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Abc 123

Abc 123

CDB_001

All statuses

All statuses

R1002

R1002

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







01.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







05.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







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





08.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





10.OS.1

OverFlow Section For Document Number R242828313

NO SMOKING CESSATION AIDES WERE USED1



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





13.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







16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF













21.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF









24.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





25.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF













30.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





31.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





32.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF















38.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.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





39.1.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







39.1.U5.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





40.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





41.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





43.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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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R242827413

Page_01

CDB_001

R1002 Screening
01

Header Page number 1 Screening

DM

Check Box

Check Box

1

1

YES

NO

NO

YES

19-MAY-2009 14:47:38

19-MAY-2009 14:47:52

Christina Breedlove

Christina Breedlove

Pass1

Pass1

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row
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Changed To
Impact on
resequence

On
By

Reason

Comment
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R242827613

Page_03

CDB_001

R1002 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer

Exclusion
Criteria Answer

1

1

NO

YES

YES

NO

19-MAY-2009 14:48:01

19-MAY-2009 14:48:25

Christina Breedlove

Christina Breedlove

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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R242827813

Page_05

CDB_001

R1002 Screening
05

Dm Page number 5 Screening

DM

Gender

Gender

1

1

FEMALE

MALE

MALE

FEMALE

19-MAY-2009 14:48:47

19-MAY-2009 14:49:05

Christina Breedlove

Christina Breedlove

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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R242827813

Page_05

CDB_001

R1002 Screening
05

Bm Page number 5 Screening

BM

Date

Height

1

1

18-FEB-2009

08-MAY-2009

65.0

18-JUN-2009 10:30:24

19-MAY-2009 15:05:19

Christina Breedlove

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

Reason

Comment
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R242828013

Page_07

CDB_001

R1002 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

09888880-4

050-552-1503-0

NO

16-JUN-2009 10:47:26

16-JUN-2009 10:47:26

Rossana Matos

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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R242828113

Page_08

CDB_001

R1002 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

19-MAY-2009 14:51:15

19-MAY-2009 14:51:48

Christina Breedlove

Christina Breedlove

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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R242828213

Page_09

CDB_001

R1002 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

2

2

2

2

2

3

3

3

3

3

3

3

00-00-2007

HYPERTENSION

CHECKED

2

00-00-2004

HOT FLASHES

CHECKED

11-AUG-2009 13:07:19

11-AUG-2009 13:07:19

11-AUG-2009 13:07:19

11-AUG-2009 13:07:19

11-AUG-2009 13:07:19

09-NOV-2009 15:02:33

13-NOV-2009 09:48:48

09-NOV-2009 15:02:33

09-NOV-2009 15:02:33

13-NOV-2009 09:48:48

09-NOV-2009 15:02:33

13-NOV-2009 09:48:48

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Hot flashes will
be added to med hx
as ongoing since
2004

Hot flashes will
be added to med hx
as ongoing since
2004

Hot flashes will
be added to med hx
as ongoing since
2004

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R242828213

Page_09

CDB_001

R1002 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

3

3

4

4

4

4

4

4

4

4

4

5

3

00-00-2002

POLLEN ALLERGIES

CHECKED

4

09-NOV-2009 15:02:33

13-NOV-2009 09:48:48

09-NOV-2009 15:02:33

13-NOV-2009 09:56:26

09-NOV-2009 15:02:33

09-NOV-2009 15:02:33

13-NOV-2009 09:56:26

09-NOV-2009 15:02:33

13-NOV-2009 09:56:26

09-NOV-2009 15:02:33

13-NOV-2009 09:56:26

17-DEC-2009 11:50:35

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Hot flashes will
be added to med hx
as ongoing since
2004

