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Abc 123

Abc 123

CD_001

All statuses

All statuses

R5027

R5027

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy



















07.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







09.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 R260837913

5 TIMES USING PATCH AND 2 TIMES USING GUM1



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













15.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







16.OS.1

OverFlow Section For Document Number R275396313

NO RECORD OF PHONE CALL ATTEMPTS MADE1



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











20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF













25.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







27.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF













32.OS.1

OverFlow Section For Document Number R285715513

SUBJECT EARLY TERMINATION DUE TO SAE1



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











36.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.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.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.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





40.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF















46.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF



Appendix: Audit and Discrepancy Information
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Audit History Report

This section lists audited data that meets the parameters set when the report was run. It may not include all of the audited
data in a particular CRF. Refer to the documentation for a complete description of the parameters that can affect this report.
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R260836413

Page_07

CD_001

R5027 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)
1

202967-0034-0

202-967-0034-0

09-OCT-2009 16:32:10

Sharon Ladenes

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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R260837113

Page_09

CD_001

R5027 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

Ongoing

Ongoing

1

1

1

1

1

1

1

1

1

1

1

1

1

00-NOV-2006

00-NOV-2006

18-NOV-2009

00-00-2008

HEART ABLASIA

IUD INSERTION AND
REMOVAL

YES

NO

<Row Deleted>

00-00-2008

<Row Deleted>

18-NOV-2009

00-00-2008

18-NOV-2009

<Row Deleted>

IUD INSERTION AND
REMOVAL

IUD INSERTION

NO

YES

<Row Deleted>

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

18-MAR-2010 11:16:33

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Row Inserted

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

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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R260837113

Page_09

CD_001

R5027 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

1

1

2

2

2

2

2

2

2

2

2

2

1

18-NOV-2009

18-NOV-2009

IUD REMOVAL

2

<Row Deleted>

1

18-NOV-2009

<Row Deleted>

18-NOV-2009

<Row Deleted>

IUD REMOVAL

<Row Deleted>

<Row Deleted>

2

<Row Deleted>

22-OCT-2009 20:27:49

09-MAR-2010 19:03:08

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

18-MAR-2010 11:16:33

25-MAR-2010 11:00:58

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

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
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R260837913

Page_10

CD_001

R5027 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit (Other
cessation aids)
(4)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

1

1

1

1

1

1

1

1

1

1

NO

YES

YES

NO

HYMPOTISM

HYPOTISM

HYPNOTISM.

5 TIMES USING PATCH AND
2 TIMES USING GUM

YES

NO

NO

YES

5 TIMES USING PATCH AND
2 TIMES USING GUM

HYPOTISM

HYPNOTISM.

11-MAR-2010 15:25:54

25-MAR-2010 11:05:58

25-MAR-2010 11:07:12

11-MAR-2010 15:25:54

25-MAR-2010 11:05:58

11-MAR-2010 15:25:54

22-OCT-2009 20:28:54

09-MAR-2010 13:07:17

25-MAR-2010 11:05:58

11-MAR-2010 15:25:54

Stephanie Felton

Sharon Ladenes

Sharon Ladenes

Stephanie Felton

Sharon Ladenes

Stephanie Felton

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Stephanie Felton

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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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R260837913

Page_10

CD_001

R5027 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
cessation aids)
(6)

Comments
(pharmaceuticals
) (5)

If Yes, how many
(nicotine
replacement) (3)

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

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

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

1

1

1

1

1

1

WELLBUTRIM

5

1

HYPNOTISM

WELLBUTRIN

7

1

25-MAR-2010 11:05:58

17-MAR-2010 16:40:45

11-MAR-2010 15:25:54

11-MAR-2010 15:25:54

25-MAR-2010 11:05:58

25-MAR-2010 11:05:58

Sharon Ladenes

Krysia Magnuson

Stephanie Felton

Stephanie Felton

Sharon Ladenes

Sharon Ladenes

Wellbutrim to
Wellbutrin. KAY
17Mar2010.

