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CDB_001
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All statuses

R1014

R1014

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:
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Prompt
Data value
Data value with discrepancy







01.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





02.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





03.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
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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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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
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Links to Discrepancy and Audit Sections
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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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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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R243441713

Page_01

CDB_001

R1014 Screening
01

Header Page number 1 Screening

DM

Check Box

Check Box

Check Box

Check Box

Investigator
Name

Site:

Site:

1

1

1

1

1

1

1

YES

NO

YES

NO

01

NO

YES

NO

YES

DR. FRANK FARMER

01

SITE 01

26-MAY-2009 08:48:14

26-MAY-2009 08:48:26

26-MAY-2009 08:50:34

26-MAY-2009 08:50:55

26-MAY-2009 08:49:25

26-MAY-2009 08:49:25

26-MAY-2009 08:51:35

Sharon Daly

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

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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R243440213

Page_02

CDB_001

R1014 Screening
02

Ic Page number 2 Screening

IE

Inclusion
Criteria Answer

Inclusion
Criteria Answer

Inclusion
Criteria Answer

Inclusion
Criteria Answer

Inclusion
Criteria Answer

1

1

6

6

6

YES

NO

YESS

YES

NO

NO

YES

YES

NO

YES

06-JUL-2009 11:31:06

06-JUL-2009 11:31:26

26-APR-2009 13:57:10

02-DEC-2009 12:00:49

10-MAR-2010 08:41:49

Rossana Matos

Rossana Matos

Rossana Matos

Christina Breedlove

Christina Breedlove

confirmed to be no

Inclusion Criteria
#06: If this is
not applicable to
a subject, it
should be marked
as 'Yes'. For
examples, subjects
who have no teeth
or wear dentures
do not violate the
inclusion criteria
and should

Pass1

Pass1

Pass1

Data Entry Error

Validation Status
changed

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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R243440313

Page_03

CDB_001

R1014 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer

Exclusion
Criteria Answer

1

1

NO

YES

YES

NO

06-JUL-2009 11:30:13

06-JUL-2009 11:30:45

Rossana Matos

Rossana Matos

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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R243440413

Page_04

CDB_001

R1014 Screening
04

Info_Session Page number 4 Screening

IC

Did the subject
attend the
information s

Did the subject
attend the
information s

1

1

YES

NO

NO

YES

26-MAY-2009 09:07:14

26-MAY-2009 09:07:50

Sharon Daly

Sharon Daly

Pass1

Pass1

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page
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R243440413

Page_04

CDB_001

R1014 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

26-MAY-2009 09:07:50

26-MAY-2009 09:08:14

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
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resequence

On
By
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Comment



Report run by Brian Saari at 06-MAR-2013 12:06:13 72Page

R243440513

Page_05

CDB_001

R1014 Screening
05

Dm Page number 5 Screening

DM

Gender

Gender

1

1

FEMALE

MALE

MALE

FEMALE

26-MAY-2009 09:08:27

26-MAY-2009 09:08:41

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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R243440613

Page_06

CDB_001

R1014 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

26-MAY-2009 09:08:52

26-MAY-2009 09:09:05

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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R243440713

Page_07

CDB_001

R1014 Screening
07

Lb Page number 7 Screening

LB

Were the
scheduled
laboratory
samples ob

Were the
scheduled
laboratory
samples ob

1

1

YES

NO

NO

YES

26-MAY-2009 09:09:17

26-MAY-2009 09:09:37

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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R243440813

Page_08

CDB_001

R1014 Screening
08

Eg Page number 8 Screening

EG

Was ECG
Performed/Were
any additional
12

Was ECG
Performed/Were
any additional
12

1

1

YES

NO

NO

YES

26-MAY-2009 09:10:08

26-MAY-2009 09:10:23

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
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By

Reason

Comment
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R243440913

Page_09

CDB_001

R1014 Screening
09

Mh Page number 9 Screening

MH1

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

Date of Onset

Date of Onset

Date of Onset

Diagnosis/Proced
ure

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

1

1

2

3

4

4

5

6

6

6

6

6

6

YES

NO

UN-UNK-2007

UN-UNK2007

UN-UNK-2007

RECURRENT BACK
PAIN(LOWER BACK)

UN-UNK-1976

15-NOV-1976

NO

YES

00-00-2007

00-00-2007

00-00-2007

RECURRENT BACK PAIN
(LOWER BACK)

00-00-1976

15-NOV-1976

<Row Deleted>

<Row Deleted>

26-MAY-2009 09:10:33

26-MAY-2009 09:10:49

18-MAY-2009 16:03:41

18-MAY-2009 16:03:41

18-MAY-2009 16:03:41

23-FEB-2010 18:08:16

18-MAY-2009 16:03:41

10-NOV-2009 13:41:32

02-DEC-2009 12:01:19

31-DEC-2009 15:08:00

25-FEB-2010 12:56:27

10-NOV-2009 13:41:32

25-FEB-2010 12:56:27

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Krysia Magnuson

Sharon Daly

Heather Kretschmer

Christina Breedlove

Sharon Daly

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Added a space.

