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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.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
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OverFlow Section For Document Number R275459113

SUBJECT NOT CONTACTED IN ERROR1



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 audit history for this CRF

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

Click here to navigate to discrepancy details 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.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













37.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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





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

Click here to navigate to discrepancy details for this CRF







39.1.U4.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

Click here to navigate to discrepancy details for this CRF





39.1.U6.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.U7.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.U8.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.U9.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.U10.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

Click here to navigate to discrepancy details for this CRF





40.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.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





40.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U5.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





40.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U7.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U8.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

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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R260843913

Page_09

CD_001

R5028 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

2

2

2

2

2

2

2

2

2

2

2

3

3

3

00-00-2001

NECK

NECK SURGERY FOR
CERVICAL SPINE

CHECKED

2

00-00-1999

00-00-1999

<Row Deleted>

00-NOV-2002

<Row Deleted>

00-NOV-2002

NECK SURGERY FOR
CERVICAL SPINE

<Row Deleted>

TUBAL LIGATION

<Row Deleted>

<Row Deleted>

2

<Row Deleted>

00-FEB-2007

<Row Deleted>

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

03-SEP-2009 10:29:49

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

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

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Pass1

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 06-MAR-2013 16:36:07 102Page

R260843913

Page_09

CD_001

R5028 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

3

3

3

3

3

3

3

4

4

4

4

4

4

4

4

CHOLECYSTECTOMY

3

00-NOV-2002

00-NOV-2002

TUBAL LIGATION

<Row Deleted>

POST MENOPAUSAL

<Row Deleted>

CHECKED

<Row Deleted>

3

<Row Deleted>

UNK

<Row Deleted>

<Row Deleted>

ACNE

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

09-MAR-2010 11:42:42

09-MAR-2010 13:08:05

23-OCT-2009 10:39:26

09-MAR-2010 11:42:42

23-OCT-2009 10:39:26

09-MAR-2010 11:42:42

09-MAR-2010 13:08:05

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Diane Yann

Sharon Ladenes

Sharon Ladenes

Diane Yann

Sharon Ladenes

Diane Yann

Sharon Ladenes

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

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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R260843913

Page_09

CD_001

R5028 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

4

4

4

4

4

4

5

5

5

5

5

6

6

6

6

6

4

00-00-1965

00-00-1999

OCCASIONAL MIGRAINES

5

00-FEB-2007

00-FEB-2007

POST MENOPAUSAL

CHECKED

6

<Row Deleted>

CHECKED

<Row Deleted>

4

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

23-OCT-2009 10:39:26

09-MAR-2010 11:42:42

09-MAR-2010 13:08:05

23-OCT-2009 10:39:26

09-MAR-2010 11:42:42

09-MAR-2010 13:08:05

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

23-OCT-2009 10:39:26

Sharon Ladenes

Diane Yann

Sharon Ladenes

Sharon Ladenes

Diane Yann

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

Data Entry Error

Row Inserted

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

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



Report run by Brian Saari at 06-MAR-2013 16:36:07 104Page

R260845113

Page_10

CD_001

R5028 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit
(Pharmaceuticals
) (3)

Attempted to
quit
(Pharmaceuticals
) (3)

Comments (NRT)
(4)

Comments (NRT)
(4)

Comments (NRT)
(4)

Comments (NRT)
(4)

Comments (NRT)
(4)

Comments
(pharmaceuticals
) (5)

Comments
(pharmaceuticals
) (5)

1

1

1

1

1

1

1

1

1

1

NO

YES

NO

TWICE WITH PATCHES AND
ONCE WITH CITRIX

TWICE WITH PATCHES AND
ONCE WITH CHANTIX

TWICE WITH PATCHES

TWICE WITH PATCHES AND
ONCE WITH ZYBAN

TWICE WITH PATCHES AND
ONCE WITH ZYBAN AND ONCE
WITH CITRIX

YES

NO

YES

TWICE WITH PATCHES AND
ONCE WITH CITRIX

TWICE WITH PATCHES AND
ONCE WITH CHANTIX

TWICE WITH PATCHES

TWICE WITH PATCHES AND
ONCE WITH ZYBAN

PATCHES

CHANTRIX

18-MAR-2010 11:18:06

18-MAR-2010 11:18:06

18-MAR-2010 20:20:35

18-MAR-2010 11:18:06

18-MAR-2010 11:19:55

18-MAR-2010 20:20:35

18-MAR-2010 20:23:17

19-MAR-2010 14:50:02

18-MAR-2010 11:18:06

18-MAR-2010 20:20:35

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

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

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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R260845113

