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Abc 123

Abc 123

CDB_001

All statuses

All statuses

R1003

R1003

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy

















07.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







09.OS.1

OverFlow Section For Document Number R243290213

INTERMITTENT EPISODES-NUMBNESS/TINGLING (EXTREMITIES)1

INTERMITTENT EPISODES-FOLLICULITIS/ABSCESSES OR BOILS (INNER THIGHS & PRIVATE AREA)2



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 R243290313

WELLBUTRIN USED ONCE IN 2005 & CHANTIX USED ONCE IN 20081



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







12.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









15.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





























27.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







29.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



























39.1.U2.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











39.1.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U7.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









41.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





42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











46.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



Appendix: Audit and Discrepancy Information
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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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R243290013

Page_07

CDB_001

R1003 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

09888880-4

YES

050-552-1501-0

NO

18-MAY-2009 15:38:43

18-MAY-2009 15:38:43

Sharon Daly

Sharon Daly

Data Entry Error

Data Entry Error

1

Document #:
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Visit

Visit Date

CRF
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Qualifying Prompt Qualifying Value Section Visit 
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Changed From

Changed To
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R243290213

Page_09

CDB_001

R1003 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

1

1

1

2

2

2

3

3

3

3

3

3

NASAL/SINUS CONGESTION

NASAL/SINUS CONGESTION-
NCS

NASAL/SINUS CONGESTION

HIGH BLOOD PRESSURE

HIGH BLOOD PRESSURE-NCS

2.

00-00-1998

HEMORRHOIDS

RECURRENT BACK PAIN

NASAL/SINUS CONGESTION-
NCS

NASAL/SINUS CONGESTION

INTERMITTENT NASAL/SINUS
CONGESTION

HIGH BLOOD PRESSURE-NCS

HIGH BLOOD PRESSURE

2

<Row Deleted>

<Row Deleted>

<Row Deleted>

RECURRENT BACK PAIN-NCS

19-AUG-2009 11:30:29

13-NOV-2009 10:39:01

26-FEB-2010 12:41:49

19-AUG-2009 11:30:29

13-NOV-2009 10:39:01

02-MAR-2010 11:12:10

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

03-OCT-2009 11:15:18

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

19-AUG-2009 11:30:29

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Rossana Matos

Rossana Matos

Christina Breedlove

Rossana Matos

Christina Breedlove

Per PI -Relevent
but NCS

NCS was deleted
per query

correction to
type-o

NCS was deleted
per query

2. to 2 (removed
decimal). KAY
02Mar2010.

Per PI- Not
relevent to study

Per PI- Not
relevent to study

Per PI -Relevent
but NCS

Data Entry Mode

Validation Status
changed

Data Entry Error

Data Entry Mode

Validation Status
changed

ODM/SEC

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Mode

2

6->3

6->3

6->3

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row
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Changed To
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By
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R243290213

Page_09

CDB_001

R1003 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

3

3

3

3

3

3

4

4

4

4

4

4

RECURRENT BACK PAIN-NCS

CHECKED

3.

6

00-00-1985

00-00-1985

RECURRENT BACK PAIN

<Row Deleted>

<Row Deleted>

3

<Row Deleted>

<Row Deleted>

00-00-1989

13-NOV-2009 10:39:01

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

19-AUG-2009 11:14:33

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

09-NOV-2009 15:14:42

27-NOV-2009 03:48:22

13-NOV-2009 10:39:01

19-AUG-2009 11:14:33

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

Rossana Matos

Christina Breedlove

Christina Breedlove

NCS was deleted
per query

Per PI- Not
relevent to study

Per PI- Not
relevent to study

correction to
sequence No. due
to removal initial
entries that are
not relevent to
study

Per PI- Not
relevent to study

Seasonal allergies
added to med hx as
ongoing since 1989
per query

Per PI- Not
relevent to study

Validation Status
changed

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Validation Status
changed

Data Entry Error

2

6->3

6->3

6->3

7->4
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Visit

Visit Date

CRF
CRF Page
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Qualifying Prompt Qualifying Value Section Visit 
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R243290213

Page_09

CDB_001

R1003 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Ongoing

4

4

4

4

4

4

4

4

4

4

4

4

OVARIAN CYST

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

SEASONAL ALLERGIES

<Row Deleted>

<Row Deleted>

CHECKED

03-OCT-2009 11:15:18

09-NOV-2009 15:14:42

27-NOV-2009 03:48:22

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

09-NOV-2009 15:14:42

27-NOV-2009 03:48:22

13-NOV-2009 10:39:01

03-OCT-2009 11:15:18

09-NOV-2009 15:14:42

27-NOV-2009 03:48:22

13-NOV-2009 10:39:01

Rossana Matos

Heather Kretschmer

Rossana Matos

Christina Breedlove

Rossana Matos

Heather Kretschmer

Rossana Matos

Christina Breedlove

Rossana Matos

Heather Kretschmer

Rossana Matos

Christina Breedlove

Per PI- Not
relevent to study

Seasonal allergies
added to med hx as
ongoing since 1989
per query

Seasonal allergies
added to med hx as
ongoing since 1989
per query

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Validation Status
changed

Data Entry Error

Row Inserted

Data Entry Error

Validation Status
changed

2

6->3

7->4

6->3

7->4

6->3

7->4

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R243290213

Page_09

CDB_001

R1003 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Date of
Resolution

4

4

4

4

4

5

5

5

5

5

5

5

5

5

4

00-00-2007

<Row Deleted>

<Row Deleted>

4

<Row Deleted>

<Row Deleted>

00-00-2007

<Row Deleted>

<Row Deleted>

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

09-NOV-2009 15:14:42

27-NOV-2009 03:48:22

13-NOV-2009 10:39:01

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

09-NOV-2009 15:14:42

27-NOV-2009 03:48:22

27-NOV-2009 03:48:22

03-OCT-2009 11:15:18

09-NOV-2009 15:14:42

27-NOV-2009 03:48:22

27-NOV-2009 03:48:22

Christina Breedlove

Rossana Matos

Heather Kretschmer

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

Rossana Matos

Rossana Matos

Rossana Matos

Heather Kretschmer

Rossana Matos

Rossana Matos

Per PI- Not
relevent to study

Seasonal allergies
added to med hx as
ongoing since 1989
per query

Per PI- Not
relevent to study

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Validation Status
changed

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

2

6->3

7->4

6->3

7->4

6->3

7->4

Document #:
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Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name



Report run by Lindsey Falor at 26-JUL-2012 15:38:33 79Page

R243290213

Page_09

CDB_001

R1003 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

5

5

5

5

5

5

5

5

5

5

5

5

5

5

NUMBNESS/TINLING

NUMBNESS/TINGLING
(EXTRETIES)

NUMBNESS/TINGLING
(EXTREMITIES)

CHECKED

5

<Row Deleted>

<Row Deleted>

NUMBNESS/TINGLING
(EXTRETIES)

NUMBNESS/TINGLING
(EXTREMITIES)

INTERMITTENT EPISODES-
NUMBNESS/TINGLING
(EXTREMITIES)

<Row Deleted>

<Row Deleted>

CHECKED

<Row Deleted>

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

09-NOV-2009 15:14:42

27-NOV-2009 03:48:22

27-NOV-2009 03:48:22

03-DEC-2009 09:50:36

26-FEB-2010 12:41:49

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

09-NOV-2009 15:14:42

27-NOV-2009 03:48:22

27-NOV-2009 03:48:22

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

Christina Breedlove

Rossana Matos

Heather Kretschmer

Rossana Matos

Rossana Matos

Christina Breedlove

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

Rossana Matos

Rossana Matos

Christina Breedlove

Rossana Matos

Per PI- Not
relevent to study

Corrected spelling
of Extremities

Per PI- Not
relevent to study

Per PI- Not
relevent to study

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Investigator
Correction

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

2

6->3

7->4

6->3

7->4

6->3

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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R243290213

Page_09

CDB_001

R1003 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

5

5

5

6

6

6

6

6

6

6

6

6

6

6

6

18-FEB-2009

<Row Deleted>

5

<Row Deleted>

18-FEB-2009

00-00-1998

<Row Deleted>

<Row Deleted>

09-NOV-2009 15:14:42

27-NOV-2009 03:48:22

27-NOV-2009 03:48:22

09-NOV-2009 15:27:17

27-NOV-2009 03:48:22

18-DEC-2009 12:34:32

07-JAN-2010 08:42:32

20-JAN-2010 11:54:20

20-JAN-2010 13:58:15

09-NOV-2009 15:27:17

27-NOV-2009 03:48:22

18-DEC-2009 12:34:32

09-NOV-2009 15:27:17

27-NOV-2009 03:48:22

18-DEC-2009 12:34:32

Heather Kretschmer

Rossana Matos

Rossana Matos

Heather Kretschmer

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Christina Breedlove

Heather Kretschmer

Rossana Matos

Heather Kretschmer

Heather Kretschmer

Rossana Matos

Heather Kretschmer

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Validation Status
changed

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

2

7->4

7->4

7->4

7->4

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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R243290213

Page_09

CDB_001

R1003 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Date of Onset

6

6

6

6

6

6

6

6

6

6

6

6

6

6

7

OBESE

HEMMORRIODS

CHECKED

00-00-1976

OBESE

HEMMORRIODS

HEMORRHOIDS

<Row Deleted>

CHECKED

CHECKED

<Row Deleted>

6

07-JAN-2010 08:42:32

20-JAN-2010 11:54:20

20-JAN-2010 13:58:15

23-FEB-2010 17:54:50

09-NOV-2009 15:27:17

27-NOV-2009 03:48:22

18-DEC-2009 12:34:32

07-JAN-2010 08:42:32

20-JAN-2010 11:57:05

20-JAN-2010 13:58:15

09-NOV-2009 15:27:17

27-NOV-2009 03:48:22

18-DEC-2009 12:34:32

07-JAN-2010 08:42:32

19-AUG-2009 11:14:33

Sharon Daly

Christina Breedlove

Christina Breedlove

Krysia Magnuson

Heather Kretschmer

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Christina Breedlove

Heather Kretschmer

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Hemmorriods to
Hemmorrhoids.

Per PI- Not
relevent to study

Data Entry Error

Investigator
Correction

Validation Status
changed

ODM/SEC

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Validation Status
changed

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

2

7->4

7->4

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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R243290213

Page_09

CDB_001

R1003 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

7

7

7

7

7

7

7

7

7

7

7

7

7

7

18-FEB-2009

CYSTS ON INNER THIGHS
AND PRIVATE AREA

DERMATITIS

<Row Deleted>

18-FEB-2009

00-00-1976

<Row Deleted>

<Row Deleted>

DERMATITIS

FOLLICULITIS/ABSCESSES
OR BOILS(INNER THIGHS &
PRIVATE AREA)

03-OCT-2009 11:15:18

09-NOV-2009 15:27:17

07-JAN-2010 08:42:32

20-JAN-2010 11:54:20

20-JAN-2010 14:17:59

03-OCT-2009 11:15:18

09-NOV-2009 15:27:17

07-JAN-2010 08:42:32

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

09-NOV-2009 15:27:17

07-JAN-2010 08:42:32

20-JAN-2010 11:54:20

20-JAN-2010 14:17:59

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Christina Breedlove

Per PI- Not
relevent to study

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Investigator
Correction

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Investigator
Correction

2

6->3

6->3

6->3

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R243290213

Page_09

CDB_001

R1003 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Sequence Number

7

7

7

7

7

7

7

7

7

7

7

7

7

FOLLICULITIS/ABSCESSES
OR BOILS(INNER THIGHS &
PRIVATE AREA)

FOLLICULITIS/ABSCESSES
OR BOILS (INNER THIGHS &
PRIVATE AREA)

CHECKED

CHECKED

7

7

FOLLICULITIS/ABSCESSES
OR BOILS (INNER THIGHS &
PRIVATE AREA)

INTERMITTENT EPISODES-
FOLLICULITIS/ABSCESSES
OR BOILS (INNER THIGHS &
PRIVATE AREA)

<Row Deleted>

CHECKED

CHECKED

<Row Deleted>

7

23-FEB-2010 17:56:50

26-FEB-2010 12:41:49

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

09-NOV-2009 15:27:17

07-JAN-2010 08:42:32

20-JAN-2010 11:57:05

20-JAN-2010 14:17:59

19-AUG-2009 11:14:33

03-OCT-2009 11:15:18

09-NOV-2009 15:27:17

07-JAN-2010 08:42:32

20-JAN-2010 13:58:15

Krysia Magnuson

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Added a space
between words.

