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All statuses
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Site:
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09.OS.1

OverFlow Section For Document Number R243911113

NASAL/SINUS CONGESTION EPISODIC/INTERMITTENT1



09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





10.OS.1

OverFlow Section For Document Number R243394013

CHANTIX ONCE 2008 AND WELLBUTRIN ONCE 20071



10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF















16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



















24.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

















31.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





32.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF













37.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





38.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





39.1.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







39.1.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







39.1.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





43.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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.
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R2010 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

1

1

1

1

1

1

1

1

1

2

2

2

2

NASAL/SINUS CONGESTION

NASAL/SINUS CONGESTION
EPISODIC/INTERMITTENT

NASAL/SINUS CONGESTION

NO

00-00-1971

NASAL/SINUS CONGESTION

NASAL/SINUS CONGESTION
EPISODIC/INTERMITTENT

NASAL/SINUS CONGESTION

NASAL/SINUS CONGESTION
EPISODIC/INTERMITTENT

YES

CHECKED

01

00-00-1994

HIGH BLOOD PRESSURE

CHECKED

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

03-MAR-2010 11:59:13

03-MAR-2010 12:06:01

03-MAR-2010 12:16:35

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

2

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
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Page_09
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R2010 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of Onset

Date of Onset

2

3

3

3

3

3

4

4

4

4

4

5

5

5

00-00-2000

02

00-00-2006

INCREASED HEART RATE

CHECKED

03

00-00-2000

SHORTNESS OF BREATH WHEN
WALKING

CHECKED

04

00-00-2000

<Row Deleted>

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

10-MAR-2010 09:58:32

24-MAR-2010 15:31:59

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Krysia Magnuson

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

2

12-
>11;11-
>10;10-
>9;9-
>8;8-
>7;7-
>6;6->5

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R2010 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

5

5

5

5

5

5

5

5

5

5

SHORTNESS OF BREATH UPON
EXERTION WHEN WALKING

CHECKED

05

<Row Deleted>

SHORTNESS OF BREATH UPON
EXERTION WHEN WALKING

<Row Deleted>

CHECKED

<Row Deleted>

05

11-JUN-2009 14:39:10

24-MAR-2010 15:31:59

11-JUN-2009 14:39:10

10-MAR-2010 09:58:32

24-MAR-2010 15:31:59

11-JUN-2009 14:39:10

10-MAR-2010 09:58:32

24-MAR-2010 15:31:59

11-JUN-2009 14:39:10

10-MAR-2010 09:58:32

Amanda Lynn

Krysia Magnuson

Amanda Lynn

Amanda Lynn

Krysia Magnuson

Amanda Lynn

Amanda Lynn

Krysia Magnuson

Amanda Lynn

Amanda Lynn

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

2

12-
>11;11-
>10;10-
>9;9-
>8;8-
>7;7-
>6;6->5

12-
>11;11-
>10;10-
>9;9-
>8;8-
>7;7-
>6;6->5

12-
>11;11-
>10;10-
>9;9-
>8;8-
>7;7-
>6;6->5

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Page_09
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R2010 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Sequence Number

5

5

6

6

6

6

6

6

7

7

7

7

7

7

06

07

HEARBURN

<Row Deleted>

05

00-00-2000

RESPIRATORY BRONCHIAL
INTERSTITAL

CHECKED

06

06

00-00-1995

DIABETES TYPE II

HEARTBURN

CHECKED

07

24-MAR-2010 15:31:59

10-MAR-2010 09:59:49

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

10-MAR-2010 09:59:49

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

24-FEB-2010 14:17:43

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

Krysia Magnuson

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Krysia Magnuson

Amanda Lynn

Amanda Lynn

Hearburn to
Heartburn.

