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OverFlow Section For Document Number R239696013

TWICE,THE SUBJECT TRIED TO QUIT BY NOT SMOKING.1
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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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R239689113

Page_02

CDB_001

R1001 Screening
02

Ic Page number 2 Screening

IE

Inclusion
Criteria Answer

Inclusion
Criteria Answer

1

1

YES

NO

NO

YES

19-MAY-2009 14:42:20

19-MAY-2009 14:43:04

Sharon Daly

Sharon Daly

Pass1

Pass1

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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Row
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Impact on
resequence
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By
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Comment
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R239691513

Page_03

CDB_001

R1001 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer

Exclusion
Criteria Answer

1

1

NO

YES

YES

NO

19-MAY-2009 14:43:38

19-MAY-2009 14:43:53

Sharon Daly

Sharon Daly

Pass1

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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R239691813

Page_04

CDB_001

R1001 Screening
04

Elig Page number 4 Screening

IE

Did the subject
meet all of the
inclusio

Did the subject
meet all of the
inclusio

1

1

YES

NO

NO

YES

19-MAY-2009 14:44:12

19-MAY-2009 14:44:31

Sharon Daly

Sharon Daly

Pass1

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
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Comment
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R239692213

Page_05

CDB_001

R1001 Screening
05

Dm Page number 5 Screening

DM

Gender

Gender

1

1

FEMALE

MALE

MALE

FEMALE

19-MAY-2009 14:44:53

19-MAY-2009 14:45:12

Sharon Daly

Sharon Daly

Pass1

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
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Comment
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R239692213

Page_05

CDB_001

R1001 Screening
05

Bm Page number 5 Screening

BM

BMI Unit

1 KG/M2

12-MAY-2010 15:18:44

Angela Dooley

Row Inserted

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
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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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R239692813

Page_06

CDB_001

R1001 Screening
06

Vs Page number 6 Screening

VS

Were Vital Signs
Collected/Were
any addi (1)

Were Vital Signs
Collected/Were
any addi (1)

1

1

YES

NO

NO

YES

19-MAY-2009 14:45:53

19-MAY-2009 14:46:12

Sharon Daly

Sharon Daly

Pass1

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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R239693113

Page_07

CDB_001

R1001 Screening
07

Lb Page number 7 Screening

LB

Date

Requisition
Number 1: (1)

1

1

19-FEB-2009

09888880-4

18-FEB-2009

050-552-1502-0

16-JUN-2009 10:39:34

19-MAY-2009 11:57:57

Rossana Matos

Christina Breedlove

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
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Comment
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R242670913

Page_09

CDB_001

R1001 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 Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Date of
Resolution

Date of
Resolution

2

2

2

2

2

2

2

2

2

2

2

2

2

18-FEB-2009

<Row Deleted>

<Row Deleted>

18-FEB-2009

26-MAY-1986

<Row Deleted>

<Row Deleted>

23-MAY-2009 15:20:25

22-JUN-2009 11:04:29

22-JUN-2009 11:05:38

24-JUN-2009 10:05:20

18-DEC-2009 12:26:40

31-DEC-2009 09:11:21

20-JAN-2010 09:45:16

26-FEB-2010 12:36:25

23-MAY-2009 15:20:25

22-JUN-2009 11:04:29

22-JUN-2009 11:05:38

24-JUN-2009 10:05:20

18-DEC-2009 12:26:40

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

confirmed line is
not needed

confirmed line is
not needed

Row Inserted

Data Entry Error

Row Inserted

Validation Status
changed

Row Inserted

Data Entry Error

Data Entry Error

Validation Status
changed

Row Inserted

Data Entry Error

Row Inserted

Validation Status
changed

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
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Comment
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R242670913