Per PI- Not
relevent to study

Per PI- Not
relevent to study

ODM/SEC

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Investigator
Correction

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Validation Status
changed

2

6->3

6->3

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name



Report run by Lindsey Falor at 26-JUL-2012 15:38:33 84Page
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Page_09

CDB_001

R1003 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

7

8

8

8

8

8

8

8

8

8

8

8

8

18-FEB-2009

BILATERAL CATARACTS

8

7

18-FEB-2009

00-SEP-2007

BILATERAL CATARACTS

POSTMENOPAUSAL

CHECKED

8

8

20-JAN-2010 14:17:59

07-JAN-2010 08:42:32

20-JAN-2010 11:54:20

26-FEB-2010 12:41:49

07-JAN-2010 08:42:32

07-JAN-2010 08:42:32

20-JAN-2010 11:54:20

26-FEB-2010 12:41:49

07-JAN-2010 08:42:32

26-FEB-2010 12:41:49

07-JAN-2010 08:42:32

20-JAN-2010 13:58:15

26-FEB-2010 12:41:49

Christina Breedlove

Sharon Daly

Christina Breedlove

Christina Breedlove

Sharon Daly

Sharon Daly

Christina Breedlove

Christina Breedlove

Sharon Daly

Christina Breedlove

Sharon Daly

Christina Breedlove

Christina Breedlove

Investigator
Correction

Row Inserted

Data Entry Error

Validation Status
changed

Row Inserted

Row Inserted

Data Entry Error

Validation Status
changed

Row Inserted

Validation Status
changed

Row Inserted

Validation Status
changed

Validation Status
changed
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Page_10

CDB_001

R1003 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit
(Pharmaceuticals
) (3)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

1

1

1

1

1

1

1

1

1

NO

YES

NO

NO

COLD TURKEY

HYPNOSIS / QUIT SMART
PROGRAM / PATCHES

HYPNOSIS

YES

NO

YES

YES

PATCHES

COLD TURKEY

HYPNOSIS / QUIT SMART
PROGRAM / PATCHES

HYPNOSIS

17-DEC-2009 13:54:36

03-MAR-2010 15:06:20

17-DEC-2009 13:54:36

17-DEC-2009 13:54:36

17-DEC-2009 13:54:36

24-JUN-2009 10:35:58

13-NOV-2009 11:16:15

17-DEC-2009 13:54:36

03-MAR-2010 15:06:20

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Christina Breedlove

omited data

Added;
hypnosis/Quit
Smart
Program/patches,
verified from
progess note and
answered per query

Investigator
Correction

Data Entry Error

Investigator
Correction

Investigator
Correction

Investigator
Correction

Investigator
Correction

Data Entry Error

Investigator
Correction

Data Entry Error
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R1003 Screening
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Smoking History Page number 10 Screening

DRUGSCR

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

Comments
(pharmaceuticals
) (5)

If Yes, how many
(nicotine
replacement) (3)

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

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

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

If Yes, how many
(pharmaceuticals
) (4)

1

1

1

1

1

1

1

1

1

QUIT SMART PROGRAM

QUIT SMART PROGRAM &
HYPNOSIS

1

2

QUIT SMART PROGRAM

QUIT SMART PROGRAM &
HYPNOSIS

QUIT SMART PROGRAM X2 &
HYPNOSIS

WELLBUTRIN USED ONCE IN
2005 & CHANTIX USED ONCE
IN 2008

1

1

2

3

2

17-DEC-2009 13:54:36

03-MAR-2010 15:06:20

03-JUN-2010 10:10:53

17-DEC-2009 13:54:36

17-DEC-2009 13:54:36

17-DEC-2009 13:54:36

03-MAR-2010 15:06:20

03-JUN-2010 10:10:53

17-DEC-2009 13:54:36

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Subject used the
"Quit Smart
program" once in
Sept 2005 & once
in Oct 2008.
Subject also tried
hypnosis once.

Investigator
Correction

Data Entry Error

Investigator
Correction

Investigator
Correction

Investigator
Correction

Investigator
Correction

Data Entry Error

Investigator
Correction

Investigator
Correction
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R1003 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

If yes, how many
(other attempts
to quit (6)

If yes, how many
(other attempts
to quit (6)

1

1

3

1

1

17-DEC-2009 13:54:36

03-MAR-2010 15:06:20

Christina Breedlove

Christina Breedlove

confirmed with
subject. Recorded
in progress notes

Data Entry Error

Data Entry Error

1

Document #:
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Visit
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CRF Page
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Page_12

CDB_001

R1003 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Findings

Findings

Sequence Number

Sequence Number

Sequence Number

Findings

Findings

Sequence Number

Sequence Number

Findings

Sequence Number

1

1

1

1

1

1

1

1

2

2

2

2

3

3

YES

NO

BILATERAL CATARACTS

DERMATITIS NECK

1

1

DERMATITIS NECK

2.

NO

YES

<Row Deleted>

<Row Deleted>

OBESE

<Row Deleted>

<Row Deleted>

1

<Row Deleted>

DERMATITIS- NECK

<Row Deleted>

2

BILATERAL CATARACTS

3

10-NOV-2009 13:17:33

31-DEC-2009 14:49:24

24-JUN-2009 10:42:07

10-NOV-2009 13:17:33

31-DEC-2009 14:51:02

24-JUN-2009 10:42:07

10-NOV-2009 13:17:33

31-DEC-2009 14:51:02

24-JUN-2009 10:42:07

31-DEC-2009 14:51:02

24-JUN-2009 10:42:07

31-DEC-2009 14:51:02

31-DEC-2009 14:51:02

31-DEC-2009 14:51:02

Rossana Matos

Sharon Daly

Rossana Matos

Rossana Matos

Sharon Daly

Rossana Matos

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Sharon Daly

Sharon Daly

Data Entry Error

Data Entry Error

Pass1

Data Entry Error

Row Inserted

Pass1

Data Entry Error

Row Inserted

Pass1

Row Inserted

Pass1

Row Inserted

Row Inserted

Row Inserted
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R1003 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

1

1038

1044

16-JUN-2009 11:03:29

Rossana Matos
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CDB_001

R1003 Ip, Week 16
27

Lb Page number 27 Ip, Week 16

LB

Date

1

06-MAR-2009

09-MAR-2009

27-JAN-2012 16:11:40

Christina Breedlove
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R1003 Ip, Week 16
29

Pe Page number 29 Ip, Week 16

MH1

Findings

1

ERYTHMATOSIS UPPER GUM

ERYTHEMATOUS UPPER GUM

13-NOV-2009 11:23:49

Christina Breedlove
Spelling
correction of
Erythematous, per
query

Validation Status
changed

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



Report run by Lindsey Falor at 26-JUL-2012 15:38:33 92Page

R254128813

Page_39

CDB_001

R1003 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

37.5/25

C

CARDIOVASCULAR SYSTEM, C

C03

DIURETICS, C03

C03E

DIURETICS AND POTASSIUM-
SPARING AGENTS IN COMB,
C03E

C03EA

LOW-CEILING DIURETICS
AND POTASSIUM-SPARING
AGENTS, C03EA

1

DYAZIDE

00081101001

TRIAMTERENE/HCTZ

00081101076

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

20-APR-2010 11:33:28

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Changed to 1 tab
per query

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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Correction

Class. Change

Class. Change

Class. Change

Class. Change
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R1003 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Unit

1

MILLIGRAMS

TABLET

20-APR-2010 11:33:28

Christina Breedlove
Changed to 1 tab
per query

Investigator
Correction

1
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Page_39

CDB_001

R1003 Pcm.6

Pcm Page number 39 Pcm.6

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

B

BLOOD AND BLOOD FORMING
ORGANS, B

B01

ANTITHROMBOTIC AGENTS,
B01

B01A

ANTITHROMBOTIC AGENTS,
B01A

B01AC

PLATELET AGGREGATION
INHIBITORS EXCL.
HEPARIN, B01AC

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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R1003 Pcm.7

Pcm Page number 39 Pcm.7

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G02

OTHER GYNECOLOGICALS,
G02

G02C

OTHER GYNECOLOGICALS,
G02C

G02CC

ANTIINFLAMMATORY
PRODUCTS FOR VAGINAL
ADMINISTRAT., G02CC

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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R1003 Additional Ecg
41

CRF Header

DCI Blank Flag

DCI Blank Flag

DCI Blank Flag

1

1

1

Y

N

Y

N

Y

N

16-OCT-2009 09:18:44

13-NOV-2009 11:49:17

19-NOV-2009 13:26:55

Sharon Daly

Christina Breedlove

Christina Breedlove

removed (No) and
marked page blank
per CRF guidelines

Confirmed to be NO
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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 Lindsey Falor at 26-JUL-2012 15:38:33 97Page

R243302813

Page_41

CDB_001

R1003 Additional Ecg
41

Eg Page number 41 Additional Ecg

EG

Was ECG
Performed/Were
any additional
12
1

NO

19-NOV-2009 13:26:55

Christina Breedlove

Row Inserted
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R1003 Additional Lab
42

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

13-NOV-2009 11:52:28

19-NOV-2009 13:43:06

Christina Breedlove

Christina Breedlove

removed (No) and
marked page blank
per CRF guidelines

Confirmed to be NO
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R1003 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Were any
additional
Laboratory
evaluatio
1

NO

19-NOV-2009 13:43:06

Christina Breedlove
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Page_46

CDB_001

R1003 Study Competion
46

Ds Page number 46 Study Competion

DS

Date the subject
completed OR
withdrew f

Date the subject
completed OR
withdrew f

1

1

09-MAR-2009

06-MAR-2009

06-MAR-2009

09-MAR-2009

08-MAR-2010 10:07:32

03-JUN-2010 10:20:46

Christina Breedlove

Christina Breedlove

per query

Subject had early
term procedures on
06Mar2009 but
returned on
09Mar2009 to have
Investigator check
subject's gums,
have fasting labs,
and return study
product.
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CDB_001

R1003

R1003

1639742013

1639748513

SCREENING

SCREENING

LB

LB

7

7

PAGE_07

PAGE_07

Requisition Number 1:

Were there any clinically significant la

1

1

CURRENT

CURRENT

No Action Required

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

050-552-1501-0

NO

Please verify that requisition number is the specimen number and should be 050-552-1501-0

Please verify CS labs should be no.

data is confirmed and corrected
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1788920013

1788920713

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

Diagnosis/Procedure

1

2

3

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

INTERMITTENT NASAL/SINUS CONGESTION

HIGH BLOOD PRESSURE

RECURRENT BACK PAIN

Please verify if nasal/sinus congestion is episodic. If so, please update
diagnosis/procedure to reflect this (e.g. 'Intermittent nasal/sinus congestion'). If not
episodic, please update to 'Chronic nasal/sinus congestion'.

please delete NCS from diagnosis, not required per guidelines.

please verify NCS should not be entered.

Intermittent episodes

NCS was deleted per query

NCS was deleted per query

NCS was deleted per query

NCS was deleted per query
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CDB_001

CDB_001

CDB_001

R1003

R1003

R1003

1788920613

73237111

23092211

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

Diagnosis/Procedure

4

5

6

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

SEASONAL ALLERGIES

INTERMITTENT EPISODES-NUMBNESS/TINGLING (EXTREMITIES)

HEMORRHOIDS

please verify seasonal allergy should be entered into CRF.

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

Please remove.

Seasonal allergies added to med hx as ongoing since 1989 per query

Intermittent episodes

Seasonal allergies added to med hx as ongoing since 1989 per query
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Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:
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Value Text:
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Review Status:
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Discrepancy:
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Internal Comment:
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Resolution Text:
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Status:

Status:

Status:

Site:
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Visit Date:

Visit Date:

Visit Date:

Section:
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Patient:
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MH
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9

9
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PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

7

8

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

INTERMITTENT EPISODES-FOLLICULITIS/ABSCESSES OR BOILS (INNER THIGHS & PRIVATE AREA)

POSTMENOPAUSAL

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

Please verify Gender (female) and Urine Pregnancy Test Result (N/A, Male or Woman of Non-
childbearing potential). If gender and pregnancy result are correct, please update
medical history as a corresponding medical history event must be recorded to show why the
subject is of non-childbearing potential.

Please verify hemorrhoids should be added.

Intermittent episodes

Subject is postmenopausal since Sep 2007. Confimed UAP is NA.

per query
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MH

MH
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PAGE_09

PAGE_09

PAGE_09

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Due Diligence

MANUAL HEADER

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Please verify per source "follicutlitis/ abscesses or boils" should be added per source/
NTF.

Please add follicutlits/ abscesses or biols"

Per CRF conventions, only relevant  history will be entered.  please have MD verify
relevance of all Med hx. Enter only history items marked relevant by the investigator.

per investigator relevancy is founded, although NCS
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Discrepancy ID:
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Visit:
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Visit:
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SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

SMOKING HISTORY

10

10

10

PAGE_10

PAGE_10

PAGE_10

Attempted to quit (Other cessation aids)

Attempted to quit (Pharmaceuticals)

Comments (other attemps)

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

YES

YES

Please verify per 29 APR and 21 May progress report.