Data Entry Error

ODM/SEC

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
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R260838713

Page_15

CD_001

R5027 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

1

1256

1254

09-MAR-2010 12:01:43

Sharon Ladenes

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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R275396313

Page_16

CD_001

R5027 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)

Comments
(contacted by
phone) (1)

Comments
(contacted by
phone) (1)

Comments
(contacted by
phone) (1)

Date

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

1

1

1

1

1

70

NO RECORD OF PHONE CALL
ATTEMPTS MADE

03-AUG-2009

YES

YES

YES

NO

NO RECORD OF PHONE CALL
ATTEMPTS MADE

NO RECORD OF PHONE CALL
ATTEMPTS MADE

ND

NO

YES

09-MAR-2010 11:11:06

15-MAR-2010 15:15:40

06-MAY-2010 13:06:45

06-MAY-2010 13:44:19

06-MAY-2010 13:06:45

09-MAR-2010 11:11:06

09-MAR-2010 11:11:06

09-MAR-2010 11:11:06

23-OCT-2009 10:47:39

Sharon Ladenes

Stephanie Felton

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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



Report run by Brian Saari at 06-MAR-2013 16:36:02 79Page

R275396313

Page_16

CD_001

R5027 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Was Subject's
use of study
product revie
(3)
1

YES 09-MAR-2010 11:11:06

Sharon Ladenes

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
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R275396313

Page_16

CD_001

R5027 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Was Subject's
use of study
product revie
(3)
1

NO

YES

23-OCT-2009 10:47:39

Sharon Ladenes

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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R275396313

Page_16

CD_001

R5027 Sptp, Weeks 1-4
16

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

CHKYN

Was Subject's
use of study
product revie
(3)
1

YES

23-OCT-2009 10:47:39

Sharon Ladenes

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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R275397013

Page_20

CD_001

R5027 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

Was Subject
compliant (4)
1

NO

YES

18-JAN-2010 11:56:25

Sharon Ladenes

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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R282991413

Page_25

CD_001

R5027 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

Was Subject
compliant (4)
1

NO

YES

18-JAN-2010 11:58:10

Sharon Ladenes

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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R282991813

Page_27

CD_001

R5027 Ip, Week 16
27

Lb Page number 27 Ip, Week 16

LB

Were there any
clinically
significant la
(1)
1

NO

09-MAR-2010 11:13:27

Sharon Ladenes

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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R285715513

Page_32

CD_001

R5027 Fu, Week 20 & 24
32

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

09-MAR-2010 12:05:12

09-MAR-2010 12:08:54

Sharon Ladenes

Sharon Ladenes

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

Reason

Comment
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R285715513

Page_32

CD_001

R5027 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Comments (HDYF)
(8)

Comments
(behavioral
counseling) (6)

Comments
(compliant) (4)

Comments
(contacted by
phone) (1)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Date

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Scheduled
Timepoint

Was Behavioral
Counseling Given
(6)

1

1

1

1

1

1

1

1

1

1

1

0

14-DEC-2009

0

WEEK 20

YES

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

16-MAR-2010 13:20:23

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

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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R285715513

Page_32

CD_001

R5027 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

1

1

1

1

YES

YES

YES

YES

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

09-MAR-2010 12:08:54

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R285715513

Page_32

CD_001

R5027 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

Section Header

CHKYN

DCM Blank flag

Comments
(contacted by
phone) (1)

Date

1

1

1

N

SUBJECT EARLY TERM DUE
TO SAE

12-JAN-2010

Y

SUBJECT EARLY
TERMINATION DUE TO SAE

ND

09-MAR-2010 11:13:36

18-MAR-2010 11:23:00

18-MAR-2010 11:23:00

Diane Yann

Sharon Ladenes

Sharon Ladenes

Key Change

Data Entry Error

Data Entry Error

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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R295265213