Page_09

CDB_001

R1001 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

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

2

2

2

2

2

2

2

2

2

2

2

2

2

2

GINGIVITIS LOWER GUMS

<Row Deleted>

<Row Deleted>

GINGIVITIS LOWER GUMS

POSTMENOPAUSAL

<Row Deleted>

<Row Deleted>

CHECKED

23-MAY-2009 15:20:25

22-JUN-2009 11:04:29

22-JUN-2009 11:05:38

24-JUN-2009 10:05:20

18-DEC-2009 12:26:40

31-DEC-2009 09:11:21

20-JAN-2010 09:45:16

26-FEB-2010 12:36:25

23-MAY-2009 15:20:25

22-JUN-2009 11:04:29

22-JUN-2009 11:05:38

24-JUN-2009 10:05:20

18-DEC-2009 12:26:40

31-DEC-2009 09:11:21

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

Sharon Daly

confirmed line is
not needed

confirmed line is
not needed

Row Inserted

Data Entry Error

Row Inserted

Validation Status
changed

Row Inserted

Data Entry Error

Data Entry Error

Validation Status
changed

Row Inserted

Data Entry Error

Row Inserted

Validation Status
changed

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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R242670913

Page_09

CDB_001

R1001 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Sequence Number

2

2

2

2

2

2

2

2

2

2

2

CHECKED

2

2

CHECKED

2

<Row Deleted>

<Row Deleted>

2

2

20-JAN-2010 09:45:16

26-FEB-2010 12:36:25

23-MAY-2009 15:20:25

23-MAY-2009 15:21:01

22-JUN-2009 11:04:29

22-JUN-2009 11:05:38

24-JUN-2009 10:05:20

18-DEC-2009 12:26:40

31-DEC-2009 09:11:21

20-JAN-2010 09:45:16

26-FEB-2010 12:36:25

Christina Breedlove

Christina Breedlove

Rossana Matos

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Heather Kretschmer

Sharon Daly

Christina Breedlove

Christina Breedlove

confirmed line is
not needed

Data Entry Error

Validation Status
changed

Row Inserted

Investigator
Correction

Data Entry Error

Row Inserted

Validation Status
changed

Row Inserted

Data Entry Error

Data Entry Error

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
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R239696013

Page_10

CDB_001

R1001 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Age subject
began smoking
(1)

Attempted to
quit (Other
cessation aids)
(4)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

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

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

Was Smoking
History
collected?

Was Smoking
History
collected?

1

1

1

1

1

1

1

1

1

27

NO

ACCUPUNTURE IN MAY 2007,
HYPNOSIS IN JANUARY
2007. ON THE SUBJECT'S
TWO OTHER ATTEMPTS THE
SUBJECT TRIED TO QUIT BY
NOT SMOKING.

ACCUPUNTURE X1 &
HYPNOSIS X1

4

YES

NO

26

YES

TWICE,THE SUBJECT TRIED
TO QUIT BY NOT SMOKING.

ACCUPUNTURE X1 &
HYPNOSIS X1

ACUPUNCTURE X1 &
HYPNOSIS X1

2

2

NO

YES

17-APR-2009 17:48:53

04-MAR-2010 12:37:39

04-MAR-2010 12:37:39

04-MAR-2010 12:37:39

24-MAR-2010 14:55:27

04-MAR-2010 12:37:39

04-MAR-2010 12:37:39

19-MAY-2009 14:46:40

19-MAY-2009 14:46:54

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Christina Breedlove

Sharon Daly

Sharon Daly

accupunture to
acupuncture. KAY
24Mar2010.

Pass1

Validation Status
changed

Validation Status
changed

Validation Status
changed

ODM/SEC

Validation Status
changed

Validation Status
changed

Pass1

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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R239698813

Page_11

CDB_001

R1001 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Date

Findings*

Findings*

Findings*

Findings*

Date

Date

1

1

1

1

1

2

3

NO

NE

NO

YES

18-FEB-2009

NE

NO

YES

NO

18-FEB-2009

18-FEB-2009

19-MAY-2009 14:56:17

19-MAY-2009 14:47:13

19-MAY-2009 14:47:29

19-MAY-2009 14:47:43

19-MAY-2009 14:48:58

19-MAY-2009 14:56:17

19-MAY-2009 14:56:17

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Data Entry Error

Pass1

Pass1

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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R240293113