Page_10

CD_001

R5028 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments
(pharmaceuticals
) (5)

Comments
(pharmaceuticals
) (5)

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

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

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

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

If Yes, how many
(pharmaceuticals
) (4)

If Yes, how many
(pharmaceuticals
) (4)

If Yes, how many
(pharmaceuticals
) (4)

1

1

1

1

1

1

1

1

1

CHANTRIX

CHANTIX

4

2

3

4

1

CHANTIX

CHANTIX - ONCE AND ZYBAN
- ONCE

4

2

3

2

1

2

19-MAR-2010 09:45:49

19-MAR-2010 14:50:02

18-MAR-2010 11:18:06

18-MAR-2010 20:20:35

18-MAR-2010 20:23:17

19-MAR-2010 14:50:02

18-MAR-2010 11:18:06

18-MAR-2010 20:20:35

19-MAR-2010 14:50:02

Krysia Magnuson

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Chantrix to
Chantix. KAY
19Mar2010.

ODM/SEC

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



Report run by Brian Saari at 06-MAR-2013 16:36:07 106Page

R260845613

Page_12

CD_001

R5028 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Findings

Sequence Number

Sequence Number

Findings

Sequence Number

1

1

1

1

1

1

2

2

YES

NO

SURGICAL SCARS FROM
TUBAL LIGATION;
CHOLECYSTECTOMY AND
LAPORSCOPY

1

FACIAL ACNE

2

NO

YES

<Row Deleted>

MODERATE ACNE

<Row Deleted>

1

<Row Deleted>

<Row Deleted>

09-OCT-2009 16:33:21

09-MAR-2010 13:09:02

09-OCT-2009 16:33:21

09-MAR-2010 13:09:25

09-OCT-2009 16:33:21

09-MAR-2010 13:09:25

09-OCT-2009 16:33:21

09-OCT-2009 16:33:21

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R275459113

Page_16

CD_001

R5028 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

Date

Date

Date

Was Behavioral
Counseling Given
(6)

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

1

1

70

INFORMATION OBTAINED
DURING SUBJECT'S WEEK 2
TELEPHONE CALL

SUBJECT NOT CONTACTED IN
ERROR

04-AUG-2009

10-AUG-2008

03-AUG-2008

03-AUG-2009

YES

YES

YES

SUBJECT NOT CONTACTED IN
ERROR

SUBJECT NOT CONTACTED IN
ERROR

10-AUG-2008

03-AUG-2008

03-AUG-2009

ND

09-MAR-2010 13:05:39

09-MAR-2010 13:05:39

06-MAY-2010 13:07:27

06-MAY-2010 13:43:30

23-OCT-2009 10:54:07

09-MAR-2010 13:05:39

25-MAR-2010 11:11:23

06-MAY-2010 13:07:27

09-MAR-2010 13:05:39

09-MAR-2010 13:05:39

09-MAR-2010 13:05:39

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

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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R275459113

Page_16

CD_001

R5028 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 10:45:33

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



Report run by Brian Saari at 06-MAR-2013 16:36:07 109Page

R275459113

Page_16

CD_001

R5028 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

NO

YES

23-OCT-2009 10:45:33

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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R275460613

Page_21

CD_001

R5028 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

Date

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

1

23-AUG-2009

0

23-SEP-2009

0

11-MAR-2010 14:22:26

21-DEC-2009 16:46:24

11-JAN-2010 15:12:09

Stephanie Felton

Sharon Ladenes

Sharon Ladenes

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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R275462413

Page_24

CD_001

R5028 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

14

UNKNOWN

09-MAR-2010 16:54:00

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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R282981813

Page_25

CD_001

R5028 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

Comments
(compliant) (4)

