12-NOV-2009 14:43:20

12-NOV-2009 14:43:20

12-NOV-2009 14:43:20

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 12:44:00 85Page

R279291813

Page_32

P3880_0342

R4027 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

Section Header

CHKYN

DCM Blank flag

Date

If Subject was
not compliant,
approximat (5)

Was Behavioral
Counseling Given
(6)

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject
contacted by
telephone (1)

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

1

1

1

1

1

1

1

1

1

N

23-SEP-2009

14

YES

YES

NO

YES

YES

Y

ND

NO

19-MAR-2010 16:28:30

19-MAR-2010 08:17:53

19-MAR-2010 08:17:53

19-MAR-2010 08:17:53

19-MAR-2010 08:17:53

19-MAR-2010 08:17:53

19-MAR-2010 08:17:53

19-MAR-2010 08:19:35

19-MAR-2010 08:17:53

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

0

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #

Group Name

Group Name

Field

Field

Row

Row

Changed From

Changed From

Changed To

Changed To

Impact on
resequence

Impact on
resequence

On

On

By

By

Reason

Reason

Comment

Comment



Report run by Brian Saari at 05-MAR-2013 12:44:00 86Page

R253861113

Page_39

P3880_0342

R4027 Pcm
39

Pcm Page number 39 Pcm

CM1

Frequency

Unit

1

1

MICROGRAMS

ONCE

MILLIGRAMS

19-JUN-2009 15:16:35

07-JAN-2010 12:52:40

Lana Glaser

Kim Freschly

CRA Correction

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 12:44:00 87Page

R253861613

Page_39

P3880_0342

R4027 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Indication

Stop Date

Unit

other, specify
(unit)

1

1

1

1

TENSION HEADACHE
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1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D04

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04

D04A

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04A

D04AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A
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R06AA

AMINOALKYL ETHERS, R06AA

UNK

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

07-JAN-2010 12:55:00
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1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D04

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04

D04A

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04A

D04AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AA

AMINOALKYL ETHERS, R06AA

04-AUG-2009

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56
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26-APR-2010 14:24:56
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1
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1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

ANTIINFLAMMATORY/ANTIRHE
UMATIC PROD.,NON-
STEROIDS, M01A

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

04-AUG-2009

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38
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IP, WEEK 10
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STATUS REVIEW

STATUS REVIEW
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24

PAGE_24

PAGE_24

Was Subject asked HDYF?

Was Subject compliant

1

1
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CURRENT
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MANUAL

MANUAL

Resolved-Response Edited
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LB

LB

27

27

PAGE_27

PAGE_27
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CURRENT

Confirmed
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MANUAL HEADER
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Please complete.

Please complete.

NA
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STATUS REVIEW
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PAGE_31

PAGE_31

PAGE_31

If Subject was not compliant, approximat

Was Subject asked HDYF?

Was Subject compliant

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed
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MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

YES

YES

Please review value.

Please complete.
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PCM 39PAGE_39

Unit 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

MILLIGRAMS

Please verify if Excedrin is micrograms or milligrams.
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PCM
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PAGE_39

PAGE_39

PAGE_39

PAGE_39

Dose

Indication

Stop Date

other, specify (unit)

1

1

1

1

CURRENT

CURRENT

CURRENT

CURRENT

No Action Required

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

3

HEADACHE

UNK

Please clarify that this is 3 tablets.

Please review to AE verbatim.

No stop date is present on Con Med form.

Per source this is 3 tablets.

Please ignore this query.
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stop date is unknown, source corrected
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Stop Date is missing and 'Ongoing' field was not completed for <EXCEDRIN>.  Please
provide Stop Date or enter 'checked' in the 'Ongoing' field.

stop date for conmed is unknown
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Please complete.

Stop Date is missing and 'Ongoing' field was not completed for <BENADRYL>.  Please
provide Stop Date or enter 'checked' in the 'Ongoing' field.

Source correction needed.

stop date unknown, not ongoing

stop date unknown
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Please complete.

Source correction needed; per source one time only.  Start and stop may be the same?
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MILD

Please complete.

Source correction needed; no data for initial severity is present.

initial severity is unknown
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Adverse Event 1
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HEADACHE

Headache is present on medical history.  Please verify this is a worsening of condition.
If not, please remove as adverse event.

Is an AE due to subject being hit in the head with branch

Verified.  JLM 26Apr2010
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INSECT BITE

Please add AE  - Hypersalivation; start date 4/22/09 8:00; stop date 4/25/10 8:00;

added AE
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