Page_36

CD_001

R5027 Fu, Week 28
36

Pe Page number 36 Fu, Week 28

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

NO

YES

PE CONSISTENT WITH
PREGNANCY

1

09-MAR-2010 12:00:39

09-MAR-2010 12:00:39

09-MAR-2010 12:00:39

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Row Inserted

Row Inserted

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R260840013

Page_39

CD_001

R5027 Pcm
39

CRF Header

DCI Blank Flag

DCI Blank Flag

DCI Blank Flag

DCI Blank Flag

1

1

1

1

N

Y

N

Y

Y

N

Y

N

03-SEP-2009 14:44:20

03-SEP-2009 14:44:54

04-JAN-2010 17:36:47

04-JAN-2010 17:36:55

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

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

Reason

Comment
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R260840013

Page_39

CD_001

R5027 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Dose

Dose

Drug Modified
Reported Term

Drug name

1

1

1

1

1

1

1

1

1

1

1

1

1

10

ADAPOT

A

ALIMENTARY TRACT AND
METABOLISM, A

A08

ANTIOBESITY
PREPARATIONS, EXCL. DIET
PRODUCTS, A08

A08A

ANTIOBESITY
PREPARATIONS, EXCL. DIET
PRODUCTS, A08A

A08AA

CENTRALLY ACTING
ANTIOBESITY PRODUCTS,
A08AA

10

1

1

ADIPEX

VITAMIN

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

04-JAN-2010 17:29:34

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

20-APR-2010 11:29:16

04-JAN-2010 17:29:34

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Carol Kraucyk

Sharon Ladenes

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Row Inserted

Data Entry Error

Row Inserted

Data Change

Row Inserted

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

Changed From

Changed To
Impact on
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On
By

Reason

Comment



Report run by Brian Saari at 06-MAR-2013 16:36:02 92Page
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Page_39

CD_001

R5027 Pcm
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Pcm Page number 39 Pcm

CM1

Drug name

Drug name

Drug name

Frequency

Frequency

Has the subject
taken any
medications pr

Has the subject
taken any
medications pr

Has the subject
taken any
medications pr

Indication

Indication

Indication

Ongoing

Ongoing

Ongoing

Preferred Term

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

VITAMIN

ADAPOT

NO

SUPPLEMENT

PRENATAL VITAMINS

ADAPOT

ADIPEX

EVERY DAY

EVERY DAY

NO

YES

YES

SUPPLEMENT

PREGNANCY

WEIGHT LOSS

CHECKED

PHENTERMINE

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

13-APR-2010 11:37:02

04-JAN-2010 17:29:34

04-JAN-2010 17:36:55

03-SEP-2009 14:44:54

04-JAN-2010 17:29:34

04-JAN-2010 17:36:55

04-JAN-2010 17:29:34

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

04-JAN-2010 17:29:34

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

26-APR-2010 10:36:00

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Carol Kraucyk

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Change

1

Document #:

Patient
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Visit
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CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Pcm Page number 39 Pcm

CM1

Preferred Term
Code

Start Date

Start Date

Start Date

Stop Date

Stop Date

Stop Date

Trade Name

Trade Name Code

Unit

Unit

other, specify
(frequency)

other, specify
(frequency)

other, specify
(unit)

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

01-JUL-2009

13-JUL-2009

00131701001

01-JUL-2009

13-DEC-2009

00-00-2008

13-JUL-2009

17-JUL-2009

ADIPEX /00131701/

00131701002

TABLET

TABLET

26-APR-2010 10:36:00

04-JAN-2010 17:29:34

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

04-JAN-2010 17:29:34

04-JAN-2010 17:35:03

04-JAN-2010 17:36:55

26-APR-2010 10:36:00

26-APR-2010 10:36:00

04-JAN-2010 17:29:34

04-JAN-2010 17:36:55

04-JAN-2010 17:29:34

04-JAN-2010 17:36:55

04-JAN-2010 17:29:34

04-JAN-2010 17:36:55

Carol Kraucyk

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Change

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Change

Data Change

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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CD_001
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40

Ae Page number 40 Ae

AE1

Adverse Event

Outcome to Date

1

1

SORE LIP

IRRITATION INNER UPPER
LIP

RECOVERED

05-OCT-2009 14:22:00

05-OCT-2009 14:22:36

Sharon Ladenes

Sharon Ladenes

Pass1

Data Entry Error

1
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Patient
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Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 
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CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

05-OCT-2009 14:23:01

04-JAN-2010 17:25:04

Sharon Ladenes

Sharon Ladenes

Key Change

Data Entry Error

0
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Ae Page number 40 Ae.1

AE1

Action Taken

Onset Date

1

1

OTHER DRUG

00-SEP-2009

DISCONTINUATION

13-DEC-2009

18-MAR-2010 20:26:05

11-MAR-2010 14:14:09

Sharon Ladenes

Linda Jordan

Data Entry Error

Data Entry Error

1

Document #:
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Visit

Visit Date

CRF
CRF Page

Section
Section Date
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Ae Page number 40 Ae.2

AE1

Action Specify

Action Taken

Adverse Event

1

1

1

CLEANSED WITH COTTON
SWAB

OTHER TREATMENT

BLOOD IN LEFT EAR

NONE

BLEEDING FROM LEFT EAR
CANAL

11-MAR-2010 14:16:28

09-MAR-2010 11:17:26

05-OCT-2009 14:23:21

Linda Jordan

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

Pass1

1
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Qualifying Prompt Qualifying Value Section Visit 
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By
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Comment
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Page_46