Comments
(compliant) (4)

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

Date

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

1

1

1

1

1

SUBJECT STATED THAT SHE
WAS "ATTEMPTING TO STOP
SMOKING AGAIN"

SUBJECT DID NOT STATE
HOW MANY DURING PHONE
CALL

11-NOV-2009

42

NO

SUBJECT STATED THAT SHE
WAS "ATTEMPTING TO STOP
SMOKING AGAIN"

UNKNOWN

SUBJECT DID NOT STATE
HOW MANY DURING PHONE
CALL

UNKNOWN

27-OCT-2009

11-MAR-2010 14:16:06

11-MAR-2010 15:16:46

11-MAR-2010 14:16:06

11-MAR-2010 15:16:46

11-MAR-2010 14:16:06

11-MAR-2010 14:16:06

11-MAR-2010 14:16:06

Stephanie Felton

Stephanie Felton

Stephanie Felton

Stephanie Felton

Stephanie Felton

Stephanie Felton

Stephanie Felton

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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R282981313

Page_27

CD_001

R5028 Ip, Week 16
27

Lb Page number 27 Ip, Week 16

LB

Were there any
clinically
significant la
(1)
1

NO

09-MAR-2010 16:55:19

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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R285715613

Page_32

CD_001

R5028 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

Section Header

DCM Blank flag

DCM Blank flag

1

1

N

Y

Y

N

09-MAR-2010 15:33:20

11-MAR-2010 14:23:39

Diane Yann

Stephanie Felton

Key Change
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Page_37

CD_001

R5028 Fu, Week 28
37

Behavioral Coun Page number 37 Fu, Week 28

EX1

Result

1 YES
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39

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N
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Page_39

CD_001

R5028 Pcm
39

Pcm Page number 39 Pcm

CM1

Dose

Dose

Drug name

Drug name

Frequency

Has the subject
taken any
medications pr

Has the subject
taken any
medications pr

Indication

Ongoing

Start Date

Stop Date

Unit

Unit

other, specify
(frequency)

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1 TABLESPOON

ROCEPHIN

NO

GRAM

1 TABLESPOON

UNKNOWN

ROCEPHIN

ROCEPHIN IM

ONCE

NO

YES

FLU SYMPTOMS

08-SEP-2009

08-SEP-2009

GRAM

OTHER

21-DEC-2009 17:29:29

09-MAR-2010 18:46:02

21-DEC-2009 17:29:29

09-MAR-2010 18:46:02

21-DEC-2009 17:29:29

03-SEP-2009 14:45:11

21-DEC-2009 17:29:29

21-DEC-2009 17:29:29

21-DEC-2009 17:29:29

21-DEC-2009 17:29:29

21-DEC-2009 17:29:29

21-DEC-2009 17:29:29

09-MAR-2010 18:46:02

21-DEC-2009 17:29:29

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

Row Inserted
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Row Inserted
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Pcm Page number 39 Pcm

CM1

other, specify
(unit)

other, specify
(unit)

1

1
UNKNOWN

21-DEC-2009 17:29:29

09-MAR-2010 18:46:02
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Sharon Ladenes
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Page_39

CD_001

R5028 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D

H

DERMATOLOGICALS, D

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

D07

H02

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

D07A

H02A

CORTICOSTEROIDS, PLAIN,
D07A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change
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CD_001

R5028 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC4 Code

ATC4 Code

ATC4 Text

ATC4 Text

Dose

Drug Modified
Reported Term

Drug name

Drug name

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

Unit

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

1

1

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

1 TABLESPOON

DEPOMEDROL IM

DEPOMEDROL

DEPOMEDROL IM

GRAM

D07AA

H02AB

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

GLUCOCORTICOIDS, H02AB

UNKNOWN

DEPO MEDROL IM

DEPOMEDROL IM

DEPO MEDROL IM

METHYLPREDNISOLONE
ACETATE

00049603001

DEPO MEDROL

00049603013

OTHER

UNKNOWN

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

09-MAR-2010 18:47:13

20-APR-2010 11:29:16

09-MAR-2010 18:47:13

09-APR-2010 16:18:39

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

09-MAR-2010 18:47:13

09-MAR-2010 18:47:13

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Sharon Ladenes

Carol Kraucyk

Sharon Ladenes

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Sharon Ladenes

Obvious spelling
correction.  JLM
09Apr2010
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Data Change