Please verify per progress note on 29 APR and 21 MAyY 2009

Hypnosis is classified as an other smoking cessation aid. Please remove all data from
other attmepts to quit and add it to other smoking cessation aids data.

confirmed with subject. Recorded in progress notes

confirmed with subject. Recorded in progress notes

per query

confirmed with subject. Recorded in progress notes

confirmed with subject. Recorded in progress notes
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Visit:
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SCREENING

SMOKING HISTORY

SMOKING HISTORY

SMOKING HISTORY

10

10

10

PAGE_10

PAGE_10

PAGE_10

If Yes, how many (other cessation aids) 1

CURRENT

CURRENT

CURRENT

Confirmed

Due Diligence

Data value changed. Disc no longer applicable.

MANUAL

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

3

Please verify how many times subject attempted to quit smoking (2 vs. 3).  Per progress
note, subject tried 3 times (once with hypnosis and twice with Quit Smart Program).

Please complete entry

Please verify patches are NRT. Please verify Quitsmart used lower nicotine amounts and
should be placed under smoking cessation aids.

Subject used the "Quit Smart program" once in Sept 2005 & once in Oct 2008. Subject also
tried hypnosis once.

data entered

confirmed with subject. Recorded in progress notes

Confirmed data was corrected.

confirmed with subject. Recorded in progress notes

Discrepancy ID:

Discrepancy ID:
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CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:



Report run by Lindsey Falor at 26-JUL-2012 15:38:33 108Page

R243290613

CDB_001

CDB_001

R1003
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SCREENING

SCREENING

PE

PE

12
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PAGE_12

PAGE_12

Does the subject have any abnormal findi 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

YES

Please verify obese, dermatisis neck, and bilateral caracts should be added to CRF.

Please enter only relevant findings, please have MD assign relevance.

verified

removed
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Field:
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Internal Comment:
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BASELINE, WEEK 

SC 15PAGE_15

Actual Time 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

1044

Please update time per conventions.

data correction

data correction
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Visit:

CRF:
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Value Text:

Type:

Review Status:
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Internal Comment:
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Status:
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Visit Date:

Section:
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IP, WEEK 16

IP, WEEK 16

LB

LB

27
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PAGE_27

PAGE_27

Date 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

20090309

Per correspondence with study coordinator on 16-Dec-2011, subject returned for an
unscheduled visit on 06-Mar-2009 and was discontinued due to an adverse event. The visit
16/EOT procedures were then performed on 06-Mar-2009 however as the subject was not
fasting the laboratory blood collection was not done until 09-Mar-2009. Please review
date and amend as needed.

Please provide source and verify date of lab sample collection.

Date updated to 09-Mar-2009, LF 30Jan2012.
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29
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Findings 1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

ERYTHEMATOUS UPPER GUM

Please verify spelling should be "erythematous".

Please verify "erythmatosis" vs "erythematous" per source.

Spelling correction of Erythematous, per query

word mispelled was corrected

Spelling correction of Erythematous, per query
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IP, WEEK 16

PE 29PAGE_29

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please verify relevant to study.  Update as necessary.

Per PI erythmatosis upper gum is Relevant to study as subject was discontinued from
study.

Per PI erythmatosis upper gum is Relevant to study as subject was discontinued from
study.
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Visit:

CRF:

Field:

Value Text:

Type:
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Internal Comment:
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PCM.2

PCM.2

PCM

PCM

39

39

PAGE_39

PAGE_39

Dose

Unit

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

1

TABLET

Combination drug doses/units should be captured as # of tablets.  Please verify updating
dose to # of tablets (ex. 1) and units to tablet.

Please verify per source, listed as CAP.

Changed to 1 tab per query

Confirmed Units are (mg) and source has been corrected.

Verified.  JLM 23Apr2010

Confirmed Units are (mg) and source has been corrected.
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ADDITIONAL ECG
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EG

41

41

41

41

PAGE_41

PAGE_41

PAGE_41

PAGE_41

CURRENT

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL HEADER

MANUAL HEADER

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Please verify answer should be no.

Please verify the question should be answered and this page should not be entered blank.

verified

Confirmed to be NO

removed (No) and marked page blank per CRF guidelines

Confirmed to be NO

removed (No) and marked page blank per CRF guidelines
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STUDY COMPETION

STUDY COMPETION

DS

DS

46
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PAGE_46

PAGE_46

Date the subject completed OR withdrew f 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

20090309

Please clarify study completion date in CRF.  Source notes 09 Mar 10 and 06Mar10, please
clarify source.

Please verify subject withdrew consent  and was not discontinued due to an AE

Subject had early term procedures on 06Mar2009 but returned on 09Mar2009 to have
Investigator check subject's gums, have fasting labs, and return study product.

Confirmed data was corrected.
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Abc 123

Abc 123

CDB_001

All statuses

All statuses

R1029

R1029

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy

















07.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







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



















16.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

















































39.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





40.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





40.U1.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















46.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



Appendix: Audit and Discrepancy Information
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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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Per query

Ongoing medical
history added per
query

Data Entry Error

Validation Status
changed

Validation Status
changed

Investigator
Correction

Validation Status
changed

Investigator
Correction

Data Entry Error

Validation Status
changed

Data Entry Error

Validation Status
changed

Data Entry Error

Investigator
Correction

2

6->5;5-
>4;4-
>3;3-
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6->5;5-
>4;4-
>3;3-
>2;2->1

6->5;5-
>4;4-
>3;3-
>2;2->1

6->5;5-
>4;4-
>3;3-
>2;2->1

6->5;5-
>4;4-
>3;3-
>2;2->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 Lindsey Falor at 26-JUL-2012 15:39:49 62Page

R257035113

Page_09

CDB_001

R1029 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure
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Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

2

2

2

3

3

3

3

3

3

3

3

HEARTBURN

CHECKED

2

00-00-2001

INSOMNIA

CHECKED

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

Christina Breedlove

Christina Breedlove

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Investigator
Correction

Investigator
Correction

Investigator
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Investigator
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Investigator
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Date of Onset

Date of
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Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

3

4

4

4

4

4

4

4

4

4

5

5

3

00-00-2005

ROSACEA

CHECKED

4

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

11-NOV-2009 09:33:39

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted
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Investigator
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Investigator
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6

6
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00-00-2001

COLD SORES/HERPES
SIMPLEX
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5

11-NOV-2009 09:33:39

11-NOV-2009 09:33:39

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

Heather Kretschmer

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Christina Breedlove

Christina Breedlove
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Row Inserted

Row Inserted

Row Inserted

Row Inserted
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ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

ATC4 Code

ATC4 Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AB

A

J

ALIMENTARY TRACT AND
METABOLISM, A

ANTIINFECTIVES FOR
SYSTEMIC USE, J

A01

J01

STOMATOLOGICAL
PREPARATIONS, A01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

A01A

J01A

STOMATOLOGICAL
PREPARATIONS, A01A

TETRACYCLINES, J01A

A01AB

J01AA

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue
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Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue
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ATC4 Text
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Preferred Term
Code

Stop Date

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

HYDRANNITUS SUPPORITIVA

CHECKED

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

TETRACYCLINES, J01AA

HIDRADENITIS SUPPURATIVA

DOXYCYCLINE
HYDROCHLORIDE

00055703001

28-JUL-2009

DORYX /00055703/

00055703118

26-APR-2010 10:36:00

27-APR-2010 12:10:38

03-DEC-2009 10:40:16

03-DEC-2009 10:40:16

26-APR-2010 10:36:00

26-APR-2010 10:36:00

03-DEC-2009 10:40:16

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

Carol Kraucyk

Carol Kraucyk
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stop date entered
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Adverse Event

High Level Group
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Term Code
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Code

Lower Level Term

Lower Level Term
Code

Ongoing

Ongoing

Preferred Term

Preferred Term
Code

Resolved Date

1

1

1

1

1

1

1

1

1

1

1

1

1

HOSPITALIZED

VAGINAL BLEEDING WITH
NEW ONSET PREGNANCY

CHECKED

ND

VAGINAL BLEEDING WITH
PREGNANCY

VULVOVAGINAL DISORDERS
(EXCL INFECTIONS AND
INFLAMMATIONS)

10047789

VULVOVAGINAL DISORDERS
NEC

10047790

VAGINAL BLEEDING

10046883

CHECKED

VAGINAL HAEMORRHAGE

10046910

UNK

03-DEC-2009 10:43:33

03-DEC-2009 10:43:33

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

07-JAN-2010 13:24:19

26-APR-2010 09:07:54

26-APR-2010 16:50:41

26-APR-2010 16:50:41

03-DEC-2009 10:43:33

Christina Breedlove

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Sharon Daly

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

per query

per query
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per query
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Resolved Date

Resolved Date

Resolved Time

Resolved Time

Resolved Time

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

UNK

ND

UNK

UNK

UNK

UNK

REPRODUCTIVE SYSTEM AND
BREAST DISORDERS

10038604

07-JAN-2010 13:24:19

26-APR-2010 09:07:54

03-DEC-2009 10:43:33

07-JAN-2010 13:24:19

26-APR-2010 09:07:54

26-APR-2010 16:50:41

26-APR-2010 16:50:41

Sharon Daly

Christina Breedlove

Christina Breedlove

Sharon Daly

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

updated to unknown
per query

per query
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per query

Data Entry Error

Data Entry Error
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Data Entry Error
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Ae Page number 40 Ae.1

AE1

Adverse Event

Adverse Event

Resolved Time

1

1

1

CYST

HIDRADENITIS CYST

NA

HIDRADENITIS CYST

HIDRADENITIS CYST-RIGHT
BUTTOCKS

UNK

03-DEC-2009 11:49:32

11-FEB-2010 15:19:52

03-DEC-2009 11:49:32

Christina Breedlove

Christina Breedlove

Christina Breedlove
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Ds Page number 46 Study Competion

DS

AE specify

AE specify

AE specify

Date the subject
completed OR
withdrew f

Reason for
withdrawal

1

1

1

1

1

PREGNANCY

VAGINAL BLEEDING
PREGNANCY

29-OCT-2009

LOST

PREGNANCY

VAGINAL BLEEDING
PREGNANCY

VAGINAL BLEEDING WITH
PREGNANCY

21-SEP-2009

AE

11-FEB-2010 16:15:47

08-MAR-2010 08:32:31

21-APR-2010 12:13:41

10-FEB-2010 17:35:53

11-FEB-2010 13:12:10

Christina Breedlove

Christina Breedlove

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Updated info

Obvious update to
match AE term.
JLM 21Apr2010

per CRF guidelines

Subject was
discontinued from
study product on
21Sep2009 due to
AE of pregnancy.
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Data Entry Mode

ODM/SEC

Data Entry Error

Data Entry Error
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SCREENING

SCREENING

SCREENING

SCREENING

MH

MH

MH

MH

9

9

9

9

PAGE_09

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

Diagnosis/Procedure

Sequence Number

2

3

4

1

CURRENT

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

HEARTBURN

INSOMNIA

ROSACEA

1

Please verify per source insomnia is ongoing and should be added.

Please verify Rosacea is ongoing and should be added.

Please verify Herpes Simplex is ongoing and should be added.

Ongoing medical history added per query

Ongoing medical history added per query

Ongoing medical history added per query

Ongoing medical history added per query

Ongoing medical history added per query

Ongoing medical history added per query
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STATUS REVIEW 16BPAGE_16

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please complete week 4.

Page was saved complete prior to all data being entered. Answered per query

Page was saved complete prior to all data being entered. Answered per query
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PCM
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PAGE_39

PAGE_39

PAGE_39

Indication

Stop Date

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

HIDRADENITIS SUPPURATIVA

20090728

Please verify spelling should be Hidradenitis Suppurativa

Please verify stop date per source.

Corresponding AE has a stop date of 24Jul2009.  Please verify medication dates.

Corrected spelling and stop date entered

Corrected spelling and stop date entered

Verified con med form has stop date of 28Jul2009 & Ae stop date is 24Jul2009. Confirmed
with physician that the subject would have continued this antibiotic after sypmtoms
cleared.

Corrected spelling and stop date entered

Corrected spelling and stop date entered

Verified.  JLM 23Apr2010
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PAGE_40

PAGE_40

PAGE_40

PAGE_40

Action Specify

Adverse Event

Outcome to Date

Resolved Date

1

1

1

1

CURRENT

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

No Action Required

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

UNIVARIATE

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

VAGINAL BLEEDING WITH PREGNANCY

UNK

Please delete comment as only one can be selected.

Please verify entry should be enter as MD diagnosed term.

Value for Outcome to Date has not been supplied

Please verify should be UNK.

per query

per query

outcome cannot be answered as subject is LOST TO FOLLOW

per query

per query

per query

outcome cannot be answered as subject is LOST TO FOLLOW

per query
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Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Status:

Site:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:

Row:
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R277155213

CDB_001

CDB_001

CDB_001

R1029

R1029

R1029

1790015513

102249511

111900911

AE

AE

AE

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Resolved Time 1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MANUAL HEADER

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

UNK

Please verify should be UNK

Please verify if this AE is still ongoing.  If not, and date/time can not be recovered,
please update date/time to UNK.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <VAGINAL BLEEDING
WITH PREGNANCY>.  Please either provide resolved date and time OR check Ongoing.

per query

Subject was a lost to follow-up and would not return any telephone calls or respond to
multiple certified letters. No more information can be obtained.

per query

Verified.  JLM 23Apr2010

Verified.  JLM 26Apr2010

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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R277155213

CDB_001

CDB_001

R1029

R1029

111386611

20533011

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Confirmed

No Action Required

MANUAL HEADER

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Since it is UNKNOWN if event is ongoing, update resolved date/time to UKNOWN instead of
checking ongoing.

