
   

CRF Report for Study E8230249
Report run by Tamara Fisher at 15-AUG-2014 10:07:32

Abc 123

Abc 123

CDB_001

All statuses

All statuses

2040

2040

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



























011.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











015.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











019.OS.1

OverFlow Section For Document Number R348288313

NO COMMENT RECORDED1

NO COMMENT RECORDED2



019.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

















025.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

















032.OS.1

OverFlow Section For Document Number R348307613

NO COMMENT RECORDED1



032.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





032A.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











036.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





037.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

















044.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





044A.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







046.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





047.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

















054.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





054A.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











058.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





059.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

















066.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







067.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





068.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





069.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



































084.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





084.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







084.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





085.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





085.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











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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R348343913

Page_11

CDB_001

2040 Screen 1
011

Mh Page number 11 Screen 1

MH

Diagnosis/Proced
ure

High Level Group
Code

High Level Group
Term

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

Date of Onset

1

1

1

1

1

1

1

1

1

1

1

1

2

HIGH CHOLESTEROL

10024580

LIPID ANALYSES

CHOLESTEROL ANALYSES

10008651

HIGH CHOLESTEROL

10020049

BLOOD CHOLESTEROL
INCREASED

10005425

INVESTIGATIONS

10022891

HIGH CHOLESTEROL

00-00-2008

HYPERCHOLESTEROLEMIA

10013317

LIPID METABOLISM
DISORDERS

ELEVATED CHOLESTEROL

10014476

HYPERCHOLESTEROLEMIA

10020604

HYPERCHOLESTEROLAEMIA

10020603

METABOLISM AND NUTRITION
DISORDERS

10027433

HYPERCHOLESTEROLEMIA

00-000-2008

28-SEP-2011 16:39:00

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

14-APR-2011 14:27:09

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

clarified medical
condition

Investigator
Correction

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

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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R348343913

Page_11

CDB_001

2040 Screen 1
011

Mh Page number 11 Screen 1

MH

Diagnosis/Proced
ure

Code

Code

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Code

Date of Onset

2

4

4

4

4

4

4

4

4

4

4

4

5

5

FREQUENT
HEARTBURN/INDIGESTION

MUSCULO

00-00-1964

00-00-2008

SCOLIOSIS

CHECKED

GENITOURINARY

00-00-1985

FREQUENT HEARTBURN

<Row Deleted>

GASTRO

<Row Deleted>

00-00-2008

00-000-2008

<Row Deleted>

<Row Deleted>

INDIGESTION

<Row Deleted>

CHECKED

<Row Deleted>

<Row Deleted>

30-MAR-2011 13:18:41

09-FEB-2011 15:53:27

30-MAR-2011 13:18:41

09-FEB-2011 15:53:27

30-MAR-2011 13:18:41

14-APR-2011 14:27:09

09-FEB-2011 15:53:27

30-MAR-2011 13:18:41

09-FEB-2011 15:53:27

30-MAR-2011 13:18:41

09-FEB-2011 15:53:27

30-MAR-2011 13:18:41

09-FEB-2011 15:53:27

09-FEB-2011 15:53:27

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

not needed

not needed

not needed

not needed

not needed

not needed

not needed

Investigator
Correction

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

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
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R348343913

Page_11

CDB_001

2040 Screen 1
011

Mh Page number 11 Screen 1

MH

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

5

5

5

POST MENOPAUSAL

CHECKED

<Row Deleted>

<Row Deleted>

<Row Deleted>

09-FEB-2011 15:53:27

09-FEB-2011 15:53:27

09-FEB-2011 15:53:27

Christina Breedlove

Christina Breedlove

Christina Breedlove

not needed

not needed

not needed

Investigator
Correction

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
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R348282113

Page_15

CDB_001

2040 Screen 2
015

Vs Page number 15 Screen 2

VS

Actual Time
Cigarette Smoked
(2)
1

1400

1406

19-JAN-2011 09:09:01

Christina Breedlove changed  to end
time

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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R348288313