Data Entry Error
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Data Change
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Data Entry Error
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R5028 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Unit

Unit

other, specify
(unit)

1

1

1

GRAM

OTHER

UNKNOWN

09-MAR-2010 16:57:39

09-MAR-2010 16:58:39

09-MAR-2010 16:57:39

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error
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R5028 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Drug name

Drug name

Frequency

1

1

1

CHERAHISSINE CODEINE

CHERATUSSINE CODEINE

EVERY DAY

CHERATUSSINE CODEINE

CHERATUSSIN CODEINE

WHENEVER NECESSARY

11-MAR-2010 14:30:13

12-MAR-2010 17:42:06

21-DEC-2009 17:40:26

Stephanie Felton

Stephanie Felton

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error
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R285571113

Page_39
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R5028 Pcm.5

Pcm Page number 39 Pcm.5

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Frequency

Ongoing

Stop Date

1

1

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AB

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

1500

EVERY DAY

CHECKED

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01X

OTHER ANTIBACTERIALS,
J01X

J01XD

IMIDAZOLE DERIVATIVES,
J01XD

500

THREE TIMES DAILY

UNK

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

09-MAR-2010 18:48:49

09-MAR-2010 18:48:49

04-JAN-2010 17:42:25

04-JAN-2010 17:42:25

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Class. Change
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Class. Change
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R5028 Pcm.6

Pcm Page number 39 Pcm.6

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Preferred Term

Preferred Term
Code

Stop Date

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

UNK LIQ AMT

16-DEC-2009

R

RESPIRATORY SYSTEM, R

R05

COUGH AND COLD
PREPARATIONS, R05

R05C

EXPECTORANTS,EXCL
COMBINATIONS WITH COUGH
SUPPR., R05C

R05CA

EXPECTORANTS, R05CA

UNKNOWN

GUAIFENESIN
W/PHENYLPROPANOLA./PHENY
LEPH.HCL

02329201001

UNK

NOREL

02329201003

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

13-APR-2010 11:30:36

26-APR-2010 10:36:00

26-APR-2010 10:36:00

09-MAR-2010 16:59:55

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change
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Page_39

CD_001

R5028 Pcm.7

Pcm Page number 39 Pcm.7

CM1

Indication

1

CHEST CONGESTION AND
COUGH
UPPER RESPIRATORY
INFECTION

09-MAR-2010 18:49:32
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Data Entry Error
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Page_39

CD_001

R5028 Pcm.8

Pcm Page number 39 Pcm.8

CM1

Drug name

Drug name

1

1

VITAMINS

VITAMIN B

VITAMIN B

VITALITY

11-MAR-2010 14:33:51

11-MAR-2010 14:50:13

Stephanie Felton

Stephanie Felton
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Data Entry Error
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R5028 Pcm.9

Pcm Page number 39 Pcm.9

CM1

Unit

other, specify
(unit)

1

1

TABLET

OTHER

CAPSULE

09-MAR-2010 17:01:29

09-MAR-2010 17:01:29
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R5028 Pcm.10

Pcm Page number 39 Pcm.10

CM1

Drug name

1

CALCIUM D

CALCIUM PLUS D

09-MAR-2010 17:02:17

Sharon Ladenes
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Page_40

CD_001

R5028 Ae
40

Ae Page number 40 Ae

AE1

Onset Date

Onset Time

Onset Time

Serious Event

Serious Event

Severity

1

1

1

1

1

1

28-JUL-2009

1200

1133

YES

29-JUL-2009

1133

UNK

YES

NO

MILD

27-APR-2010 12:19:36

21-APR-2010 11:39:31

21-APR-2010 11:55:06

10-NOV-2009 18:59:14

17-DEC-2009 15:35:15

10-NOV-2009 18:59:14

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error
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Data Entry Error
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CD_001
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Ae Page number 40 Ae.1