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

ODM/SEC

Row Inserted

Row Inserted

2

12-
>11;11-
>10;10-
>9;9-
>8;8-
>7;7-
>6;6->5

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Page_09
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R2010 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

Date of Onset

7

8

8

8

8

8

8

8

9

9

9

9

9

9

10

08

GASTRO ESOPHAGEAL REFLUX
DISEASE

09

10

07

00-00-1985

HEARBURN

GASTROESOPHAGEAL REFLUX
DISEASE

CHECKED

08

08

00-00-1985

GASTRO ESOPHAGEAL REFLUX
DISEASE

CHECKED

09

09

00-00-1981

10-MAR-2010 09:59:49

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

24-FEB-2010 14:10:24

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

10-MAR-2010 09:59:49

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

10-MAR-2010 09:59:49

11-JUN-2009 14:39:10

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Krysia Magnuson

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Gastro esophageal
to
Gastroesophageal.

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

ODM/SEC

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Page_09
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R2010 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

10

10

10

10

10

11

11

11

11

11

11

12

12

12

12

11

12

ANEMIA

CHECKED

10

10

00-00-1999

SEASONAL ALLERGIES

CHECKED

11

11

00-FEB-2004

DIABETIC NEUROPATHY

CHECKED

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

10-MAR-2010 09:59:49

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

11-JUN-2009 14:39:10

10-MAR-2010 09:59:49

12-JAN-2010 13:04:27

12-JAN-2010 13:04:27

12-JAN-2010 13:04:27

12-JAN-2010 13:04:27

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Page_09
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R2010 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

12 12

12-JAN-2010 13:04:27

Amanda Lynn

Row Inserted

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R243394013

Page_10
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R2010 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit
(Pharmaceuticals
) (3)

Comments (other
cessation aids)
(6)

Comments
(pharmaceuticals
) (5)

Comments
(pharmaceuticals
) (5)

Has subject used
smokeless
tobacco (1)

If Yes, how many
(other cessation
aids) (5)

If Yes, how many
(pharmaceuticals
) (4)

1

1

1

1

1

1

1

1

YES

NO

CHANTIX ONCE 2008 AND
WELLBURTIN ONCE 2007

CHANTIX ONCE 2008 AND
WELLBURTIN ONCE 2007

YES

2

NO

YES

CHANTIX ONCE 2008 AND
WELLBURTIN ONCE 2007

CHANTIX ONCE 2008 AND
WELLBUTRIN ONCE 2007

NO

2

29-JUL-2009 15:36:24

29-JUL-2009 15:36:24

29-JUL-2009 15:36:24

29-JUL-2009 15:36:24

08-MAR-2010 13:28:11

29-JUL-2009 15:15:28

29-JUL-2009 15:36:24

29-JUL-2009 15:36:24

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Krysia Magnuson

Amanda Lynn

Amanda Lynn

Amanda Lynn

Wellburtin to
Wellbutrin. KAy
08Mar2010.

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

ODM/SEC

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
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Page_11
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R2010 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

11-JUN-2009 14:37:57

Amanda Lynn

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
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R243911613

Page_16
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R2010 Sptp, Weeks 1-4
16

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

Section Header

DCM Blank flag

DCM Blank flag

1

1

N

Y

Y

N

14-MAY-2009 08:37:01

20-MAY-2009 14:45:01

Amanda Lynn

Amanda Lynn

Key Change

Data Entry Error

0

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 15:13:11 87Page
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Page_24
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R2010 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

42

21

23-OCT-2009 14:28:29

Amanda Lynn

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
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Page_31
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R2010 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

63

14

23-OCT-2009 14:29:46

Amanda Lynn

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
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Page_32
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R2010 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

CHKYN

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Was Subject
asked HDYF? (8)

1

1

1

1

1

1

UNKNOWN DUE TO TELEPHONE
CONTACT AND VISIT DO NOT
MATCH UP.

UNKNOWN DUE TO TELEPHONE
AND DIARY DO NOT MATCH
UP.

112

UNK

YES

UNKNOWN DUE TO TELEPHONE
CONTACT AND VISIT DO NOT
MATCH UP.

UNKNOWN DUE TO TELEPHONE
AND DIARY DO NOT MATCH
UP.