confirmed Pollen
Allergy will be
added to med hx as
ongoing since 2002

confirmed Pollen
Allergy will be
added to med hx as
ongoing since 2002

confirmed Pollen
Allergy will be
added to med hx as
ongoing since 2002

confirmed Pollen
Allergy will be
added to med hx as
ongoing since 2002

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R242828213

Page_09

CDB_001

R1002 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

5

5

5

5

5

5

5

5

6

6

6

6

6

6

00-OCT-2006

POSTMENOPAUSAL

CHECKED

5

18-FEB-2009

CATARACTS

17-DEC-2009 13:01:52

17-DEC-2009 11:50:35

17-DEC-2009 11:50:35

17-DEC-2009 13:01:52

17-DEC-2009 11:50:35

17-DEC-2009 13:01:52

17-DEC-2009 11:50:35

17-DEC-2009 13:01:52

17-DEC-2009 11:54:00

17-DEC-2009 13:28:55

17-DEC-2009 11:54:00

17-DEC-2009 11:54:00

17-DEC-2009 13:28:55

17-DEC-2009 11:54:00

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Data Entry Error

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Data Entry Error

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

2
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R242828213

Page_09

CDB_001

R1002 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Sequence Number

Sequence Number

6

6

6

CHECKED

6

17-DEC-2009 13:28:55

17-DEC-2009 11:54:00

17-DEC-2009 13:28:55

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Investigator
Correction

Row Inserted

Investigator
Correction

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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R242828313

Page_10

CDB_001

R1002 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Average number
of cigarettes
smoked per (2)
1

10-15

15

03-MAR-2010 15:04:57

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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R242828513

Page_12

CDB_001

R1002 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

Sequence Number

Sequence Number

1

1

1

1

1

1

1

1

YES

NO

YES

NO

CATARACTS

1

NO

YES

NO

YES

<Row Deleted>

CATARACTS

<Row Deleted>

1

18-JUN-2009 10:35:24

23-JUL-2009 14:53:33

10-NOV-2009 13:17:13

31-DEC-2009 14:45:25

10-NOV-2009 13:17:13

31-DEC-2009 14:46:49

10-NOV-2009 13:17:13

31-DEC-2009 14:46:49

Christina Breedlove

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Sharon Daly

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

2

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
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Row
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Changed To
Impact on
resequence

On
By

Reason

Comment
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R243304413

Page_13

CDB_001

R1002 Screening
13

Behavioral Coun Page number 13 Screening

EX1

Date

Date

1

2

02-MAR-2009

02-MAR-2009

18-FEB-2009

18-FEB-2009

01-MAR-2010 09:25:45

01-MAR-2010 09:25:45

Christina Breedlove

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

Reason

Comment
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R243304613

Page_15

CDB_001

R1002 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Date

Was Subject
randomized?

Was Subject
randomized?

Was Subject
randomized?

Was Subject
randomized?

1

1

1

1

1

20-MAR-2009

YES

NO

YES

NO

02-MAR-2009

NO

YES

NO

YES

23-MAY-2009 16:36:55

19-MAY-2009 15:04:29

19-MAY-2009 15:04:51

19-MAY-2009 15:06:34

19-MAY-2009 15:06:51

Rossana Matos

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Pass1

Pass1

Pass1

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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R243304813

Page_16

CDB_001

R1002 Sptp, Weeks 1-4
16

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

CHKYN

Was Behavioral
Counseling Given
(6)

Was Behavioral
Counseling Given
(6)

1

1

YES

NO

NO

YES

23-MAY-2009 16:39:46

23-MAY-2009 16:40:40

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
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Comment
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R248876113

Page_24

CDB_001

R1002 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

14-21

21

24-JUN-2009 11:25:00

Rossana Matos

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
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Comment
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R252829613

Page_25

CDB_001

R1002 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

Was Subject
contacted by
telephone (1)
1

YES

15-JUN-2009 18:01:26

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
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Comment
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R254575513

Page_30

CDB_001

R1002 Ip, Week 16
30

Behavioral Coun Page number 30 Ip, Week 16

EX1

Result

1 YES

24-JUN-2009 09:54:22

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
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Comment
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R254575913

Page_31

CDB_001

R1002 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

1

42

35

42

35

42

70

11-AUG-2009 10:39:15

03-OCT-2009 11:22:10

15-OCT-2009 15:14:12

Christina Breedlove

Rossana Matos

Sharon Daly

Subject reported
to have smoked 2-
10 cigarettes per
day during wk 16.
Average was
calculated by
10/2=5 and 5x7days
per wk.