AE1

Action Taken

Adverse Event

Onset Date

Onset Time

Resolved Date

Resolved Time

1

1

1

1

1

1

NONE

DRY COUGH

12-AUG-2009

1345

20-SEP-2009

1345

OTHER DRUG

FLU

05-AUG-2009

0000

22-SEP-2009

2200

23-FEB-2010 13:30:29

05-OCT-2009 14:25:05

23-FEB-2010 13:30:29

23-FEB-2010 13:30:29

18-JAN-2010 19:11:07

18-JAN-2010 19:11:07

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Pass1

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error
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R5028 Ae.2

Ae Page number 40 Ae.2

AE1

Action Taken

1 NONE

10-NOV-2009 19:01:42
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Data Entry Error
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Page_40
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Ae Page number 40 Ae.3

AE1

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Onset Date

Onset Time

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

1

1

28-JUL-2009

0800

DENTAL AND GINGIVAL
CONDITIONS

10044018

GINGIVAL PAINS

10018788

SENSITIVITY OF GUMS

10040011

29-JUL-2009

UNK

GINGIVAL PAIN

10018286

GASTROINTESTINAL
DISORDERS

10017947

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

27-APR-2010 12:21:34

21-APR-2010 11:47:36

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Sharon Ladenes

Sharon Ladenes

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Data Entry Error

Class. Change

Class. Change

Class. Change

Class. Change
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R5028 Ae.4

Ae Page number 40 Ae.4

AE1

Resolved Time

1 0800

17-DEC-2009 15:36:14

Sharon Ladenes

Data Entry Error
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Page_40
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R5028 Ae.6

Ae Page number 40 Ae.6

AE1

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

Verbatim Term

1

1

1

1

1

1

1

1

1

1

1

1

VOMITTING

VOMITTING

VOMITING

GASTROINTESTINAL SIGNS
AND SYMPTOMS

10018012

NAUSEA AND VOMITING
SYMPTOMS

10028817

VOMITING

10047700

VOMITING

10047700

GASTROINTESTINAL
DISORDERS

10017947

VOMITING

20-APR-2010 12:53:21

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:36:00

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
20Apr2010

ODM/SEC

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

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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R285570413

Page_40

CD_001

R5028 Ae.7

Ae Page number 40 Ae.7

AE1

Adverse Event

1

CHEST CONGESTION

UPPER RESPIRATORY
INFECTION

04-JAN-2010 17:38:25

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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R285570613

Page_40

CD_001

R5028 Ae.8

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

04-JAN-2010 17:40:35

18-JAN-2010 19:15:12

Sharon Ladenes

Sharon Ladenes

Key Change

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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R295266313

Page_42

CD_001

R5028 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Clinically
Significant
(additional) (2)

Comments

Date

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Name CS
Labs only

Were any
additional
Laboratory
evaluatio

Clinically
Significant
(additional) (2)

Clinically
Significant
(additional) (2)

Comments

Comments

1

1

1

1

1

1

1

2

2

2

2

NO

NO

NO

07-OCT-2009

B426998

YES

NO

<Row Deleted>

<Row Deleted>

07-FEB-2012 15:43:39

07-FEB-2012 15:43:39

07-FEB-2012 15:43:39

07-FEB-2012 15:43:39

07-FEB-2012 15:43:39

07-FEB-2012 15:43:39

07-FEB-2012 15:43:39

07-FEB-2012 15:43:39

20-MAR-2012 13:35:04

07-FEB-2012 15:43:39

20-MAR-2012 13:35:04

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

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

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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R295266313

Page_42

CD_001

R5028 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Date

Date

Requisition
Number
(additional
labs) (4)

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Code ID CS
Labs only

Test Name CS
Labs only

Test Name CS
Labs only

2

2

2

2

2

2

2

2

19-FEB-2010

B426978

19-FEB-2010

<Row Deleted>

B426978

<Row Deleted>

<Row Deleted>

<Row Deleted>

07-FEB-2012 15:43:39

20-MAR-2012 13:35:04

07-FEB-2012 15:43:39

20-MAR-2012 13:35:04

07-FEB-2012 15:43:39

20-MAR-2012 13:35:04

07-FEB-2012 15:43:39

20-MAR-2012 13:35:04

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

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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R295266713

Page_46

CD_001

R5028 Study Competion
46

Ds Page number 46 Study Competion

DS

AE specify

Other specify
(2)

Reason for
withdrawal

Reason for
withdrawal

1

1

1

1

PREGNANCY

AE

NA

SUBJECT COMPLETED BUT
WAS OUT OF WINDOW.