Event Serious? is Yes for Adverse Event <VAGINAL BLEEDING WITH PREGNANCY>.  VERIFY this
event has been reported as appropriate or amend response.

updated to unknown per query

Serious AE due to hospitalization and it was reported as such

Verified.  JLM 26Apr2010

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:
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R277159013

CDB_001

CDB_001

CDB_001

R1029

R1029

R1029

1790016613

1790017613

71440711

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Adverse Event

Resolved Time

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

HIDRADENITIS CYST-RIGHT BUTTOCKS

UNK

Please add location as clarified in source, "right buttcok".

Please verify resolution time should be UNK, not NA.

Outcome to Date is equal to  RECOVERED for HIDRADENITIS CYST-RIGHT BUTTOCKS but Resolved
Date and/or Time are missing.  Please reconcile.

updated information

Resolved date is (24/Jul/2009) & resolved time is (unknown)

updated information

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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R277159013

CDB_001 R102971436811

AE.1

AE 40PAGE_40

CURRENT

Data value changed. Disc no longer applicable.

MULTIVARIATE

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <HIDRADENITIS
CYST-RIGHT BUTTOCKS>.  Please either provide resolved date and time OR check Ongoing.

Resolved date is (24/Jul/2009) & resolved time is (unknown)

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R282886913

CDB_001

CDB_001

R1029

R1029

63684811

58753711

STUDY COMPETION

STUDY COMPETION

DS

DS

46

46

PAGE_46

PAGE_46

AE specify

Date the subject completed OR withdrew f

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

VAGINAL BLEEDING WITH PREGNANCY

20090921

'Pregnancy' is not an existing AE for this subject. Please verify updating specification
to 'Vaginal Bleeding with Pregnancy' OR add 'Pregnancy' as an AE.

Previous query incorrect, per guidelines date of last scheduled protocol visit should be
entered.

Updated info

Confirmed with PI, 21Sep2009 was last contact with subject. Subject was instructed to
discontinue study product on 21Sep2009 and to return for Final/Early term visit.

Confirmed with PI, 21Sep2009 was last contact with subject. Subject was instructed to
discontinue study product on 21Sep2009 and to return for Final/Early term visit.

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:
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Click here to navigate to discrepancy details for this CRF





10.OS.1

OverFlow Section For Document Number R242959413

ACUPUNCTURE 3 TIMES HYPNOSIS 1 TIME1



10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections
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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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R242957113

Page_06

CP_001

R3009 Screening
06

Vs Page number 6 Screening

VS

Weight

1 120.0

21-APR-2009 12:14:00

Tricia Hunt

Investigator
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 Lindsey Falor at 26-JUL-2012 15:39:33 88Page

R242957713

Page_07

CP_001

R3009 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)
1

NA

14-MAY-2009 11:14:34

Tricia Hunt

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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R242958313

Page_09

CP_001

R3009 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

1

1

1

1

1

1

2

2

2

2

2

3

3

NO

00-00-1999

CHRONIC COUGH

YES

CHECKED

01

00-00-1965

INSOMNIA

CHECKED

02

00-00-1963

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Row Inserted

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Row Inserted

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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R242958313

Page_09

CP_001

R3009 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

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

3

3

3

4

4

4

4

4

5

5

5

5

5

TENSION HEADACHES

CHECKED

03

00-00-2001

OSTEOPOROSIS

CHECKED

04

00-00-1999

00-00-2006

GERD

05

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

21-APR-2009 17:37:20

27-APR-2010 10:01:49

27-APR-2010 10:01:49

27-APR-2010 10:01:49

27-APR-2010 10:01:49

27-APR-2010 10:01:49

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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
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R242959413

Page_10

CP_001

R3009 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
cessation aids)
(4)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

If Yes, how many
(nicotine
replacement) (3)

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

If yes, how many
(other attempts
to quit (6)

1

1

1

1

1

1

1

1

NO

GUM AND PATCH

ACCUPUNCTURE 3 TIMES
HYPNOSIS 1 TIME

2

8

YES

GUM 2 TIMES AND PATCH 1
TIME

NO AIDE

ACCUPUNCTURE 3 TIMES
HYPNOSIS 1 TIME

ACUPUNCTURE 3 TIMES
HYPNOSIS 1 TIME

3

4

3

15-JUN-2009 16:23:45

15-JUN-2009 16:29:39

15-JUN-2009 16:23:45

15-JUN-2009 16:23:45

24-MAR-2010 15:15:39

18-MAR-2010 15:06:11

15-JUN-2009 16:23:45

15-JUN-2009 16:23:45

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Krysia Magnuson

Tricia Hunt

Tricia Hunt

Tricia Hunt

Update with
subject

Updated with
subject

updated with
subject

Updated with
subject

accupuncture to
acupuncture. KAY
24Mar2010.

Updated with
subject

Updated with
subject

Investigator
Correction

Investigator
Correction

Investigator
Correction

Investigator
Correction

ODM/SEC

Data Entry Error

Investigator
Correction

Investigator
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
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R243003413

Page_14

CP_001

R3009 Baseline, Week 0
14

Eco Page number 14 Baseline, Week 0

EX1

%COHb

ECO Level

1

1

3.3

17

03.3

017

01-MAY-2009 13:50:11

01-MAY-2009 13:50:11

Kyle Freadman

Kyle Freadman

PER QUERY

PER QUERY

Investigator
Correction

Investigator
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
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R252819413

Page_31

CP_001

R3009 Ip, Week 16
31

Diary Page number 31 Ip, Week 16

DRUGSCR

Did subject
receive diary
and usage inst
1

YES

NO

20-OCT-2009 15:40:18

Marilyn Mindolovich

Investigator
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
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R252822413

Page_39

CP_001

R3009 Pcm.7

Pcm Page number 39 Pcm.7

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

V

VARIOUS, V

V90

UNSPECIFIED HERBAL, V90

ZINGIBER OFFICINALE
RHIZOME

01646602001

GINGER /01646602/

01646602004

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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
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Comment
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R252822513

Page_39

CP_001

R3009 Pcm.8

Pcm Page number 39 Pcm.8

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BE

ANILIDES, N02BE

PARACETAMOL

00020001001

TYLENOL EXTRA STRENGTH

00020001461

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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R252822713

Page_39

CP_001

R3009 Pcm.9

Pcm Page number 39 Pcm.9

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

V

VARIOUS, V

V07

ALL OTHER NON-
THERAPEUTIC PRODUCTS,
V07

V07A

ALL OTHER NON-
THERAPEUTIC PRODUCTS,
V07A

ALL OTHER NON-
THERAPEUTIC PRODUCTS

90047501001

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00
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Data value changed. Disc no longer applicable.
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Diagnosis/Procedure 4
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No Action Required
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OSTEOPOROSIS

Per source, not relevant to study.

Because the condition is ongoing I feel it should stay. Please advise if this is no
longer the case.
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GUM 2 TIMES AND PATCH 1 TIME

NO AIDE

3

Please verify if the sponsor wants brand names of products used.

Please update this section based on new med. hx supplement questionnaire.

Please verify result of 2. Comments indicate 3 attempts, unless gum and patch were used
consecutively. Please clarify and amend if needed.

Please advise if further action is required. Per edc guilelines brand names of products
is not required.
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No Action Required
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Resolved-Response Edited

20090225

This is not captured in source.  I have sent out an email regarding the source not
matching the CRF pg.

The 'Other' on the PE form is marked NE, please change the other oral keratosis to NE.

This should be no.
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Did subject receive diary and usage inst 1
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Subject early termed, should this be marked No.
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MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

GERD

GERD is not currently present on MH.  Please verify adding.

As stated in previous query, please add GERD to MH.

Con Meds list Upset Stomach/GERD. MH states GERD 1999-2006. Please advise. - Please add
GERD to MH.

Should this be added as an ongoing indication per the con med page?

Ok

Verfied.  JLM 26Apr2010

Verified.  JLM 27Apr2010
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Start Date 1

CURRENT
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Resolved-Response Edited

1960

MH headaches start date is 1963 which is after medication start date.  Please reconcile
dates.

Dates confirmed per source.

Verified.  JLM 21Apr2010


Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:



Report run by Lindsey Falor at 26-JUL-2012 15:39:33 114Page

R252822713

CP_001 R300998544211

PCM.9

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed
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Resolved-Response Edited

ABX

ABX is not a clear drug name.  Please provide full drug name.

Unable to determine. It appears to be a supplement, or a supplement line. No copy was
made of the label on the bottle for the subjects file, therefore, I am unable to specify.
Please advise.

Verified.  JLM 21Apr2010
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Data value changed. Disc no longer applicable.
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Resolved-Response Edited

200905

200905

Please uncheck  'ongoing'

Need reolution date and outcome.

Value of 00-MAY-2009 for Resolved Date is an incomplete date or time

day is unknown per pt
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MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Outcome to Date is equal to  RECOVERED for PHARYNGITIS but Resolved Date and/or Time are
missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <PHARYNGITIS>.
Please either provide resolved date and time OR check Ongoing.

Information is complete and correct per source.

Resolved date and time are complete per source.

Information is complete and correct per source.
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Data value changed. Disc no longer applicable.
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Resolved-Response Edited

Resolved-Response Edited

20090509

Please review the progress note dated 10Sep09 for clarification of resolution date for
Glossitis.  Please amend the CRF page as applicable.

Outcome to Date is equal to  RECOVERED for GLOSSITIS but Resolved Date and/or Time are
missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <GLOSSITIS>.
Please either provide resolved date and time OR check Ongoing.

Resolved date and time are complete per source.

Resolved date and time are complete per source.
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Please add clarification of 'lip swelling, lower.'

Resolved Date and Time is missing and Ongoing is null for Adverse Event <ALLERGIC
REACTION  LIP SWELLING LOWER>.  Please either provide resolved date and time OR check
Ongoing.

Outcome to Date is equal to  RECOVERED for ALLERGIC REACTION  LIP SWELLING LOWER but
Resolved Date and/or Time are missing.  Please reconcile.

Time resolved is UNK. Data is complete per source.

Time resolved is UNK. Data is complete per source.
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Per source recovered.

Need resolve date

Value of 00-APR-2009 for Resolved Date is an incomplete date or time

recovered is already checked

resolve month and year entered.  Day unknown per pt

day is unknown per pt
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Outcome to Date is equal to  RECOVERED for TOOTH HYPERSENSITIVITY but Resolved Date
and/or Time are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <TOOTH
HYPERSENSITIVITY>.  Please either provide resolved date and time OR check Ongoing.
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1

1

1

1

1

CIALAS

CIALAS

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G04

UROLOGICALS, G04

G04B

OTHER UROLOGICALS, INCL.
ANTISPASMODICS, G04B

G04BE

DRUGS USED IN ERECTILE
DYSFUNCTION, G04BE

CIALIS

CIALIS

TADALAFIL

01579201001

CIALIS

01579201002

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

09-APR-2010 15:34:48

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
09Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Data Change

Data Change

Data Change

Data Change

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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R250070813

Page_39

CP_001

R3012 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

ATC4 Code

ATC4 Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

C

M

CARDIOVASCULAR SYSTEM, C

MUSCULO-SKELETAL SYSTEM,
M

C01

M01

CARDIAC THERAPY, C01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

C01E

M01A

OTHER CARDIAC
PREPARATIONS, C01E

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

C01EB

M01AE

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

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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R250070813

Page_39

CP_001

R3012 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC4 Text

ATC4 Text

Dose

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

OTHER CARDIAC
PREPARATIONS, C01EB

20

OTHER CARDIAC
PREPARATIONS, C01EB

PROPIONIC ACID
DERIVATIVES, M01AE

200

IBUPROFEN

00109201001

ADVIL /00109201/

00109201030

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 15:22:40

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

Carol Kraucyk

Joanne Mccaigue

Tricia Hunt

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Data Change

Data Entry Error

Class. Change

Class. Change

Class. Change

Class. Change

1

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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R244417113

Page_40

CP_001

R3012 Ae.1

Ae Page number 40 Ae.1

AE1

Ongoing

Outcome to Date

Resolved Date

Resolved Time

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

RECOVERED

22-MAY-2009

UNK

09-NOV-2009 13:13:07

24-APR-2010 10:04:20

09-NOV-2009 13:13:07

09-NOV-2009 13:13:07

Marilyn Mindolovich

Tricia Hunt

Marilyn Mindolovich

Marilyn Mindolovich

Investigator
Correction

Data Entry Error

Investigator
Correction

Investigator
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
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Page_40

CP_001

R3012 Ae.4

CRF Header

DCI Blank Flag

1

N

Y

13-AUG-2009 18:01:53

Tricia Hunt

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
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Page_40

CP_001

R3012 Ae.5

CRF Header

DCI Blank Flag

1

N

Y

13-AUG-2009 18:03:07

Tricia Hunt

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
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R244417913

Page_46

CP_001

R3012 Study Competion
46

Ds Page number 46 Study Competion

DS

AE specify

AE specify

1

1

ACNE, DIARREAH,
DYSPEPSIA

VULGARIS, DIARRHEA,
DYSPEPSIA

VULGARIS, DIARRHEA,
DYSPEPSIA

ACNE VULGARIS, DIARRHEA,
DYSPEPSIA

02-JUN-2009 16:53:26

13-AUG-2009 18:07:16

Tricia Hunt

Tricia Hunt

Data Entry Error

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
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SCREENING

UPREG 7PAGE_07

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete this section and the Urine drug Screen section.

