
   

CRF Report for Study E7694105
Report run by Brian Saari at 05-MAR-2013 16:58:58

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 #:

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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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
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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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

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
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
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

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 #:

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

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
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

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
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R243290213

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

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name



Report run by Brian Saari at 05-MAR-2013 16:59:03 85Page

R243290313

Page_10
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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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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
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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

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 Brian Saari at 05-MAR-2013 16:59:03 89Page

R243290913

Page_15

CDB_001

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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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
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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
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Page_39
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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
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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

CRA Correction

Validation Status
changed

Data Entry Error
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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

Validation Status
changed

Data Entry Error
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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

Row Inserted
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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.

Data Entry Mode

Investigator
Correction
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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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Visit:

Visit:
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CRF:

Field:
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Value Text:

Value Text:
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Review Status:
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R1003

R1003
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1788919913

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

Document #:

Discrepancy ID:
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Type:
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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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MH
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MH
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Diagnosis/Procedure

Diagnosis/Procedure

7
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CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.
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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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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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Attempted to quit (Other cessation aids)

Attempted to quit (Pharmaceuticals)

Comments (other attemps)

1

1

1
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CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.
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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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If Yes, how many (other cessation aids) 1

CURRENT

CURRENT

CURRENT

Confirmed

Due Diligence

Data value changed. Disc no longer applicable.
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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
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Does the subject have any abnormal findi 1
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CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.
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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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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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IP, WEEK 16
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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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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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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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Dose

Unit

1
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CURRENT

CURRENT

Confirmed

Confirmed

MANUAL
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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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Data value changed. Disc no longer applicable.
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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
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Date the subject completed OR withdrew f 1
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CURRENT
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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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