Page_19

CDB_001

2040 Baseline, Day -1
019

Eod Page number 19 Baseline, Day -1

INDYN

Does Count Agree
with Usage Log-
Comment

Does Count Agree
with Usage Log-
Comment

Does Count Agree
with Usage Log-
Comment

End-of-Day Total
Tip Count

1

1

1

1

DISPENSED ON 07NOV2010 &
PROCESSING COMPLETED AT
07:38 ON 08NOV2010

NO-DISPENSED ON
07NOV2010 & PROCESSING
COMPLETED AT 07:38 ON
08NOV2010

YES-DISPENSED ON
07NOV2010 & PROCESSING
COMPLETED AT 07:38 ON
08NOV2010

25

NO-DISPENSED ON
07NOV2010 & PROCESSING
COMPLETED AT 07:38 ON
08NOV2010

YES-DISPENSED ON
07NOV2010 & PROCESSING
COMPLETED AT 07:38 ON
08NOV2010

NO- 2 BUTTS WERE NOT
PROCESSED

23

13-JAN-2011 11:26:08

13-JAN-2011 11:27:17

09-FEB-2011 15:56:30

09-FEB-2011 15:56:30

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Data Entry Error

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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R348305513

Page_25

CDB_001

2040 Day 1
025

Snus_Disp Page number 25 Day 1

Section Header

DCM Blank flag

1

N

Y

27-JAN-2011 14:36:48

Christina Breedlove

Key Change

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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R348307613

Page_32

CDB_001

2040 Day 1
032

Eod Page number 32 Day 1

INDYN

Does Count Agree
with Usage Log-
Comment

End-of-Day Total
Tip Count

1

1

YES

10

NO-BUTT # 6 WAS NOT
PROCESSED

9

09-FEB-2011 15:59:03

09-FEB-2011 15:59:03

Christina Breedlove

Christina Breedlove

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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R348310513

Page_32.1

CDB_001

2040 Day 1
032A

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

Y

N

N

Y

17-JAN-2011 01:21:51

27-JAN-2011 14:42:05

Cindy Van Zuuk

Christina Breedlove

CRA Correction

Validation Status
changed

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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R348322313

Page_36

CDB_001

2040 Day 2
036

Snus_Disp Page number 36 Day 2

SU

Date

1

19-NOV-2010

09-NOV-2010

13-JAN-2011 13:24:03

Christina Breedlove

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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R348322813

Page_37

CDB_001

2040 Day 2
037

Snus_Disp Page number 37 Day 2

Section Header

DCM Blank flag

1

N

Y

23-JAN-2011 21:07:54

Laurie Rydstrom

Key Change

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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R348344413

Page_44

CDB_001

2040 Day 2
044

Eod Page number 44 Day 2

INDYN

Does Count Agree
with Usage Log-
Comment

End-of-Day Total
Tip Count

1

1

YES

10

NO- 5 BUTTS WERE NOT
PROCESSED

5

09-FEB-2011 16:18:07

09-FEB-2011 16:18:07

Christina Breedlove

Christina Breedlove

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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R348314913

Page_44.1

CDB_001

2040 Day 2
044A

CRF Header

DCI Blank Flag

DCI Blank Flag

DCI Blank Flag

1

1

1

N

Y

N

Y

N

Y

13-JAN-2011 15:22:48

17-JAN-2011 01:26:34

27-JAN-2011 14:48:37

Christina Breedlove

Cindy Van Zuuk

Christina Breedlove

entered on 2nd
page in error.

Data Entry Error

CRA Correction

Validation Status
changed

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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R348314913

Page_44.1

CDB_001

2040 Day 2
044A

Ub_Disp Page number 44A Day 2

SU

NA, Not Dual Use
group
1

CHECKED

17-JAN-2011 01:26:34

Cindy Van Zuuk

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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R348346013

Page_46

CDB_001

2040 Day 3
046

Snus_Disp Page number 46 Day 3

SU

Amount Dispensed
(1)

Flavor Dispensed
(2)

Seq.