Discrepancy Detail Report
Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R244413813

CP_001 R301274033311

SCREENING

SMOKING HISTORY 10PAGE_10

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090422

Please verify date of smoking history (22-Apr-2009) as it is inconsistent with all other
Screening assessment dates (26-Mar-2009).

he date is correct. A new version of the supplement med hx questionnaire was released on
03Apr2009 to cover missing questions. The questionnaire was completed verbally 22Apr2009.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R244415913

CP_001 R30121683723513

BASELINE, WEEK 

SC 15PAGE_15

Actual Time 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1300

Please use the time of first use (1300) for the randomization time.

Updated

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R244416113

CP_001 R301277956711

SPTP, WEEKS 1-4

STATUS REVIEW 16APAGE_16

Comments (contacted by phone) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

SUBJECT TERMINATED EARLY

Please update the comment in Week 3 AND Week 4 to 'Subject terminated early' to avoid
using abbreviations (termed).

Corrected.

DM Response: See query text. Please update for Week 4 as well.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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CP_001 R301276424011

IP, WEEK 16

LB 27PAGE_27

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NA

Please provide requisition number or enter NA.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R250068413

CP_001 R301284593211

IP, WEEK 16

ORAL HEALTH EXA 28PAGE_28

Findings* 3

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Oral health exam occurred on this date- Please verify response of NE. If correct, please
provide an in-query commet about why this was not examined.

Completed.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R250068813

CP_001

CP_001

R3012

R3012

84593511

1780184513

IP, WEEK 16

IP, WEEK 16

STATUS REVIEW

STATUS REVIEW

31

31

PAGE_31

PAGE_31

Comments (how many cigarettes)

Was Subject compliant

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

SUBJECT DID NOT ANSWER QUESTION ON RETURN QUESTIONNAIRE AT EARLY TERMINATION VISIT

NO

Please update comment to use full text rather than abbreviations (ET and PT).

Return questionnaire question # 8 was not answered.  Per subject diary completed on
19Apr09, subject was smoking 12 / day.  Please review and revise response to compliance
question on CRF pg.  Please verify that amount smoked would be UNK since this information
was not collected on return questionnaire.

DM Response: Please omit question number (8) as it does not correspond to CRF question
number. *Please update to not use abbreviations (TERM).

Complete.

DM Response: Please see above response... Please update comment text. CRF does not have a
question #8 so this is unclear.

Changed

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:
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R250068813

CP_001 R301277529811

IP, WEEK 16

DIARY 31PAGE_31

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090422

Please enter date rather than ND as ND is indicated by response of No.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R250070813

CP_001 R301298544311

PCM.1

PCM 39PAGE_39

Dose 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

200

Please verify/update dose amount.

Corrected entry

Verified.  JLM 21Apr2010

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:



Report run by Lindsey Falor at 26-JUL-2012 15:39:25 126Page

R244416413

CP_001

CP_001

R3012

R3012

1642353913

1642355113

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <VIRAL
GASTROENTERITIS>.  Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for VIRAL GASTROENTERITIS but Resolved Date and/or
Time are missing.  Please reconcile.

The information per subject report is correct.

The time event resovled is unknown. The date resolved was verified as entered.

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:
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R244417113

CP_001

CP_001

CP_001

R3012

R3012

R3012

106394111

111901911

20528111

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Outcome to Date 1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

No Action Required

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

RECOVERED

There is a resolved date.  Please verify updating outcome to recovered.

Outcome to Date is equal to  RECOVERED for ACNE VULGARIS but Resolved Date and/or Time
are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <ACNE VULGARIS>.
Please either provide resolved date and time OR check Ongoing.

Time resolved is UNK. Data is complete per source.

Verfied.  JLM 26Apr2010

Verified.  JLM 26Apr2010

Time resolved is UNK. Data is complete per source.

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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R244417413

CP_001

CP_001

R3012

R3012

1642354013

1642355213

AE.2

AE.2

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <DYSPEPSIA>.
Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for DYSPEPSIA but Resolved Date and/or Time are
missing.  Please reconcile.

Time unk

Time is unknown. No change needed

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:
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R244417613

CP_001

CP_001

R3012

R3012

1642354113

1642355313

AE.3

AE.3

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <DIARRHEA>.
Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for DIARRHEA but Resolved Date and/or Time are
missing.  Please reconcile.

Confirmed time UNK

Confirmed time ukn

Confirmed unk time.

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:
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R244417913

CP_001 R30121649330113

STUDY COMPETION

DS 46PAGE_46

AE specify 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ACNE VULGARIS, DIARRHEA, DYSPEPSIA

Please enter 'acne' to term vulgaris.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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Clinical Study Report 
Covance CRU Study No. 7694-105 

 

 

Confidential 

Sponsor Protocol No. SM 08-01

Subject No. R3025 



   

CRF Report for Study E7694105
Report run by Lindsey Falor at 26-JUL-2012 15:39:10

Abc 123

Abc 123

CP_001

All statuses

All statuses

R3025

R3025

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy





















09.OS.1

OverFlow Section For Document Number R250260513

NASAL/SINUS CONGESTION-OCCASIONAL ALLERGIES1

DIZZINESS/LIGHTHEADEDNESS DUE TO LOW BLOOD SUGAR2



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









12.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





































28.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









31.OS.1

OverFlow Section For Document Number R275215713

EXACT AMOUNT UNKNOWN, PER FAGERSTROM TEST IT IS 10 OR LESS PER DAY1



31.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



















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

Click here to navigate to discrepancy details 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.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.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















46.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



Appendix: Audit and Discrepancy Information
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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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of Onset

Date of Onset

1

1

1

1

1

1

2

2

2

2

2

3

3

3

NO

00-00-2003

00-00-1993

NASAL/SINUS CONGESTION-
OCCASIONAL ALLERGIES

YES

CHECKED

1

00-00-2003

POLYCYSTIC OVARIAN
SYNDROME

CHECKED

2

00-00-2003

<Row Deleted>

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

3

3

3

3

3

3

3

3

3

3

3

3

3

3

3

OVARIAN CYST OR MASS DUE
TO PCOS

CHECKED

3

00-MAR-2009

<Row Deleted>

OVARIAN CYST OR MASS DUE
TO PCOS

<Row Deleted>

HOT FLASHES

CHECKED

<Row Deleted>

CHECKED

3

<Row Deleted>

3

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Investigator
Correction

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

4

4

4

4

4

4

4

4

4

4

4

4

4

4

4

00-MAR-2009

HOT FLASHES

MIGRAINES-DUE TO CAFFINE
WITHDRAWAL

CHECKED

4

00-MAR-2009

<Row Deleted>

00-00-2001

<Row Deleted>

HOT FLASHES

<Row Deleted>

MIGRAINES-DUE TO CAFFINE
WITHDRAWAL

MIGRAINES-DUE TO
CAFFEINE WITHDRAWAL

CHECKED

<Row Deleted>

CHECKED

4

<Row Deleted>

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

16-MAR-2010 15:10:01

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Krysia Magnuson

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Caffine to
Caffeine. KAY
16Mar2010.

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

ODM/SEC

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

4

5

5

5

5

5

5

5

5

5

5

5

5

5

5

00-00-2003

POLYCYSTIC OVARY

CHECKED

4

00-00-2003

<Row Deleted>

00-00-1998

<Row Deleted>

POLYCYSTIC OVARY

<Row Deleted>

DIZZINESS/LIGHTHEADEDNES
S DUE TO LOW BLOOD SUGAR

CHECKED

<Row Deleted>

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

5

5

5

5

6

6

6

6

6

6

6

6

6

6

6

5

00-00-2001

MIGRAINES-DUE TO CAFFINE
WITHDRAWL

MIGRAINES-DUE TO CAFFINE
WITHDRAWAL

CHECKED

5

<Row Deleted>

5

00-00-2001

<Row Deleted>

00-00-1978

<Row Deleted>

MIGRAINES-DUE TO CAFFINE
WITHDRAWL

MIGRAINES-DUE TO CAFFINE
WITHDRAWAL

<Row Deleted>

PUMPKIN ALLERGY

CHECKED

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

16-NOV-2009 14:43:54

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Tricia Hunt

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Investigator
Correction

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

6

6

6

6

6

7

7

7

7

7

7

7

7

7

7

CHECKED

6

00-00-1998

DIZZINESS/LIGHTHEADEDNES
S DUE TO LOW BLOOD SUGAR

<Row Deleted>

CHECKED

6

<Row Deleted>

6

00-00-1998

<Row Deleted>

00-00-1984

<Row Deleted>

DIZZINESS/LIGHTHEADEDNES
S DUE TO LOW BLOOD SUGAR

<Row Deleted>

SEASONAL ALLERGIES

CHECKED

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

7

7

7

7

7

8

8

8

8

8

8

8

8

8

8

CHECKED

7

00-00-1978

PUMPKIN ALLERGY

<Row Deleted>

CHECKED

7

<Row Deleted>

7

00-00-1978

<Row Deleted>

00-00-1984

<Row Deleted>

PUMPKIN ALLERGY

<Row Deleted>

MENSTRUAL PAIN

CHECKED

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

8

8

8

8

8

9

9

9

9

9

9

9

9

9

9

10

CHECKED

8

00-00-1986

SEASONAL ALLERGIES

CHECKED

9

<Row Deleted>

CHECKED

8

<Row Deleted>

8

00-00-1986

<Row Deleted>

<Row Deleted>

SEASONAL ALLERGIES

<Row Deleted>

CHECKED

<Row Deleted>

9

<Row Deleted>

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

16-NOV-2009 13:22:08

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Diane Yann

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

10

10

10

10

10

10

10

10

10

10

10

10

10

00-00-1984

MENSTRUAL PAIN

CHECKED

10

00-00-1984

<Row Deleted>

<Row Deleted>

MENSTRUAL PAIN

<Row Deleted>

CHECKED

<Row Deleted>

10

<Row Deleted>

17-NOV-2009 16:08:57

11-FEB-2010 13:44:28

16-NOV-2009 13:22:08

11-FEB-2010 13:44:28

16-NOV-2009 13:22:08

17-NOV-2009 16:08:57

11-FEB-2010 13:44:28

16-NOV-2009 13:22:08

17-NOV-2009 16:08:57

11-FEB-2010 13:44:28

16-NOV-2009 13:22:08

17-NOV-2009 16:08:57

11-FEB-2010 13:44:28

Marilyn Mindolovich

Tricia Hunt

Diane Yann

Tricia Hunt

Diane Yann

Marilyn Mindolovich

Tricia Hunt

Diane Yann

Marilyn Mindolovich

Tricia Hunt

Diane Yann

Marilyn Mindolovich

Tricia Hunt

Investigator
Correction

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Investigator
Correction

Data Entry Error

Row Inserted

Investigator
Correction

Data Entry Error

Row Inserted

Investigator
Correction

Data Entry Error

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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R250261613

Page_12

CP_001

R3025 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

YES

MULTIPLE SURGICAL SCARS
FROM PREVOIUS GUNSHOT
WOUND

01

NO

<Row Deleted>

<Row Deleted>

27-AUG-2009 20:49:09

27-AUG-2009 20:49:09

27-AUG-2009 20:49:09

Tricia Hunt

Tricia Hunt

Tricia Hunt

Data Entry Error

Data Entry Error

Data Entry Error

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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R275214713

Page_28

CP_001

R3025 Ip, Week 16
28

Oral Health Exam Page number 28 Ip, Week 16

EX1

Findings*

3

NE

NO

16-NOV-2009 14:48:34

Marilyn Mindolovich

Investigator
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
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R275215713

Page_31

CP_001

R3025 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

Comments (how
many cigarettes)
(5)
1

EXAXT AMOUNT UNKNOWN,
PER FAGERSTROM TEST IT
IS 10 OR LESS PER DAY
EXACT AMOUNT UNKNOWN,
PER FAGERSTROM TEST IT
IS 10 OR LESS PER DAY