Tubal ligation
added

Pass1

Pass1

Pass1

Pass1

Pass1

ODM/SEC

Pass1

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

2

8->7;7->6

8->7;7->6

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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R243440913

Page_09

CDB_001

R1014 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Ongoing

Sequence Number

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

TUBAL LIGATION

POSTMENOPAPUSE

CHECKED

6

7

TUBAL LIGATION

<Row Deleted>

POSTMENOPAUSAL

CHECKED

<Row Deleted>

6

<Row Deleted>

6

09-OCT-2003

10-NOV-2009 13:41:32

02-DEC-2009 12:01:19

31-DEC-2009 15:08:00

25-FEB-2010 12:56:27

31-DEC-2009 15:08:00

10-NOV-2009 13:41:32

02-DEC-2009 12:01:19

31-DEC-2009 15:08:00

25-FEB-2010 12:56:27

10-NOV-2009 13:41:32

02-DEC-2009 12:01:19

18-JAN-2010 17:14:05

25-FEB-2010 12:56:27

18-JAN-2010 17:14:05

02-DEC-2009 12:01:19

Heather Kretschmer

Christina Breedlove

Sharon Daly

Christina Breedlove

Sharon Daly

Heather Kretschmer

Christina Breedlove

Sharon Daly

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Tubal ligation
added

Tubal ligation
added

Tubal ligation
added

re-numbered
diagnosis line.

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

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

8->7;7->6

8->7;7->6

8->7;7->6

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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R243440913

Page_09

CDB_001

R1014 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

7

7

7

7

7

7

7

7

7

7

8

8

8

8

8

08-APR-2009

8

08-APR-2009

00-00-1984

POSTMENOPAPUSE

EDENTULOUS

CHECKED

CHECKED

7

8

7

07-JAN-2010 08:59:32

20-JAN-2010 10:00:58

02-DEC-2009 12:01:19

02-DEC-2009 12:01:19

07-JAN-2010 08:59:32

02-DEC-2009 12:01:19

07-JAN-2010 08:59:32

02-DEC-2009 12:01:19

07-JAN-2010 08:59:32

18-JAN-2010 17:14:05

17-DEC-2009 09:52:12

17-DEC-2009 09:52:12

17-DEC-2009 09:52:12

17-DEC-2009 09:52:12

17-DEC-2009 09:52:12

Sharon Daly

Christina Breedlove

Christina Breedlove

Christina Breedlove

Sharon Daly

Christina Breedlove

Sharon Daly

Christina Breedlove

Sharon Daly

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Heather Kretschmer

Heather Kretschmer

Heather Kretschmer

confirmed to be
1984

re-numbered
diagnosis line.

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

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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R243441013

Page_10

CDB_001

R1014 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Was Smoking
History
collected?

Was Smoking
History
collected?

1

1

YES

NO

NO

YES

26-MAY-2009 09:11:17

26-MAY-2009 09:11:30

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



Report run by Brian Saari at 06-MAR-2013 12:06:13 80Page

R243441113

Page_11

CDB_001

R1014 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

1

1

NO

YES

YES

NO

26-MAY-2009 09:11:43

26-MAY-2009 09:12:00

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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R243441213

Page_12

CDB_001

R1014 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

Findings

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Findings

Sequence Number

1

1

1

1

1

1

1

1

1

1

2

2

YES

NO

02- PSORIASIS (R) LEG

03- EDENTULOUS

03- EDENTULOUS
(RELEVANT-NCS) PER DR.
FARMER

1

2

1

NO

YES

<Row Deleted>

03- EDENTULOUS
(RELEVANT-NCS) PER DR.
FARMER

PSORIASIS RIGHT LOWER
EXTREMITY

<Row Deleted>

1

1

EDENTULOUS

2

26-MAY-2009 09:12:11

26-MAY-2009 09:12:25

06-JUL-2009 11:44:27

10-NOV-2009 13:02:35

31-DEC-2009 15:12:57

20-JAN-2010 10:02:33

06-JUL-2009 11:44:27

06-JUL-2009 11:44:27

31-DEC-2009 15:12:57

20-JAN-2010 10:02:33

20-JAN-2010 10:02:33

20-JAN-2010 10:02:33

Sharon Daly

Sharon Daly

Rossana Matos

Rossana Matos

Sharon Daly

Christina Breedlove

Rossana Matos

Rossana Matos

Sharon Daly

Christina Breedlove

Christina Breedlove

Christina Breedlove

Pass1

Pass1

Investigator
Correction

Data Entry Error

Data Entry Error

Validation Status
changed

Validation Status
changed

Validation Status
changed

Data Entry Error

Validation Status
changed

Row Inserted

Row Inserted

2

2->1

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
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R243441313