1

1

1

1

FROST

1

13-JAN-2011 15:31:04

13-JAN-2011 15:31:04

13-JAN-2011 15:31:04

Christina Breedlove

Christina Breedlove

Christina Breedlove

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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R348346313

Page_47

CDB_001

2040 Day 3
047

Snus_Disp Page number 47 Day 3

Section Header

SU

DCM Blank flag

Amount Dispensed
(1)

Amount Dispensed
(1)

Date

Flavor Dispensed
(2)

Flavor Dispensed
(2)

NA, Not SNUS or
Dual Use group

Time Dispensed
(1)

Time Returned
(2)

1

1

1

1

1

1

1

1

1

N

1

10-NOV-2010

FROST

NOTCHECK

ND

ND

Y

1

FROST

27-JAN-2011 14:25:52

13-JAN-2011 15:36:12

27-JAN-2011 14:16:58

27-JAN-2011 14:16:58

13-JAN-2011 15:36:12

27-JAN-2011 14:16:58

27-JAN-2011 14:16:58

27-JAN-2011 14:16:58

27-JAN-2011 14:16:58

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Validation Status
changed

Investigator
Correction

Investigator
Correction

Investigator
Correction

Investigator
Correction

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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R348346313

Page_47

CDB_001

2040 Day 3
047

Eod_Snus Page number 47 Day 3

Section Header

INDYN

DCM Blank flag

DCM Blank flag

Date

Does Count Agree
with Usage Log-
Comment

End-of-Day Total
SNUS Count

NA, Not SNUS or
Dual Use group

Time of Day
Frozen (-70C)

1

1

1

1

1

1

1

N

Y

Y

N

10-NOV-2010

NO PRODUCT USED ON THIS
DAY

0

NOTCHECK

ND

27-JAN-2011 14:16:58

27-JAN-2011 14:25:52

27-JAN-2011 14:25:52

27-JAN-2011 14:25:52

27-JAN-2011 14:25:52

27-JAN-2011 14:25:52

27-JAN-2011 14:25:52

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R348346413

Page_54

CDB_001

2040 Day 3
054

Ub_Disp Page number 54 Day 3

SU

Cigarette Butt
Length (mm)
10

36

35

09-FEB-2011 16:21:07

Christina Breedlove

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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R348346613

Page_54.1

CDB_001

2040 Day 3
054A

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

Y

N

N

Y

17-JAN-2011 01:32:18

27-JAN-2011 14:30:34

Cindy Van Zuuk

Christina Breedlove

CRA Correction

Validation Status
changed

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 Tamara Fisher at 15-AUG-2014 10:07:36 148Page

R348347713

Page_59

CDB_001

2040 Day 4
059

Snus_Disp Page number 59 Day 4

Section Header

DCM Blank flag

1

N

Y

27-JAN-2011 14:33:44

Christina Breedlove

Validation Status
changed

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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R348348013

Page_66

CDB_001

2040 Day 4
066

CRF Header

DCI Blank Flag

1

Y

N

13-JAN-2011 16:07:39

Christina Breedlove

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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R348185213

Page_67

CDB_001

2040 Day 5/Early Term
067

Vs Page number 67 Day 5/Early Term

VS

Pulse
(beats/minute)
1

057

052

09-FEB-2011 16:24:18

Christina Breedlove

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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R348348913

Page_69

CDB_001

2040 Day 5/Early Term
069

Snus_Disp Page number 69 Day 5/Early Term

Section Header

DCM Blank flag

1

N

Y

27-JAN-2011 14:35:47

Christina Breedlove

Validation Status
changed

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date
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SCREEN 1

SCREEN 1

SCREEN 1

MH

MH

MH

11
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11

PAGE_11

PAGE_11

PAGE_11

Date of Onset

Date of Onset

Diagnosis/Procedure

2

4

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.

UNIVARIATE

UNIVARIATE

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

00-000-2008

00-000-2008

HYPERCHOLESTEROLEMIA

Value of 00-000-2008 for Date of Onset is not a valid DATE

Value of 00-000-2008 for Date of Onset is not a valid DATE

For coding purposes, please query to update to hypercholesterolemia since
hypercholesterolemia codes to a medical condition and high cholesterol codes to a
specific lab result.
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FREQUENT HEARTBURN

Please split this into two separate events, not one.
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EOD

EOD
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PAGE_19

PAGE_19

Does Count Agree with Usage Log-Comment

End-of-Day Total Tip Count

1
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CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NO- 2 BUTTS WERE NOT PROCESSED

23

Please verify answer should be NO since source indicates 2 butts were not collected.