16-NOV-2009 14:49:08

Marilyn Mindolovich

Investigator
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
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R253125613

Page_39

CP_001

R3025 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

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

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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R253125713

Page_39

CP_001

R3025 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

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

CP_001

R3025 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

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

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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R275216813

Page_40

CP_001

R3025 Ae
40

Ae Page number 40 Ae

AE1

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

Verbatim Term

1

1

1

1

1

1

1

1

1

1

1

1

DYSATHESIA

DYSATHESIA

DYSESTHESIA

NEUROLOGICAL DISORDERS
NEC

10029305

PARAESTHESIAS AND
DYSAESTHESIAS

10033788

DYSESTHESIA

10062872

DYSAESTHESIA

10013886

NERVOUS SYSTEM DISORDERS

10029205

DYSESTHESIA

21-APR-2010 11:28:59

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:36:00

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
21Apr2010

ODM/SEC

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

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_46

CP_001

R3025 Study Competion
46

Ds Page number 46 Study Competion

DS

AE specify

AE specify

Other specify
(2)

Reason for
withdrawal

Reason for
withdrawal

1

1

1

1

1

DYSATHESIA

COMPLIANCE

OTHER

WITHDRAWN

DYSATHESIA

DYSESTHESIA

WITHDRAWN

AE

30-MAR-2010 12:30:24

21-APR-2010 11:56:38

11-FEB-2010 14:13:08

23-NOV-2009 13:17:20

30-MAR-2010 12:30:24

Tricia Hunt

Joanne Mccaigue

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Obvious spelling
correction.  JLM
21Apr2010

Data Entry Error

ODM/SEC

Data Entry Error

Investigator
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
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R250260513

CP_001

CP_001

CP_001

R3025

R3025

R3025

76428811

1683159113

86024611

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Does the subject have any relevant medic

Ongoing

5

1

4

CURRENT

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

DIZZINESS/LIGHTHEADEDNESS DUE TO LOW BLOOD SUGAR

YES

CHECKED

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

Please verify, per NTF, relevant Med. Hx is any condition that is ongoing.  Please review
source medical hx information and enter according to the NTF.

Please verify if this is an ongoing condition.

Please verify change. The Medical History states due to low blood sugar, and is marked as
ongoing. Unclear of the change required.

Per medical history this condition is ongoing.

Discrepancy Detail Report
Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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R275214713

CP_001 R30251793187513

IP, WEEK 16

ORAL HEALTH EXA 28PAGE_28

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Per eNTF, other oral keratosis should be marked No unless the second page of the PE
source has an entry regarding other keratosis.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R275215713

CP_001 R30251793187713

IP, WEEK 16

STATUS REVIEW 31PAGE_31

Comments (how many cigarettes) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

EXACT AMOUNT UNKNOWN, PER FAGERSTROM TEST IT IS 10 OR LESS PER DAY

Please verify spelling of exact.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R253125513

CP_001 R30251683159413

PCM

PCM 39PAGE_39

Indication 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

POLYCYSTIC OVARY SYNDROME

Please verify if medical conditions that require con-medications need to listed on
Medical hx CRF page as relevant history.

added to med hx

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R253125613

CP_001 R30251793188613

PCM.1

PCM 39PAGE_39

Indication 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

MENSTRUAL PAIN

Please see query left on page 9, med. hx CRF regarding meds taken for menstrual pain
(midol and motrin).

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R275216813

CP_001

CP_001

CP_001

R3025

R3025

R3025

90444511

111901311

111902211

AE

AE

AE

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Action Taken 1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

DISCONTINUATION

Action taken equals discontinuation from study but study completion page equals consent
withdrawn. Please reconcile. Amend action taken for dysathesia or update completion page
to 'Adverse event, specify: Dysathesia'.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <DYSESTHESIA>.
Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for DYSESTHESIA but Resolved Date and/or Time are
missing.  Please reconcile.

Updated study completion page.

Verified.  JLM 26Apr2010

Verified.  JLM 26Apr2010

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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R280087613

CP_001 R30251796617513

STUDY COMPETION

DS 46PAGE_46

Reason for withdrawal 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

AE

Per source progress notes dated 29Jul09, it appears the subject withdrew consent.  Please
verify.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4114

R4114

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy









03.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





04.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









07.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







09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





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

















16.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

























27.OS.1

OverFlow Section For Document Number R289278713

UNABLE TO OBTAIN ALL TUBES DUE TO DIFFICULT VENIPUNCTURE1



27.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













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











36.OS.1

OverFlow Section For Document Number R295752513

DEVELOPED VISUAL FIELD DEFECT TO RIGHT VISION AND IS SUSPECTED TO HAVE HAD A
OCCIPITAL CEREBROVASCULAR ACCIDENT

1









39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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.U3.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





39.1.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U5.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







40.U1.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





40.U2.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





40.U3.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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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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R289276213

Page_03

P3880_0342

R4114 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
6

NO

YES

31-MAR-2010 12:17:27

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
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Page_04

P3880_0342

R4114 Screening
04

Elig Page number 4 Screening

IE

Category

Did the subject
meet all of the
inclusio

Exemption
Granted?

Explanation (1)

If Yes, Date
Granted

Inclusion/Exclus
ion No.

1

1

1

1

1

1

YES

E

NO

YES

VS OUT OF RANGE

23-JUL-2009

6

31-MAR-2010 12:19:42

31-MAR-2010 12:19:42

31-MAR-2010 12:19:42

31-MAR-2010 12:19:42

31-MAR-2010 12:19:42

31-MAR-2010 12:19:42

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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_07

P3880_0342

R4114 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 2 (if
applicable): (2)
1

9210-6511

9201-6511

31-MAR-2010 10:33:52

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
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Page_09

P3880_0342

R4114 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Date of
Resolution

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

1

2

3

3

3

3

3

3

4

4

4

4

4

4

19-AUG-2009

07-SEP-2009

YEAST VAGINITIS

3

5

00-00-2007

BRONCHITIS

CHECKED

4

6

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

3

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

4

11-MAR-2010 14:15:03

11-MAR-2010 14:15:03

11-MAR-2010 14:14:13

11-MAR-2010 14:14:13

11-MAR-2010 14:15:03

11-MAR-2010 14:14:13

11-MAR-2010 14:14:13

11-MAR-2010 14:14:49

11-MAR-2010 14:14:13

11-MAR-2010 14:15:03

11-MAR-2010 14:14:13

11-MAR-2010 14:14:13

11-MAR-2010 14:14:13

11-MAR-2010 14:14:49

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Pass1

Pass1

Row Inserted

Pass1

Pass1

Pass1

Pass1

Row Inserted

Pass1

Pass1

Pass1

Pass1

2

7->5;6-
>4;5->3

7->5;6-
>4;5->3

7->5;6-
>4;5->3

7->5;6-
>4;5->3

7->5;6-
>4;5->3

7->5;6-
>4;5->3

7->5;6-
>4;5->3

7->5;6-
>4;5->3

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
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Comment
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R289276913

Page_09

P3880_0342

R4114 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

5

5

5

5

5

5

5

5

5

5

5

5

5

5

6

26-JAN-2010

CEREBRAL INFARCTION

CHECKED

7

5

26-JAN-2010

<Row Deleted>

00-00-2004

<Row Deleted>

<Row Deleted>

HEARTBURN

CHECKED

<Row Deleted>

CHECKED

5

<Row Deleted>

5

00-00-1999

11-MAR-2010 14:15:03

17-MAR-2010 08:39:21

17-MAR-2010 08:39:21

11-MAR-2010 14:15:03

17-MAR-2010 08:39:21

17-MAR-2010 08:39:21

17-MAR-2010 08:39:21

17-MAR-2010 08:39:21

11-MAR-2010 14:15:03

17-MAR-2010 08:39:21

17-MAR-2010 08:39:21

11-MAR-2010 14:14:49

17-MAR-2010 08:39:21

17-MAR-2010 08:39:21

11-MAR-2010 14:17:18

Kim Freschly

Lana Glaser

Lana Glaser

Kim Freschly

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Kim Freschly

Lana Glaser

Lana Glaser

Kim Freschly

Lana Glaser

Lana Glaser

Kim Freschly

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Pass1

Data Entry Error

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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R289276913

Page_09

P3880_0342

R4114 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

6

6

6

6

POSTMENOPAUSAL

CHECKED

6

11-MAR-2010 14:17:18

11-MAR-2010 14:17:18

11-MAR-2010 14:17:18

11-MAR-2010 14:17:18

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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R4114 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
cessation aids)
(4)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

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

If yes, how many
(other attempts
to quit (6)

1

1

1

1

1

1

YES

NO

CESSATION PROGRAM

1

NO

YES

CESSATION PROGRAM

1

24-MAR-2010 10:31:59

24-MAR-2010 10:31:59

24-MAR-2010 10:31:59

24-MAR-2010 10:31:59

24-MAR-2010 10:31:59

24-MAR-2010 10:31:59

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error
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R4114 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Was Subject's
use of study
product revie
(3)
1

NO

YES

25-JAN-2010 10:30:23

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 Lindsey Falor at 26-JUL-2012 15:40:30 88Page

R289277613

Page_16

P3880_0342

R4114 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Date

Was Subject's
use of study
product revie
(3)

1

1

UNK

NO

06-AUG-2009

YES

24-MAR-2010 10:32:51

25-JAN-2010 10:30:23

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error
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R4114 Sptp, Weeks 1-4
16

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

CHKYN

Was Subject's
use of study
product revie
(3)
1

NO

YES

25-JAN-2010 10:30:23

Kim Freschly
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R4114 Sptp, Weeks 1-4
16

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

CHKYN

Was Subject's
use of study
product revie
(3)
1

NO

YES

25-JAN-2010 10:30:23

Kim Freschly
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Lb Page number 27 Ip, Week 16

LB

No (Specify
samples not
done, reason)/Co

Were the
scheduled
laboratory
samples ob

1

1

YES

UNABLE TO OBTAIN ALL
TUBES DUE TO DIFFICULT
VENIPUNCTURE

NO

21-JAN-2010 17:03:51

21-JAN-2010 17:03:51

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error
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32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

If Subject was
not compliant,
approximat (5)
1

35

28

11-MAR-2010 14:16:21

Kim Freschly

Data Entry Error
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Pcm Page number 39 Pcm

CM1

Indication

1

OSTEOPOROSIS OR
OSTEOPENIA
OSTEOPOROSIS

25-FEB-2010 13:18:04

Kim Freschly
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Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C07

BETA BLOCKING AGENTS,
C07

C07A

BETA BLOCKING AGENTS,
C07A

C07AA

BETA BLOCKING AGENTS,
NON-SELECTIVE, C07AA

S

SENSORY ORGANS, S

S01

OPHTHALMOLOGICALS, S01

S01E

ANTIGLAUCOMA
PREPARATIONS AND
MIOTICS1), S01E

S01ED

BETA BLOCKING AGENTS,
S01ED

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue
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Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Text

Preferred Term

Preferred Term
Code

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

ALIMENTARY TRACT AND
METABOLISM

90061601001

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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R4114 Pcm.4

Pcm Page number 39 Pcm.4

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D01

ANTIFUNGALS FOR
DERMATOLOGICAL USE, D01

D01A

ANTIFUNGALS FOR TOPICAL
USE, D01A

D01AC

IMIDAZOLE AND TRIAZOLE
DERIVATIVES, D01AC

YEAST INFECTION

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J02

ANTIMYCOTICS FOR
SYSTEMIC USE, J02

J02A

ANTIMYCOTICS FOR
SYSTEMIC USE, J02A

J02AC

TRIAZOLE DERIVATIVES,
J02AC

VAGINITIS

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

25-FEB-2010 13:19:32

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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Pcm Page number 39 Pcm.5

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

Indication

Indication

1

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AB

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

CHEST CONGESTION

VIRAL UPPER REPSIRATORY
INFECTION

VIRAL UPPER REPSPIRATORY
INFECTION

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01A

TETRACYCLINES, J01A

J01AA

TETRACYCLINES, J01AA

VIRAL UPPER REPSIRATORY
INFECTION

VIRAL UPPER REPSPIRATORY
INFECTION

VIRAL UPPER RESPIRATORY
INFECTION

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

25-FEB-2010 13:19:50

12-APR-2010 12:36:47

26-APR-2010 14:06:00

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly

Joanne Mccaigue

Joanne Mccaigue

Obvious spelling
correction.  JLM
12Apr2010

Obvious spelling
correction.  JLM
26Apr2010

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Pass1

ODM/SEC

ODM/SEC
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R4114 Pcm.6

Pcm Page number 39 Pcm.6

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

VIRAL UPPER RESPIRATORY
INFECTION

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

H02A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

H02AB

GLUCOCORTICOIDS, H02AB

VIRAL RESPIRATORY
INFECTION

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

17-MAR-2010 08:38:08

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error
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Ae Page number 40 Ae.1

