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Abc 123
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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.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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







14.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



















26.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





30.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





31.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







33.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









39.1.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U4.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
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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.



Report run by Brian Saari at 06-MAR-2013 12:06:04 80Page

R243421513

Page_07

CDB_001

R1012 Screening
07

Lb Page number 7 Screening

LB

Were there any
clinically
significant la
(1)
1

NO

06-JUL-2009 11:19:42

Rossana Matos

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R243422113

Page_09

CDB_001

R1012 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Sequence Number

1

1

1

1

1

1

1

2

2

2

2

2

2

LEG CRAMPS

NO

BODY ACHES

00-00-1970

LEG CRAMPS

OCCASIONAL LEG CRAMPS

YES

CHECKED

1

00-00-2004

BODY ACHES

OCCASIONAL BODY ACHES

CHECKED

2

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

01-MAR-2010 10:06:42

27-NOV-2009 04:12:07

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

01-MAR-2010 10:06:42

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Rossana Matos

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Row Inserted

Row Inserted

Row Inserted

Investigator
Correction

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Investigator
Correction

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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R243422113

Page_09

CDB_001

R1012 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

3

3

3

3

3

4

4

4

4

4

4

4

4

4

29-MAR-2009

29-MAR-2009

HEADACHE

3

00-MAR-2005

POSTMENOPAUSAL

CHECKED

4

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

02-DEC-2009 11:24:56

23-FEB-2010 17:39:12

01-MAR-2010 10:06:42

23-FEB-2010 17:39:12

23-FEB-2010 17:39:12

01-MAR-2010 10:06:42

23-FEB-2010 17:39:12

01-MAR-2010 10:06:42

23-FEB-2010 17:39:12

01-MAR-2010 10:06:42

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Krysia Magnuson

Krysia Magnuson

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Validation Status
changed

Row Inserted

Row Inserted

Validation Status
changed

Row Inserted

Validation Status
changed

Row Inserted

Validation Status
changed

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R243422213

Page_10

CDB_001

R1012 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
attempts) (5)
1

NO

YES

15-OCT-2009 12:58:30

Rossana Matos

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R243422613

Page_12

CDB_001

R1012 Screening
12

Pe Page number 12 Screening

MH1

Findings

Findings

Findings

Sequence Number

Sequence Number

Findings

Findings

Findings

Sequence Number

Sequence Number

Sequence Number

Findings

Findings

Sequence Number

1

1

1

1

1

2

2

2

2

2

2

3

3

3

DERMATITIS OF ABDOMEN

PARTIAL UPPER DENTURE
(RELAVANT NCS) PER DR.
FARMER

1

PARTIAL UPPER DENTURE

2

TORUS ON ROOF OF MOUTH

3

<Row Deleted>

PARTIAL UPPER DENTURE
(RELAVANT NCS) PER DR.
FARMER

PARTIAL UPPER DENTURES

<Row Deleted>

1

<Row Deleted>

DERMATITIS OF ABDOMEN

<Row Deleted>

2

<Row Deleted>

TORUS ON ROOF OF MOUTH

<Row Deleted>

10-NOV-2009 12:56:35

10-NOV-2009 12:56:35

31-DEC-2009 15:01:51

10-NOV-2009 12:56:35

10-NOV-2009 12:56:35

10-NOV-2009 12:56:35

17-DEC-2009 09:33:13

31-DEC-2009 15:01:51

10-NOV-2009 12:56:35

17-DEC-2009 09:33:13

31-DEC-2009 15:01:51

10-NOV-2009 12:56:35

31-DEC-2009 15:01:51

10-NOV-2009 12:56:35

Rossana Matos

Rossana Matos

Sharon Daly

Rossana Matos

Rossana Matos

Rossana Matos

Heather Kretschmer

Sharon Daly

Rossana Matos

Heather Kretschmer

Sharon Daly

Rossana Matos

Sharon Daly

Rossana Matos

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

2
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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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Page_12

CDB_001

R1012 Screening
12

Pe Page number 12 Screening

MH1

Sequence Number

3 3

31-DEC-2009 15:01:51

Sharon Daly

Row Inserted

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R243423413

Page_14

CDB_001

R1012 Baseline, Week 0
14

Questionnaires Page number 14 Baseline, Week 0

EX1

FTND

FTND

1

1

YES

NO

NO

YES

09-JUN-2009 11:50:23

09-JUN-2009 11:50:36

Sharon Daly

Sharon Daly

Pass1

Pass1

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Row

Changed From

Changed To
Impact on
resequence

On
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R243423713

Page_15

CDB_001

R1012 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Was Subject
randomized?

Was Subject
randomized?