Page_12

CDB_001

R1001 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Findings

Findings

Sequence Number

Sequence Number

Findings

Findings

1

1

1

1

1

1

1

1

1

2

2

YES

NO

YES

NO

ORAL CAVITY/GINGIVITIS
LOWER GUMS

ORAL CAVITY/GINGIVITIS
LOWER GUMS (RELEVENT BUT
NCS)

1

SKIN/ SURGICAL SCARS

SKIN/ SURGICAL SCARS
WELL HEALED

NO

YES

NO

YES

ORAL CAVITY/GINGIVITIS
LOWER GUMS (RELEVENT BUT
NCS)

<Row Deleted>

GINGIVITIS LOWER GUMS

<Row Deleted>

1

SKIN/ SURGICAL SCARS
WELL HEALED

19-MAY-2009 14:49:35

19-MAY-2009 14:49:47

10-NOV-2009 13:16:22

31-DEC-2009 09:20:02

22-JUN-2009 11:14:26

10-NOV-2009 13:16:22

31-DEC-2009 09:23:16

10-NOV-2009 13:16:22

31-DEC-2009 09:23:16

17-APR-2009 17:57:47

22-JUN-2009 11:10:27

Sharon Daly

Sharon Daly

Rossana Matos

Sharon Daly

Christina Breedlove

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Christina Breedlove

Christina Breedlove

confirmed to be
relevent for CRF
enrty and NCS

removed surgical
scars-not needed

Pass1

Pass1

Data Entry Error

Data Entry Error

Data Entry Mode

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Pass1

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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R240293113

Page_12

CDB_001

R1001 Screening
12

Pe Page number 12 Screening

MH1

Findings

Sequence Number

2

2

2

<Row Deleted>

<Row Deleted>

10-NOV-2009 13:16:22

10-NOV-2009 13:16:22

Rossana Matos

Rossana Matos

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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R240293913

Page_13

CDB_001

R1001 Screening
13

Behavioral Coun Page number 13 Screening

EX1

Result

Result

Result

Result

Result

Result

1

1

1

1

1

1

YES

NO

YES

NO

YES

NO

NO

YES

NO

YES

NO

YES

19-MAY-2009 14:50:05

19-MAY-2009 14:54:21

19-MAY-2009 14:54:40

19-MAY-2009 14:55:04

19-MAY-2009 14:55:20

19-MAY-2009 14:55:48

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Pass1

Pass1

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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R240296113

Page_15

CDB_001

R1001 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

1

0954

0955

23-MAY-2009 16:11:35

Rossana Matos

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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R242671013

Page_16

CDB_001

R1001 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)

Approximately
how many
cigarettes did
th (10)

1

1

63

63

70

18-MAY-2009 16:19:19

16-JUN-2009 10:42:31

Sharon Daly

Rossana Matos

Pass1

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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R242671013

Page_16

CDB_001

R1001 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (11)

Approximately
how many
cigarettes did
th (11)

1

1

35-49

35-49

70

19-MAY-2009 13:53:54

16-JUN-2009 10:42:31

Sharon Daly

Rossana Matos

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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R242671013

Page_16

CDB_001

R1001 Sptp, Weeks 1-4
16

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

CHKYN

Approximately
how many
cigarettes did
th (10)
1

70

19-MAY-2009 13:53:54

Sharon Daly

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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R242671013

Page_16

CDB_001

R1001 Sptp, Weeks 1-4
16

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

CHKYN

Approximately
how many
cigarettes did
th (10)
1

8

56

19-MAY-2009 13:53:54

Sharon Daly

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 
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Hypnosis and acupuncture are classified as other smoking cessation aids. Please remove
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cessation aids. **Attempts to quit by not smoking data should be retained in the other
attempts to quit data.
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POSTMENOPAUSAL

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 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.
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per CRF guidelines V1.4
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If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

28

Please verify subject smoked 4 per day, total for week should be 28.
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R254126213
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PCM

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HYPOTHYROIDISM

Please verify indication should be 'HypOthyroidism' as on MH.  If verfied, please update
indication.

Confirmed to be Hypothyroidism

Verified.  JLM 19Apr2010
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