AE1

Adverse Event

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

1

1

VIRAL UPPER REPSIRATORY
INFECTION

VIRAL REPSIRATORY
INFECTION

VIRAL REPSIRATORY
INFECTION

VIRAL RESPIRATORY
INFECTION

VIRAL INFECTIOUS
DISORDERS

10047438

VIRAL INFECTIONS NEC

10047465

RESPIRATORY TRACT
INFECTION VIRAL

10062106

RESPIRATORY TRACT
INFECTION VIRAL

10062106

INFECTIONS AND
INFESTATIONS

10021881

17-MAR-2010 08:41:31

26-APR-2010 16:39:52

27-APR-2010 09:36:45

27-APR-2010 09:36:45

27-APR-2010 09:36:45

27-APR-2010 09:36:45

27-APR-2010 09:36:45

27-APR-2010 09:36:45

27-APR-2010 09:36:45

27-APR-2010 09:36:45

27-APR-2010 09:36:45

27-APR-2010 09:36:45

Lana Glaser

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Obvious spelling
correction.  JLM
26Apr2010

Data Entry Error

ODM/SEC

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change
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Ae Page number 40 Ae.1

AE1

Verbatim Term

1

VIRAL REPSIRATORY
INFECTION
VIRAL RESPIRATORY
INFECTION

26-APR-2010 16:50:41

Joanne Mccaigue

Data Change

1
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R4114 Ae.2

Ae Page number 40 Ae.2

AE1

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Outcome to Date

Preferred Term

Preferred Term
Code

Severity

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

1

1

CONT WITH TREATMENT

VISION DISORDERS

10047518

VISUAL DISORDERS NEC

10047541

VISUAL DISTURBANCE

10047543

CONT WITHOUT TREATMENT

VISUAL IMPAIRMENT

10047571

SEVERE

EYE DISORDERS

10015919

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

23-APR-2010 15:10:50

26-APR-2010 16:50:41

26-APR-2010 16:50:41

09-MAR-2010 14:25:53

26-APR-2010 16:50:41

26-APR-2010 16:50:41

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Class. Change

Class. Change

Data Entry Error

Class. Change

Class. Change
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R4114 Ae.3

Ae Page number 40 Ae.3

CRF

Document

1

R299414113

<CRF Deleted>

26-MAR-2010 14:24:46

Lana Glaser

Key Change
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Ae Page number 40 Ae.3

AE1

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

CENTRAL NERVOUS SYSTEM
VASCULAR DISORDERS

10007963

CENTRAL NERVOUS SYSTEM
HAEMORRHAGES AND
CEREBROVASCULAR
ACCIDENTS

10007948

CEREBROVASCULAR ACCIDENT

10008190

CEREBROVASCULAR ACCIDENT

10008190

NERVOUS SYSTEM DISORDERS

10029205

12-MAY-2010 09:37:02

12-MAY-2010 09:37:02

12-MAY-2010 09:37:02

12-MAY-2010 09:37:02

12-MAY-2010 09:37:02

12-MAY-2010 09:37:02

12-MAY-2010 09:37:02

12-MAY-2010 09:37:02

12-MAY-2010 09:37:02

12-MAY-2010 09:37:02

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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Class. Change
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P3880_0342

R4114

R4114

93478811

95095711

SCREENING

SCREENING

EC

EC

3

3

PAGE_03

PAGE_03

Exclusion Criteria Answer 6

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

YES

Subject had a systolic BP value of 155 at Screening (greater than 10 mmHg over criteria
allows). Please take the following actions:   1-Mark Exclusion Criteria #06 as Yes.  2-
Update Subject Eligibility page accordingly.

Response to Exclusion Criterion 06 is No.  Please verify response and ensure subject
eligibility page is completed as appropriate.

changed to yes

exemption granted 23JUL2009
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Requisition Number 2 (if applicable): 1

CURRENT

Data value changed. Disc no longer applicable.
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Resolved-Response Edited

9201-6511

Please verify updating requisition number to 9201-6511.
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CURRENT

Data value changed. Disc no longer applicable.
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Cessation program is classified as an other smoking cessation aid. Please move data
(Cessation program, 1 attempt) from other attempts to quit and into other aids section
(currently blank).
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Date 1
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Data value changed. Disc no longer applicable.
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20090806

Please provide date. If date is unknown, please remove data and mark this portion of the
CRF blank as it can not be verified that the assessment occurred within the scheduled
visit window.
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21

Please clarify the note on Week 3 phone contact to assure that subject's verbal answer is
used for the weekly calculation.  How was this change made on since the original
information was conveyed over the phone?
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Response is No for 'Were the scheduled laboratory samples obtained?' but data is present.
 Please reconcile.

3 yellow and 1 purple tube collected unable to obtain 3 remaining tubes due to difficult
venipunctures

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:



Report run by Lindsey Falor at 26-JUL-2012 15:40:30 110Page

R289279313

P3880_0342 R411464066611

FU, WEEK 20 & 2

STATUS REVIEW 32PAGE_32

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

28

Please verify calculation of weekly cigaretted.  Confirm the on source; verbal report
takes presidence over diary report.

Please review change on source; verbal report takes presidence over diary report.  Please
confirm with PM if needed.
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STOMACH UPSET/HEARTBURN

Stomach upset is not on medical history.  Please verify adding.

per PI subject's history of stomach upset is not relevant to study

Verified.  JLM 21Apr2010
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VIRAL RESPIRATORY INFECTION

Please verify per AE "upper" should be deleted.
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Adverse Event 1

CURRENT

Data value changed. Disc no longer applicable.
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Please verify "upper" is not included in the diagnosis and should be deleted.
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CONT WITHOUT TREATMENT

Action taken is equal to None.  Please verify the outcome to date should be 'continuing
without treatment.'

Event Serious? is Yes for Adverse Event <VISUAL DISTURBANCE SECONDARY TO CEREBROVASCULAR
ACCIDENT>.  VERIFY this event has been reported as appropriate or amend response.

correct as entered

Verified.  JLM 26Apr2010

SAE

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 Lindsey Falor at 26-JUL-2012 15:40:30 115Page

R306130013

P3880_0342 R4114119454611

AE.3

AE 40PAGE_40

CURRENT

No Action Required
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07.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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OverFlow Section For Document Number R258701413

NICOTINE GUM.HAD VERY BAD DREAMS AND NAUSEA. STOPPED TAKING IT AFTER 7 DAYS1
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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

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

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





























26.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.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

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

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

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
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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
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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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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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UNAVAILABLE
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NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B
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ANTIPYRETICS, N02BG
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UNKNOWN - PAIN
MEDICATION
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UNAVAILABLE
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MEDICATION
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26-APR-2010 10:36:00
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UNKNOWN - PAIN MEDICATION

MULTIPLE FRACTURES RIGHT ANKLE

Please provide any information available for coding purposed.  For example:  Unknown Pain
Medication, Unknown anti-inflammatory, etc.

Per AE diagnosis, fractures were of Rt. ankle.

Verified.  JLM 20Apr2010
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Resolved Date 1
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Data value changed. Disc no longer applicable.

No Action Required

Data value changed. Disc no longer applicable.
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MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20091111

It appears the stop date should be 11Nov2009 not 11Sep2009.

Event Serious? is Yes for Adverse Event <MULTIPLE FRACTURES RIGHT ANKLE (CAR ACCIDENT)>.
VERIFY this event has been reported as appropriate or amend response.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <MULTIPLE
FRACTURES RIGHT ANKLE (CAR ACCIDENT)>.  Please either provide resolved date and time OR
check Ongoing.
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Data value changed. Disc no longer applicable.

MULTIVARIATE

Resolved-Response Edited

Outcome to Date is equal to  RECOVERED for MULTIPLE FRACTURES RIGHT ANKLE (CAR ACCIDENT)
but Resolved Date and/or Time are missing.  Please reconcile.
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Resolved Date 1

CURRENT
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CURRENT

No Action Required

Confirmed

Confirmed

UNIVARIATE

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

200908

Value of 00-AUG-2009 for Resolved Date is an incomplete date or time

Resolved Date and Time is missing and Ongoing is null for Adverse Event <ABRASION - NOSE
(CAR ACCIDENT)>.  Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for ABRASION - NOSE  (CAR ACCIDENT) but Resolved
Date and/or Time are missing.  Please reconcile.

exact day unknown

unknown, but resolved

resolved date unknown
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CURRENT
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MULTIVARIATE

Resolved-Response Edited

Resolved Date and Time <00-AUG-2009> at <<BLANK>> is prior to Onset Date and Time <07-
AUG-2009> at <<BLANK>> for Adverse Event <ABRASION - NOSE  (CAR ACCIDENT)>.  Please
provide correct Onset and Resolved dates and times.

unknown
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Data value changed. Disc no longer applicable.
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Resolved-Response Edited

Per guidelines, please answer the question.
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Please review source drop / replace form for reason of withdraw clarification.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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Abc 123

Abc 123

CD_001

All statuses

All statuses

R5027

R5027

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy

















07.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







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 R260837913

5 TIMES USING PATCH AND 2 TIMES USING GUM1



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













15.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







16.OS.1

OverFlow Section For Document Number R275396313

NO RECORD OF PHONE CALL ATTEMPTS MADE1



16.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











20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF













25.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







27.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













32.OS.1

OverFlow Section For Document Number R285715513

SUBJECT EARLY TERMINATION DUE TO SAE1



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











36.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









39.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







40.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U1.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





40.U2.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















46.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



Appendix: Audit and Discrepancy Information
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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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R260836413

Page_07

CD_001

R5027 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)
1

202967-0034-0

202-967-0034-0

09-OCT-2009 16:32:10

Sharon Ladenes

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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R260837113

Page_09

CD_001

R5027 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

Ongoing

Ongoing

1

1

1

1

1

1

1

1

1

1

1

1

1

00-NOV-2006

00-NOV-2006

18-NOV-2009

00-00-2008

HEART ABLASIA

IUD INSERTION AND
REMOVAL

YES

NO

<Row Deleted>

00-00-2008

<Row Deleted>

18-NOV-2009

00-00-2008

18-NOV-2009

<Row Deleted>

IUD INSERTION AND
REMOVAL

IUD INSERTION

NO

YES

<Row Deleted>

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

18-MAR-2010 11:16:33

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R260837113

Page_09

CD_001

R5027 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

1

1

2

2

2

2

2

2

2

2

2

2

1

18-NOV-2009

18-NOV-2009

IUD REMOVAL

2

<Row Deleted>

1

18-NOV-2009

<Row Deleted>

18-NOV-2009

<Row Deleted>

IUD REMOVAL

<Row Deleted>

<Row Deleted>

2

<Row Deleted>

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

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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R260837913

Page_10

CD_001

R5027 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit (Other
cessation aids)
(4)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

1

1

1

1

1

1

1

1

1

1

NO

YES

YES

NO

HYMPOTISM

HYPOTISM

HYPNOTISM.

5 TIMES USING PATCH AND
2 TIMES USING GUM

YES

NO

NO

YES

5 TIMES USING PATCH AND
2 TIMES USING GUM

HYPOTISM

HYPNOTISM.

11-MAR-2010 15:25:54

25-MAR-2010 11:05:58

25-MAR-2010 11:07:12

11-MAR-2010 15:25:54

25-MAR-2010 11:05:58

11-MAR-2010 15:25:54

22-OCT-2009 20:28:54

09-MAR-2010 13:07:17

25-MAR-2010 11:05:58

11-MAR-2010 15:25:54

Stephanie Felton

Sharon Ladenes

Sharon Ladenes

Stephanie Felton

Sharon Ladenes

Stephanie Felton

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Stephanie Felton

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

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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R260837913

Page_10

CD_001

R5027 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
cessation aids)
(6)

Comments
(pharmaceuticals
) (5)

If Yes, how many
(nicotine
replacement) (3)

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

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

If yes, how many
(other attempts
to quit (6)

1

1

1

1

1

1

WELLBUTRIM

5

1

HYPNOTISM

WELLBUTRIN

7

1

25-MAR-2010 11:05:58

17-MAR-2010 16:40:45

11-MAR-2010 15:25:54

11-MAR-2010 15:25:54

25-MAR-2010 11:05:58

25-MAR-2010 11:05:58

Sharon Ladenes

Krysia Magnuson

Stephanie Felton

Stephanie Felton

Sharon Ladenes

Sharon Ladenes

Wellbutrim to
Wellbutrin. KAY
17Mar2010.