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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R258780213

Page_32

CDB_001

R1002 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

CHKYN

If Subject was
not compliant,
approximat (5)
1

5

35

03-OCT-2009 11:24:49

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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R272689213

Page_38

CDB_001

R1002 Fu, Week 28
38

Status Review Page number 38 Fu, Week 28

CHKYN

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

35

70

70

15

15-OCT-2009 15:18:37

18-DEC-2009 10:55:00

Sharon Daly

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

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 16:58:58 106Page

R254121213

Page_39

CDB_001

R1002 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Drug name

Preferred Term

Preferred Term
Code

Trade Name

1

1

1

1

1

1

1

1

1

1

1

1

1

37.5/25

HYDROCHLOROTHIAZIDE

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

TRIAM/HYDROCHLOROTHIAZID
E

DYAZIDE

00081101001

TRIAMTERENE/HCTZ

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 11:30:50

17-DEC-2009 17:19:25

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00
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Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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Carol Kraucyk
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CM1
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1

1

MILLIGRAMS

00081101076

TABLET

26-APR-2010 10:36:00
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Carol Kraucyk
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Frequency

1 EVERY DAY
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Unit

1

MICROGRAMS

MILLIGRAMS
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ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue
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Data Change

Data Change

Data Change

Data Change

Data Change

Data Change
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DCI Blank Flag

1

Y

N
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CDB_001
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Ae Page number 40 Ae

AE1

Action Specify

Action Taken

Adverse Event

Did the subject
experience any
adverse e

Ongoing

Onset Date

Onset Time

Outcome to Date

Relationship to
Date

Resolved Date

Resolved Time

Serious Event

Severity

1

1

1

1

1

1

1

1

1

1

1

1

1

NO

NONE

IRRITABILITY

YES

22-MAR-2009

UNK

RECOVERED

PROBABLY

27-MAR-2009

UNK

NO

MILD

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

17-DEC-2009 13:17:49

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove
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CRF Header
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N

19-NOV-2009 13:29:14

Christina Breedlove Confirmed to be NO
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N

19-NOV-2009 13:30:50

Christina Breedlove Confirmed to be NO
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Page_43

CDB_001

R1002 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Body Temperature

Heart Rate

Respiratory Rate

1

1

1

NA

NA

NA

ND

ND

ND

25-FEB-2010 13:04:37

25-FEB-2010 13:04:37

25-FEB-2010 13:04:37

Christina Breedlove
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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



Report run by Brian Saari at 05-MAR-2013 16:58:58 116Page

R242827813

CDB_001 R10021650758213

SCREENING

BM 5PAGE_05

Date 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20090508

Please verify date of body measurements (08-May-2009) as it is not consistent with all
other Screening assessments (18-Feb-2009).   If correct, please provide an in-query
comment to explain the discrepancy.

When entering height into eCRF it was discovered that the subject's height was recorded
incorrectly on the source. The subject is taller than (53.0 ins). Height was retaken on
08May2009 when the subject returned for week 10 clinic visit & the subject is 65 inches.
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CDB_001
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1650758313
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SCREENING

SCREENING

LB

LB

7

7

PAGE_07

PAGE_07

Requisition Number 1:

Were there any clinically significant la

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

050-552-1503-0

NO

Please verify per source.

Please complete entry.

Data entry correction

Data entry correction

Data entry correction

Data entry correction
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CDB_001

CDB_001

CDB_001

R1002

R1002

R1002

1788919313

1788919413

22075811

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

Diagnosis/Procedure

3

4

5

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

HOT FLASHES

POLLEN ALLERGIES

POSTMENOPAUSAL

Please verify per source and enote 455584 that med hx of "hot flashes" was ongoing at
time of study start and should therefore be entered into the medical history CRF page.

Please verify per source and enote 455584 med hx of pollen allergy should be added to the
CRF.

Please verify postmenopausal should be entered.