UNK

112

0

27-JAN-2010 14:56:47

27-JAN-2010 14:59:15

05-MAR-2010 11:37:09

27-JAN-2010 14:56:47

05-MAR-2010 11:37:09

27-JAN-2010 14:59:49

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

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
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Page_37
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R2010 Fu, Week 28
37

Questionnaires Page number 37 Fu, Week 28

EX1

MNWS

MNWS

1

1

YES

NO

NO

YES

11-NOV-2009 14:23:46

11-NOV-2009 14:24:06

Amanda Lynn

Amanda Lynn

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
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Page_39
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R2010 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Frequency

1

EVERY MORNING

EVERY DAY

27-APR-2009 08:42:52

Amanda Lynn

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
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R2010 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Frequency

1

EVERY MORNING

EVERY DAY

27-APR-2009 08:43:04

Amanda Lynn

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
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R2010 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Frequency

1

EVERY MORNING

EVERY DAY

27-APR-2009 08:43:17

Amanda Lynn

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
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09Apr2010
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Pressure

Respiratory Rate
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1

1

1

1

2

2

2

2

NA

NA

NA

NA

NA

NA

NA

NA

ND

ND

ND

ND

ND

ND

ND

ND

26-FEB-2010 14:59:32

26-FEB-2010 14:59:32

26-FEB-2010 14:59:32

26-FEB-2010 14:59:32

26-FEB-2010 14:59:32

26-FEB-2010 14:59:32

26-FEB-2010 14:59:32

26-FEB-2010 14:59:32

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn
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VS

Body Temperature

Diastolic Blood
Pressure

Respiratory Rate

Systolic Blood
Pressure

1

1

1

1

NA

NA

NA

NA

ND

ND

ND

ND

26-FEB-2010 15:00:09

26-FEB-2010 15:00:09

26-FEB-2010 15:00:09
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Amanda Lynn
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SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

Has subject used smokeless tobacco

If Yes, how many (other cessation aids)

1

1

CURRENT

CURRENT

No Action Required

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NO

Should this be NO?

Please record Chantix and wellbutrin under pharmaceuticals
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SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

1

4

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NASAL/SINUS CONGESTION EPISODIC/INTERMITTENT

SHORTNESS OF BREATH WHEN WALKING

Please update diagnosis/procedure term to clarify if this is an episodic/intermittent or
an ongoing/chronic condition.

MH diagnosis #4 and #5 appear to be the same. Please remove one event.

updated.

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:



Report run by Brian Saari at 05-MAR-2013 15:13:11 99Page

R270723813

L0689282_2

L0689282_2

L0689282_2

R2010

R2010

R2010

77965111

36516711

49569211

FU, WEEK 20 & 2

FU, WEEK 20 & 2

FU, WEEK 20 & 2

STATUS REVIEW

STATUS REVIEW

STATUS REVIEW
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32.1

32.1

PAGE_32

PAGE_32

PAGE_32

Comments (how many cigarettes)

If Subject was not compliant, approximat

Was Subject asked HDYF?

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

112

0

Per CRF Completion Guidelines, telephone data should override diary data if they are
conflicting. Please update Week 24 Result AND Comments according to phone data.

Please verify value as it is significantly more than other non-compliance responses for
this subject.

Value of 0 for Was Subject asked HDYF? not found in YES,NO

I changed this back because a query was sent saying if the telephone and the diary
conflicts then go by the telephone so that is what I did.  Even  though I had unknown
there already.  So please let me know if I should put it back to what I had before as
unknown or leave it as 112.
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FU, WEEK 28
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If Subject was not compliant, approximat 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

28

Please verify number smoked.

per diary it is 28 please explain?
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1979

Anema MH start date is 1981.  Please verify and update start date of medication and/or
MH.
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PCM.6

PCM 39PAGE_39

Indication 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

DIABETIC NEUROPATHY

Please confirm indication of con-med. Is the med given for depression related to
diabetes?  Please have staff and investigator review source and contact subject if
necessary.

updated conmed
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