NA

OTHER

23-FEB-2010 13:44:00

18-MAR-2010 11:24:56

23-FEB-2010 13:44:00

18-MAR-2010 11:24:56

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Pass1

Data Entry Error

Pass1

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By
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Comment
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R260843913

CD_001

CD_001

R5028

R5028

1766250113

80776711

SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Date

Diagnosis/Procedure

1

4

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

20090714

ACNE

Please delete lines 2, 3, 5.  Delete stop date for line 6

Please add acne with unknow start date, unless subject is contacted to obtain
information.

Discrepancy Detail Report
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 06-MAR-2013 16:36:07 141Page

R260845113

CD_001

CD_001

R5028

R5028

86551711

86552211

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

Comments (pharmaceuticals) 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

CHANTIX - ONCE AND ZYBAN - ONCE

Patches are considered NRT rather than pharmaceutical. Please move all patches data to
NRT section.

Citrix is not a known smoking cessation pharmaceutical. Please verify updating to
Chantix.

DM Response: Patches data should be in NRT. Chantix data should be in Pharmaceuticals.
Please update accordingly. **Please verify number of attempts using each aid.
DM Response: Zyban is also a pharmaceutical. Please update.

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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R260845613

CD_001

CD_001

R5028

R5028

1766250213

80801411

SCREENING

SCREENING

PE

PE

12

12

PAGE_12

PAGE_12

Date

Does the subject have any abnormal findi

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

20090714

YES

Please delete entries, as they are NCS and per global NTF these will be considered not
relevant.

Per instructions, please add moderate acne to PE findings.

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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R275459113

CD_001

CD_001

CD_001

R5028

R5028

R5028

80839111

80839311

80839211

SPTP, WEEKS 1-4

SPTP, WEEKS 1-4

SPTP, WEEKS 1-4

STATUS REVIEW

STATUS REVIEW

STATUS REVIEW

16

16

16

PAGE_16

PAGE_16

PAGE_16

Date

Was Behavioral Counseling Given

Was Subject's use of study product revie

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

No Action Required

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

ND

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

Per source this was not done.

Per source this information was not obtained.

DM Response: Please replace the comment that was previously present (Subject not
contacted in error).

See new query.

See new query.

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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R275460613

CD_001 R502880924411

IP, WEEK 8

STATUS REVIEW 21PAGE_21

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090923

Please verify date of phone call.

Updated CRF, verified source

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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R275462413

CD_001 R502880928411

IP, WEEK 10

STATUS REVIEW 24PAGE_24

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UNKNOWN

Diary information is unclear, please enter unknown for amount.  The amount was not
captured on return questionnaire.

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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R282981813

CD_001

CD_001

R5028

R5028

80931611

82835511

IP, WEEK 13

IP, WEEK 13

STATUS REVIEW

STATUS REVIEW

25

25

PAGE_25

PAGE_25

Comments (contacted by phone)

Date

1

1

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

20091027

See data clarification form for source clarification. It appears the phone call was made
during week 15.  These questions pertain to week 13 phone call.  There will probably be
revisions to CRF page.

Please see 27Oct2009 entry in the phone log for this study.  Insufficient information was
obtained during the call and the week 13 source was not completed.  The source doc for
week 13 completed on 11Nov09 is invalid since it was captured on week 15 instead of week
13.  Please revise CRF to reflect 27Oct2009 call and answer those questions that have
supporting information on the 27Oct09 phone contact documentation.

Updated CRF, verified source

New query generated.

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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R282981313

CD_001 R502880936111

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 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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R285715613

CD_001 R502880942211

FU, WEEK 20 & 2

STATUS REVIEW 32.1PAGE_32

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete.