Data Entry Error

ODM/SEC

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
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R260838713

Page_15

CD_001

R5027 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

1

1256

1254

09-MAR-2010 12:01:43

Sharon Ladenes

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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R275396313

Page_16

CD_001

R5027 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)

Comments
(contacted by
phone) (1)

Comments
(contacted by
phone) (1)

Comments
(contacted by
phone) (1)

Date

Was Behavioral
Counseling Given
(6)

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

Was Subject's
use of study
product revie
(3)

1

1

1

1

1

1

1

1

1

70

NO RECORD OF PHONE CALL
ATTEMPTS MADE

03-AUG-2009

YES

YES

YES

NO

NO RECORD OF PHONE CALL
ATTEMPTS MADE

NO RECORD OF PHONE CALL
ATTEMPTS MADE

ND

NO

YES

09-MAR-2010 11:11:06

15-MAR-2010 15:15:40

06-MAY-2010 13:06:45

06-MAY-2010 13:44:19

06-MAY-2010 13:06:45

09-MAR-2010 11:11:06

09-MAR-2010 11:11:06

09-MAR-2010 11:11:06

23-OCT-2009 10:47:39

Sharon Ladenes

Stephanie Felton

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

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

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 Lindsey Falor at 26-JUL-2012 15:56:48 79Page

R275396313

Page_16

CD_001

R5027 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Was Subject's
use of study
product revie
(3)
1

YES 09-MAR-2010 11:11:06

Sharon Ladenes

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
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R275396313

Page_16

CD_001

R5027 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Was Subject's
use of study
product revie
(3)
1

NO

YES

23-OCT-2009 10:47:39

Sharon Ladenes

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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R275396313

Page_16

CD_001

R5027 Sptp, Weeks 1-4
16

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

CHKYN

Was Subject's
use of study
product revie
(3)
1

YES

23-OCT-2009 10:47:39

Sharon Ladenes

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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R275397013

Page_20

CD_001

R5027 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

Was Subject
compliant (4)
1

NO

YES

18-JAN-2010 11:56:25

Sharon Ladenes

Pass1

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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R282991413

Page_25

CD_001

R5027 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

Was Subject
compliant (4)
1

NO

YES

18-JAN-2010 11:58:10

Sharon Ladenes

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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R282991813

Page_27

CD_001

R5027 Ip, Week 16
27

Lb Page number 27 Ip, Week 16

LB

Were there any
clinically
significant la
(1)
1

NO

09-MAR-2010 11:13:27

Sharon Ladenes

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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R285715513

Page_32

CD_001

R5027 Fu, Week 20 & 24
32

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

09-MAR-2010 12:05:12

09-MAR-2010 12:08:54

Sharon Ladenes

Sharon Ladenes

Data Entry Error

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
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R285715513

Page_32

CD_001

R5027 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Comments (HDYF)
(8)

Comments
(behavioral
counseling) (6)

Comments
(compliant) (4)

Comments
(contacted by
phone) (1)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Date

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Scheduled

Was Behavioral
Counseling Given
(6)

1

1

1

1

1

1

1

1

1

1

1

0

14-DEC-2009

0

WEEK 20

YES

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

16-MAR-2010 13:20:23

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

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

(b) (6)
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R285715513

Page_32

CD_001

R5027 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

1

1

1

1

YES

YES

YES

YES

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Row Inserted

Row Inserted

Row Inserted

1

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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R285715513

Page_32

CD_001

R5027 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

Section Header

CHKYN

DCM Blank flag

Comments
(contacted by
phone) (1)

Date

1

1

1

N

SUBJECT EARLY TERM DUE
TO SAE

12-JAN-2010

Y

SUBJECT EARLY
TERMINATION DUE TO SAE

ND

09-MAR-2010 11:13:36

18-MAR-2010 11:23:00

18-MAR-2010 11:23:00

Diane Yann

Sharon Ladenes

Sharon Ladenes

Key Change

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
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R295265213

Page_36

CD_001

R5027 Fu, Week 28
36

Pe Page number 36 Fu, Week 28

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

NO

YES

PE CONSISTENT WITH
PREGNANCY

1

09-MAR-2010 12:00:39

09-MAR-2010 12:00:39

09-MAR-2010 12:00:39

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

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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R260840013

Page_39

CD_001

R5027 Pcm
39

CRF Header

DCI Blank Flag

DCI Blank Flag

DCI Blank Flag

DCI Blank Flag

1

1

1

1

N

Y

N

Y

Y

N

Y

N

03-SEP-2009 14:44:20

03-SEP-2009 14:44:54

04-JAN-2010 17:36:47

04-JAN-2010 17:36:55

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error

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
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R260840013

Page_39

CD_001

R5027 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Dose

Dose

Drug Modified
Reported Term

Drug name

1

1

1

1

1

1

1

1

1

1

1

1

1

10

ADAPOT

A

ALIMENTARY TRACT AND
METABOLISM, A

A08

ANTIOBESITY
PREPARATIONS, EXCL. DIET
PRODUCTS, A08

A08A

ANTIOBESITY
PREPARATIONS, EXCL. DIET
PRODUCTS, A08A

A08AA

CENTRALLY ACTING
ANTIOBESITY PRODUCTS,
A08AA

10

1

1

ADIPEX

VITAMIN

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

04-JAN-2010 17:29:34

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

20-APR-2010 11:29:16

04-JAN-2010 17:29:34

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Carol Kraucyk

Sharon Ladenes

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Row Inserted

Data Entry Error

Row Inserted

Data Change

Row Inserted

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
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Page_39

CD_001
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Pcm Page number 39 Pcm

CM1

Drug name

Drug name

Drug name

Frequency

Frequency

Has the subject
taken any
medications pr

Has the subject
taken any
medications pr

Has the subject
taken any
medications pr

Indication

Indication

Indication

Ongoing

Ongoing

Ongoing

Preferred Term

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

VITAMIN

ADAPOT

NO

SUPPLEMENT

PRENATAL VITAMINS

ADAPOT

ADIPEX

EVERY DAY

EVERY DAY

NO

YES

YES

SUPPLEMENT

PREGNANCY

WEIGHT LOSS

CHECKED

PHENTERMINE

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

13-APR-2010 11:37:02

04-JAN-2010 17:29:34

04-JAN-2010 17:36:55

03-SEP-2009 14:44:54

04-JAN-2010 17:29:34

04-JAN-2010 17:36:55

04-JAN-2010 17:29:34

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

04-JAN-2010 17:29:34

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

26-APR-2010 10:36:00

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Carol Kraucyk

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Change
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Pcm Page number 39 Pcm

CM1

Preferred Term
Code

Start Date

Start Date

Start Date

Stop Date

Stop Date

Stop Date

Trade Name

Trade Name Code

Unit

Unit

other, specify
(frequency)

other, specify
(frequency)

other, specify
(unit)

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

01-JUL-2009

13-JUL-2009

00131701001

01-JUL-2009

13-DEC-2009

00-00-2008

13-JUL-2009

17-JUL-2009

ADIPEX /00131701/

00131701002

TABLET

TABLET

26-APR-2010 10:36:00

04-JAN-2010 17:29:34

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

04-JAN-2010 17:29:34

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

26-APR-2010 10:36:00

26-APR-2010 10:36:00

04-JAN-2010 17:29:34

04-JAN-2010 17:36:55

04-JAN-2010 17:29:34

04-JAN-2010 17:36:55

04-JAN-2010 17:29:34

04-JAN-2010 17:36:55

Carol Kraucyk

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Change

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Change

Data Change

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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Ae Page number 40 Ae

AE1

Adverse Event

Outcome to Date

1

1

SORE LIP

IRRITATION INNER UPPER
LIP

RECOVERED

05-OCT-2009 14:22:00

05-OCT-2009 14:22:36

Sharon Ladenes

Sharon Ladenes

Pass1

Data Entry Error
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CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

05-OCT-2009 14:23:01

04-JAN-2010 17:25:04

Sharon Ladenes

Sharon Ladenes

Key Change

Data Entry Error
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Ae Page number 40 Ae.1

AE1

Action Taken

Onset Date

1

1

OTHER DRUG

00-SEP-2009

DISCONTINUATION

13-DEC-2009

18-MAR-2010 20:26:05

11-MAR-2010 14:14:09

Sharon Ladenes

Linda Jordan

Data Entry Error

Data Entry Error

1
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Ae Page number 40 Ae.2

AE1

Action Specify

Action Taken

Adverse Event

1

1

1

CLEANSED WITH COTTON
SWAB

OTHER TREATMENT

BLOOD IN LEFT EAR

NONE

BLEEDING FROM LEFT EAR
CANAL

11-MAR-2010 14:16:28

09-MAR-2010 11:17:26

05-OCT-2009 14:23:21

Linda Jordan

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

Pass1

1
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R5027 Study Competion
46

Ds Page number 46 Study Competion

DS

AE specify

AE specify

Reason for
withdrawal

Reason for
withdrawal

1

1

1

1

PREGNANCY

AE

WITHDRAWN

PREGNANCY

WITHDRAWN

AE

11-MAR-2010 14:36:37

18-MAR-2010 11:38:09

11-MAR-2010 14:36:37

18-MAR-2010 11:38:09

Stephanie Felton

Sharon Ladenes

Stephanie Felton

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error
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SCREENING

LB 7PAGE_07

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

202-967-0034-0

Please add a dash to req. number

Discrepancy Detail Report
Document #:

Discrepancy ID:

Visit:

CRF:
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Value Text:

Type:

Review Status:
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Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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SCREENING

MH 9PAGE_09

Diagnosis/Procedure 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

IUD INSERTION

Please separate this into 2 entries: 1- IUD Insertion (with onset and resolution dates of
00-00-2008).   2-IUD Removal (with onset and resolution dates of 18-Nov-2009).

Document #:
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Visit:
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Field:
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Review Status:
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Resolution Text:
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82864511

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

Comments (other attemps)

Comments (other cessation aids)

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

HYPNOTISM

Hypnosis is classified as other smoking cessation aid. Please move data (hypnotism, 1
attempt) to other smoking cessation aids section.

Please move these up to the NRT section, also change the total number of times.

Updated CRF, verified source

Document #:
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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:
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BASELINE, WEEK 

SC 15PAGE_15

Actual Time 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1254

Per sponsor instructions, time of first use should be entered, please review source and
revise CRF page per previous query.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:



Report run by Lindsey Falor at 26-JUL-2012 15:56:48 103Page

R275396313

CD_001

CD_001

R5027

R5027

115226311

80742911

SPTP, WEEKS 1-4

SPTP, WEEKS 1-4

STATUS REVIEW

STATUS REVIEW

16

16

PAGE_16

PAGE_16

Date

Was Subject contacted by telephone

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

ND

NO

Please update date to 'ND' as assessment did not occur.

Per previous query, please add comment regarding the phone attempts were made.

DM Response: Please replace the comment that was previously present (No record of phone
call attempts made).

NO RECORD OF PHONE CALL ATTEMPTS MADE. COMMENT WAS ADDED TO CRF.
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Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:
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Value Text:
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Type:

Review Status:

Review Status:
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Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:
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Section:

Patient:

Patient:
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Row:
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IP, WEEK 16

LB 27PAGE_27

Were there any clinically significant la 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

please answer the question.
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Visit:

CRF:
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Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:
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CD_001

R5027

R5027

R5027

86544611

86544811

80753111

FU, WEEK 20 & 2

FU, WEEK 20 & 2

FU, WEEK 20 & 2

STATUS REVIEW

STATUS REVIEW

STATUS REVIEW

32.1

32.1

32.1

PAGE_32

PAGE_32

PAGE_32

Comments (contacted by phone)

Date

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

SUBJECT EARLY TERMINATION DUE TO SAE

ND

Please update so as not to use abbreviations. (TERM).

Please enter "ND" for date if assessment was not completed.

Please enter the schedule date and check no for the first question add comment and leave
other questions blank.

Document #:
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Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:
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Qualifying Value:

Qualifying Value:

Row:

Row:
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FU, WEEK 28

PE 36PAGE_36

Does the subject have any abnormal findi 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

YES

Per Dr. Lewis progress note attached to PE, 'PE consistent with pregnancy'.  Please
change No to Yes and add this comment.
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Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:
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PCM

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ADIPEX

Please verify drug name.

Verified.  JLM 20Apr2010

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:
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Row:
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CD_001

CD_001

CD_001

R5027

R5027

R5027

87083411

80711711

39640311

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Action Taken

Onset Date

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

DISCONTINUATION

20091213

Please update action to Discontinuation from study.

Please verify start date.  Per ultrasound, due date is 22Aug2010 and per patient took out
IUD in November and continued to use condoms .   Per source, positive pregnancy test
13Dec2009.

Event Serious? is Yes for Adverse Event <PREGNANCY>.  VERIFY this event has been reported
as appropriate or amend response.

Document #:
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Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:
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Field:

Field:
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Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:
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Resolution Text:
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Status:

Status:

Site:

Site:

Site:
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Patient:

Patient:
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CD_001

R5027

R5027

82857211

80713111

AE.2

AE.2

AE

AE

40

40

PAGE_40

PAGE_40

Action Specify

Action Taken

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NONE

Please remove comment.

Please verify if None should be checked, since cleaning ear with cotten swabs is not
treatment.
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STUDY COMPETION

DS 46PAGE_46

Reason for withdrawal 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

AE

Please update to Adverse Event with the specification of 'Pregnancy'. If subject withdrew
consent due to the AE, the AE is the true reason for withdrawal. **Please update Action
Taken for AE of Pregnancy to 'Discontinuation of Drug Therapy'.
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