CD_001

R5027 Study Competion
46

Ds Page number 46 Study Competion

DS

AE specify

AE specify

Reason for
withdrawal

Reason for
withdrawal

1

1

1

1

PREGNANCY

AE

WITHDRAWN

PREGNANCY

WITHDRAWN

AE

11-MAR-2010 14:36:37

18-MAR-2010 11:38:09

11-MAR-2010 14:36:37

18-MAR-2010 11:38:09

Stephanie Felton

Sharon Ladenes

Stephanie Felton

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error
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SCREENING

LB 7PAGE_07

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

202-967-0034-0

Please add a dash to req. number

Discrepancy Detail Report
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:
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SCREENING

MH 9PAGE_09

Diagnosis/Procedure 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

IUD INSERTION

Please separate this into 2 entries: 1- IUD Insertion (with onset and resolution dates of
00-00-2008).   2-IUD Removal (with onset and resolution dates of 18-Nov-2009).

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:
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CD_001

R5027

R5027

1766248913

82864511

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

Comments (other attemps)

Comments (other cessation aids)

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

HYPNOTISM

Hypnosis is classified as other smoking cessation aid. Please move data (hypnotism, 1
attempt) to other smoking cessation aids section.

Please move these up to the NRT section, also change the total number of times.

Updated CRF, verified source

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:
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BASELINE, WEEK 

SC 15PAGE_15

Actual Time 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1254

Per sponsor instructions, time of first use should be entered, please review source and
revise CRF page per previous query.

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:
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CD_001

CD_001

R5027

R5027

115226311

80742911

SPTP, WEEKS 1-4

SPTP, WEEKS 1-4

STATUS REVIEW

STATUS REVIEW

16

16

PAGE_16

PAGE_16

Date

Was Subject contacted by telephone

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

ND

NO

Please update date to 'ND' as assessment did not occur.

Per previous query, please add comment regarding the phone attempts were made.

DM Response: Please replace the comment that was previously present (No record of phone
call attempts made).

NO RECORD OF PHONE CALL ATTEMPTS MADE. COMMENT WAS ADDED TO CRF.

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:
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IP, WEEK 16

LB 27PAGE_27

Were there any clinically significant la 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

please answer the question.

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:
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CD_001

CD_001

CD_001

R5027

R5027

R5027

86544611

86544811

80753111

FU, WEEK 20 & 2

FU, WEEK 20 & 2

FU, WEEK 20 & 2

STATUS REVIEW

STATUS REVIEW

STATUS REVIEW

32.1

32.1

32.1

PAGE_32

PAGE_32

PAGE_32

Comments (contacted by phone)

Date

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

SUBJECT EARLY TERMINATION DUE TO SAE

ND

Please update so as not to use abbreviations. (TERM).

Please enter "ND" for date if assessment was not completed.

Please enter the schedule date and check no for the first question add comment and leave
other questions blank.

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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FU, WEEK 28

PE 36PAGE_36

Does the subject have any abnormal findi 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

YES

Per Dr. Lewis progress note attached to PE, 'PE consistent with pregnancy'.  Please
change No to Yes and add this comment.

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:
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PCM

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ADIPEX

Please verify drug name.

Verified.  JLM 20Apr2010

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:
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R267109513

CD_001

CD_001

CD_001

R5027

R5027

R5027

87083411

80711711

39640311

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Action Taken

Onset Date

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

DISCONTINUATION

20091213

Please update action to Discontinuation from study.

Please verify start date.  Per ultrasound, due date is 22Aug2010 and per patient took out
IUD in November and continued to use condoms .   Per source, positive pregnancy test
13Dec2009.

Event Serious? is Yes for Adverse Event <PREGNANCY>.  VERIFY this event has been reported
as appropriate or amend response.

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:
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R267109613

CD_001

CD_001

R5027

R5027

82857211

80713111

AE.2

AE.2

AE

AE

40

40

PAGE_40

PAGE_40

Action Specify

Action Taken

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NONE

Please remove comment.

Please verify if None should be checked, since cleaning ear with cotten swabs is not
treatment.

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:
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Status:

Status:

Site:

Site:

Visit Date:
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Section:
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Patient:
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STUDY COMPETION

DS 46PAGE_46

Reason for withdrawal 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

AE

Please update to Adverse Event with the specification of 'Pregnancy'. If subject withdrew
consent due to the AE, the AE is the true reason for withdrawal. **Please update Action
Taken for AE of Pregnancy to 'Discontinuation of Drug Therapy'.
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