Page_13

CDB_001

R1014 Screening
13

Behavioral Coun Page number 13 Screening

EX1

Result

Result

1

1

YES

NO

NO

YES

26-MAY-2009 09:12:37

26-MAY-2009 09:12:50

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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R243441413

Page_14

CDB_001

R1014 Baseline, Week 0
14

Questionnaires Page number 14 Baseline, Week 0

EX1

FTND

FTND

1

1

YES

NO

NO

YES

09-JUN-2009 11:49:17

09-JUN-2009 11:49:31

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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R243441513

Page_15

CDB_001

R1014 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Was Subject
randomized?

Was Subject
randomized?

1

1

YES

NO

NO

YES

09-JUN-2009 11:50:00

09-JUN-2009 11:50:12

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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R254167613

Page_16

CDB_001

R1014 Sptp, Weeks 1-4
16

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

27-AUG-2009 14:11:04

27-AUG-2009 14:11:30

Sharon Daly

Sharon Daly

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
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Comment
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R254167613

Page_16

CDB_001

R1014 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

Section Header

CHKYN

DCM Blank flag

Approximately
how many
cigarettes did
th (10)

Comments
(behavioral
counseling) (6)

Comments
(contacted by
phone) (1)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Date

Scheduled
Timepoint

1

1

1

1

1

1

1

1

1

Y

N

56

30-APR-2009

WEEK 1

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

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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CHKYN

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

YES

YES

YES

YES

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

Sharon Daly
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Sharon Daly

Sharon Daly
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th (11)

Comments
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counseling) (6)
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phone) (1)

Comments (how
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(5)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Date

Scheduled
Timepoint

1

1

1

1

1

1

1

1

1

Y

N

63

06-MAY-2009

WEEK 2

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly
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CHKYN

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

YES

YES

YES

YES

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly
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(behavioral
counseling) (6)
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(contacted by
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(smoking status
reviewed) (2)
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product
reviewed) (3)

Date

1

1

1

1

1

1

1

1

1

Y

21-28

N

21-28

28

13-MAY-2009

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

02-DEC-2009 12:55:57

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

15-OCT-2009 13:48:30

Sharon Daly

Sharon Daly
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(3)

1

1

1

1

1
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YES

YES

YES

YES
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Inclusion Criteria Answer 6

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please verify response of 'No' to Inclusion #6. If correct, please update Subject
Eligibility page.

Subject doesn't have any teeth & rarely wears their dentures. Subject's eligibility page
will remain as "YES"; Did subject meet all inclusion/ecllusion criteria . Per Medical
Monitor on 20Apr2009, "NA, other Exemption not required"
DM Response: Please mark inclusion #06 as 'Yes'. The subject does not violate the
inclusion criteria.
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Result 1

CURRENT

Confirmed
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Resolved-Response Edited

NEGATIVE

Please verify per source.
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MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Date of Onset

Diagnosis/Procedure

Diagnosis/Procedure

7

6

7

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

1984

POSTMENOPAUSAL

EDENTULOUS

Please verify per med hx source (page flagged in source) all teeth removed 00-00-1984.

Please verify spelling of postmenopausal.

please add edentulous to med hx per pe findings.  this condition was ongoing at study
start.

will correct

will add
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Sequence Number 7

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

7
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PE

PE

PE

12

12

12

PAGE_12

PAGE_12

PAGE_12

Findings

Sequence Number

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

PSORIASIS RIGHT LOWER EXTREMITY

1

Please delete, as subject has waiver.

Please add "psoriasis right lower extremity" and "edentulous"

will delete

re-added per query
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STATUS REVIEW 16APAGE_16

Approximately how many cigarettes did th 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

28

Please verify ranges should not be entered.  Please enter 28.
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SPTP, WEEKS 1-4

SPTP, WEEKS 1-4

STATUS REVIEW

STATUS REVIEW

16B

16B

PAGE_16

PAGE_16

Approximately how many cigarettes did th 1

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

4

Please verify subject smoked only 4 total over the week and average should be 1.

Please enter week 4 phone call info

Subject only smoked 4 cigarettes during week 4.

Subject only smoked 4 cigarettes during week 4.
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