Please verify total should be 23 since source indicates 2 butts were not collected.
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32
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PAGE_32
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End-of-Day Total Tip Count

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NO-BUTT # 6 WAS NOT PROCESSED

9

Please verify response.  Should it be NO since butt # 6 was not processed per source log?

Please verify total.  Should it be 9 as butt # 6 was not processed per source log?
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CURRENT

No Action Required

MANUAL HEADER
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Please mark module blank, subject is in this group

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 Tamara Fisher at 15-AUG-2014 10:07:36 161Page

R348344413

CDB_001

CDB_001

2040

2040

297788811

297788711

DAY 2

DAY 2

EOD

EOD

44

44

PAGE_44

PAGE_44
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End-of-Day Total Tip Count
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1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NO- 5 BUTTS WERE NOT PROCESSED

5

Should response be NO due to 5 burnt filter butts were not collected?

Should this response be 5, since 5 butts not processed due to burnt filter?
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CURRENT

No Action Required

MULTIVARIATE

Resolved-Response Edited

'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Please reconcile.

subject did not use any Snus product on Day 3. Data entered per instruction from
Jasmine's email received on 12Jan2011

subject did not use any Snus product on Day 3. Data entered per instruction from
Jasmine's email received on 12Jan2011
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CURRENT
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Resolved-Response Edited

'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Please reconcile.

NO PRODUCT USED ON THIS DAY
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Cigarette Butt Length (mm) 10

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

35

Please verify length for this butt was 35 (mm), per source.
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DAY 4

SNUS_DISP 58PAGE_58

CURRENT

No Action Required

MULTIVARIATE

Resolved-Response Edited

'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Please reconcile.

Subject did not use any Snus product on Day 4. Data was entered as instructed per
Jasmine's email that was received on 12Jan2011

Subject did not use any Snus product on Day 4. Data was entered as instructed per
Jasmine's email that was received on 12Jan2011
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CURRENT

No Action Required

MULTIVARIATE

Resolved-Response Edited

'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Please reconcile.

subject did not use any product on this day. Entered as instructed.

subject did not use any product on this day. Entered as instructed.
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Pulse (beats/minute) 1

CURRENT
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052

Please verify value for Pulse (52).
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CURRENT

No Action Required

MULTIVARIATE

Resolved-Response Edited

'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Please reconcile.

no snus product used on Day5

no snus product used on Day5
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CURRENT

No Action Required

MULTIVARIATE

Resolved-Response Edited

'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Please reconcile.

no product used on day 5

no product used on day 5
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CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

LOVASTATIN

HYPERCHOLESTEROLEMIA

Please verify correct spelling, LOVASTATIN

Please verify if correct spelling should be "hypercholesterolemia"
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PCM 84PAGE_84

Start Date 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

00-000-2008

Value of 00-000-2008 for Start Date is not a valid DATE

RDC system will not pre-fill 00 for unknown dates as per guidelines
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AE

AE
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AE
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PAGE_85

PAGE_85

Adverse Event 1

CURRENT

CURRENT

No Action Required

Due Diligence

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

IRRITATION GUMS/TEETH

Could you further clarify this AE and split it if possible.  This subject also has an AE
of ROUGH FEELING ON TEETH which started on the same date so maybe that is the tooth
irritation they are talking about and then this term could be updated to just Irritation
Gums.  Several other subjects have Irritated Gums as an AE so it would be nice to be
consistent with them if applicable.

ACTION TAKEN WITH STUDY TREATMENT:  Please provide a response.

Confirmed with Sub-I AE is correct as is

subject did not use any Snus on Days 3, 4, &5.
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Data value changed. Disc no longer applicable.
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Please provide all missing details and then mark the page as complete.
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