Hot flashes will be added to med hx as ongoing since 2004

confirmed Pollen Allergy will be added to med hx as ongoing since 2002

postmenopausal added

Hot flashes will be added to med hx as ongoing since 2004

confirmed Pollen Allergy will be added to med hx as ongoing since 2002
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CDB_001 R100222081611

SCREENING

MH 9PAGE_09

Diagnosis/Procedure 6

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

CATARACTS

Please verify cataracts from PE should be entered.

Added to med hx per PI
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CDB_001 R100276526511

SCREENING

SMOKING HISTORY 10PAGE_10

Average number of cigarettes smoked per 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

15

Per CRF Completion Guidelines, please enter the maximum value only when a range is
provided.

per query
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CDB_001 R100223092311

SCREENING

PE 12PAGE_12

Does the subject have any abnormal findi 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please verify cataracts should be added to crf from PE.

verified
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CDB_001 R100273234311

SCREENING

BEHAVIORAL COUN 13PAGE_13

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090218

Please verify date of Screening Behavioral Counseling (02-Mar-2009) as it is inconsistent
with all other Screening dates (18-Feb-2009). If correct, please provide an in-query
comment to explain the deviation.

Per source Behavioral counseling was given during screening on 18Feb2009.
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CDB_001 R10021678174013

SPTP, WEEKS 1-4

STATUS REVIEW 16APAGE_16

Approximately how many cigarettes did th 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

14

Please verify average, per source subject smoked 10 in one day.
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R248876513

CDB_001 R10021678174813

IP, WEEK 8

STATUS REVIEW 21PAGE_21

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

10

please verify the total number of cigarettes smoked per source.
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IP, WEEK 10

STATUS REVIEW 24PAGE_24

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

21

Pease enter one number only, highest if range is given.
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IP, WEEK 16

STATUS REVIEW 31PAGE_31

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

70

Please verify per guidelines, diary entry should be used for this visit, please enter the
average based on the highest number of the range given.
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CDB_001 R10021743201913

FU, WEEK 20 & 2

STATUS REVIEW 32.1PAGE_32

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

35

Please verify subject smoked 35 over the weekend (5 per day)
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CDB_001 R10021765633613

FU, WEEK 28

STATUS REVIEW 38PAGE_38

If Subject was not compliant, approximat 1

CURRENT

Due Diligence

MANUAL

Resolved-Response Edited

15

Please verify per source.

Value was determined from 06/Sep - 10/Sep. Subject noted that they did not smoke any
cigarettes on the 11th  12th of Sep.

Value was determined from 06/Sep - 10/Sep. Subject noted that they did not smoke any
cigarettes on the 11th  12th of Sep.
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PCM.1

PCM.1

PCM

PCM
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39

PAGE_39

PAGE_39

Dose

Drug name

1

1

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

1

TRIAM/HYDROCHLOROTHIAZIDE

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 subject is taking Triam/Hydrochlorothiazide

Changed to 1 tab per query

per query

Verified.  JLM 23Apr2010
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R254125313

CDB_001 R10021765634713

PCM.3

PCM 39PAGE_39

Unit 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

MILLIGRAMS

Please verify per source.

changed to mg per source

changed to mg per source
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R279447513

CDB_001

CDB_001

R1002

R1002

31370511

31371211

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

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

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

already entered as 27-MAR-2009

resolved is entered , 27-MAR-2009
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CDB_001

CDB_001

R1002

R1002

31370611

31371311

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Confirmed

Confirmed

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

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

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

AE resolved on 27/Mar2009 but time is UNK.

AE resolved on 27/Mar2009 but time is UNK.

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:



Report run by Brian Saari at 05-MAR-2013 16:58:58 133Page

R263001813

Page_45

CDB_001

R1002 Pcm

Oral Health Exam Page number 45 Pcm

CRF

1

11-NOV-2009 14:47:59

Jennifer Curtis

Key Changes

0

Deleted CRFs Report
Document #:

Patient

Site

Visit

Visit Date

CRF

CRF Page #

Section Qualifying Prompt Qualifying Value Section Visit

Group # Group Name

Field
Row

Changed From
Changed To

On
By

Reason
Comment

Section Date