Updated CRF, verified source

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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R260846013

CD_001 R502880945411

PCM

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UNKNOWN

Per source this med is IM please verify dose and units.

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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R285570713

CD_001 R502880945511

PCM.1

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UNKNOWN

Per source this was given IM please verify dose and unit.

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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R285570813

CD_001 R502880945611

PCM.2

PCM 39PAGE_39

Unit 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

OTHER

PLease veiry unit should be unknown. Shots unsually dont come in grams.

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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R285571013

CD_001 R502882832911

PCM.4

PCM 39PAGE_39

Drug name 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

CHERATUSSIN CODEINE

Correct spelling is cheratussin codeine

Please also revise spelling on source.

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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R285571113

CD_001

CD_001

R5028

R5028

80947011

39643211

PCM.5

PCM.5

PCM

PCM

39

39

PAGE_39

PAGE_39

Dose 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

500

Per source, 500 mg tid.  Please review source and revise CRF.

Stop Date is missing and 'Ongoing' field was not completed for <METRONIDAZOLE>.  Please
provide Stop Date or enter 'checked' in the 'Ongoing' field.

subject does not recall stop date

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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R285571213

CD_001

CD_001

CD_001

R5028

R5028

R5028

98560911

80947311

85845711

PCM.6

PCM.6

PCM.6

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Dose

Stop Date

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Data value changed. Disc no longer applicable.

No Action Required

MANUAL

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

UNKNOWN

UNK

Please verify updating dose to Unknown.

Stop date unknown, please enter according to guidelines.

Stop Date is missing and 'Ongoing' field was not completed for <NOREL SR>.  Please
provide Stop Date or enter 'checked' in the 'Ongoing' field.

confirm

subject confirms medication stopped but unable to remember exact month, day or time

Verified.  JLM 20Apr2010

UNK

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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R285571313

CD_001 R502880947811

PCM.7

PCM 39PAGE_39

Indication 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UPPER RESPIRATORY INFECTION

Per AE page, indication is URI.  Please review and amend CRF page.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:



Report run by Brian Saari at 06-MAR-2013 16:36:07 156Page

R286411213

CD_001 R502880947911

PCM.8

PCM 39PAGE_39

Drug name 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

VITALITY

Please clarify name.  Source is not clear.

Updated CRF, verified source

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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R286411513

CD_001 R502880948011

PCM.9

PCM 39PAGE_39

Unit 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

OTHER

Source has CAP, please review source and amend CRF if applicable.

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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R286411813

CD_001 R502880948211

PCM.10

PCM 39PAGE_39

Drug name 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

CALCIUM PLUS D

Calcium plus D

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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R267109713

CD_001 R5028104386111

AE

AE 40PAGE_40

Onset Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090729

Onset date/time is prior to randomization.  Please verify date/time.  If correct, please
remove AE and add to MH.

Time corrected - Date is still prior to randomization date of 29Jul2009
per subject onset followed use of product

Verified.  JLM 27Apr2010

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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R278886413

CD_001 R5028104386211

AE.3

AE 40PAGE_40

Onset Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090729

Onset date/time is prior to randomization.  Please verify date/time.  If correct, please
remove AE and add to MH.

Exact time unknown.  Per subject followed use of product - Subject did not randomize
until 29Jul2009
per subject followed use of product

Verified.  JLM 27Apr2010
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AE.5

AE.5

AE

AE

40
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PAGE_40

PAGE_40

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

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

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

Subject states "exact time unknown"

subject states "exact time unknown"
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ADDITIONAL LAB

LB 42PAGE_42

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Covance Clinical Laboratory Services has a requisition form for a lab draw collected on
07-Oct-2009 that is not captured in the database. As per previous correspondence with
study manager, lab manager and sponsor approval please use requisition form as source to
add corresponding data to the database.

updated

Updated to include req #B426998, LCF 20Mar2012.
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STUDY COMPETION

DS 46PAGE_46

Date the subject completed OR withdrew f 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20100219

Please completion date/ Week 28 assessments date. If correct, Week 28 assessments
occurred outside of the +/- 7 day window of the scheduled visit date. Please update Study
Completion Status to Other, specify. Specification should be: Subject completed but was
out of window.
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