1

1

YES

NO

NO

YES

09-JUN-2009 11:50:46

09-JUN-2009 11:50:59

Sharon Daly

Sharon Daly

Pass1

Pass1

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R243441813

Page_16

CDB_001

R1012 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)

Comments (how
many cigarettes)
(5)

1

1

10

PER DAY

70

26-APR-2009 14:07:08

26-APR-2009 14:07:08

Rossana Matos

Rossana Matos

Pass1

Pass1

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R252826213

Page_18

CDB_001

R1012 Ip, Week 6
18

Lb Page number 18 Ip, Week 6

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

NA

NO

16-JUN-2009 08:46:04

16-JUN-2009 08:46:04

Rossana Matos

Rossana Matos

data clarification

data clarification

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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R265445413

Page_26

CDB_001

R1012 Ip, Week 16
26

CRF Header

DCI Blank Flag

1

N

Y

10-MAR-2010 09:29:21

Christina Breedlove

Validation Status
changed

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By
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Comment
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R265446713

Page_27

CDB_001

R1012 Ip, Week 16
27

CRF Header

DCI Blank Flag

1

N

Y

10-MAR-2010 09:13:36

Christina Breedlove
Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.

Validation Status
changed

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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R265446913

Page_28

CDB_001

R1012 Ip, Week 16
28

CRF Header

DCI Blank Flag

1

N

Y

10-MAR-2010 09:15:50

Christina Breedlove
Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.

Validation Status
changed

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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R265447313

Page_29

CDB_001

R1012 Ip, Week 16
29

CRF Header

DCI Blank Flag

1

N

Y

10-MAR-2010 09:17:34

Christina Breedlove
Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.

Validation Status
changed

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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R265447313

Page_29

CDB_001

R1012 Ip, Week 16
29

Pe Page number 29 Ip, Week 16

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

Findings

Sequence Number

Findings

Sequence Number

1

1

1

2

2

3

3

YES

DERMATITIS OF ABDOMEN

1

TORUS ON ROOF OF MOUTH

2

PARTIAL UPPER DENTURES

3

NO

02-DEC-2009 11:33:14

02-DEC-2009 11:33:14

02-DEC-2009 11:33:14

02-DEC-2009 11:33:14

02-DEC-2009 11:33:14

02-DEC-2009 11:33:14

02-DEC-2009 11:33:14

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

per query

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R265447813

Page_30

CDB_001

R1012 Ip, Week 16
30

CRF Header

DCI Blank Flag

1

N

Y

10-MAR-2010 09:25:17

Christina Breedlove

Validation Status
changed

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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Page_31

CDB_001

R1012 Ip, Week 16
31

CRF Header

DCI Blank Flag

1

N

Y

17-MAR-2010 09:38:49

Christina Breedlove
 For visits that
were not done or
that were too far
outside of the
window, the CRF
pages are marked
blank.

Validation Status
changed

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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R265448213

Page_31

CDB_001

R1012 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

Comments (HDYF)
(8)

Comments (HDYF)
(8)

Date

1

1

1

SUBJECT CAME IN FOR WEEK
16 VISIT DURING THEIR
WEEK 19. ALL WEEK 16
VISIT PROCEDURES WERE
COMPLETED AT THIS TIME
AND THE SUBJECT WAS
ASKED HDYF.

24-AUG-2009

SUBJECT CAME IN FOR WEEK
16 VISIT DURING THEIR
WEEK 19. ALL WEEK 16
VISIT PROCEDURES WERE
COMPLETED AT THIS TIME
AND THE SUBJECT WAS
ASKED HDYF.

06-AUG-2009

02-DEC-2009 11:37:49

10-MAR-2010 09:19:46

02-DEC-2009 11:37:49

Christina Breedlove

Christina Breedlove

Christina Breedlove

Subject was over 2
weeks late for
week 16 site
visit. Subject's
week 16 visit
occured during
their week 19.

Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.

data transcribed
from subject's
week 16 diary.
Subject was over 2
weeks late for
week 16 site
visit.

Data Entry Error

Validation Status
changed

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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R265448213

Page_31

CDB_001

R1012 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

Date

Date

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

1

1

1

06-AUG-2009

105

06-AUG-2009

105

105

10-MAR-2010 09:19:46

10-MAR-2010 09:21:57

02-DEC-2009 11:37:49

10-MAR-2010 09:19:46

10-MAR-2010 09:21:57

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.

data transcribed
from subject's
week 16 diary.
Subject was over 2
weeks late for
week 16 site
visit.

Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.

Validation Status
changed

Data Entry Error

Data Entry Error

Validation Status
changed

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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R265448213

Page_31

CDB_001

R1012 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

Was Subject
asked HDYF? (8)

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject
compliant (4)

Was Subject
compliant (4)

1

1

1

1

1

YES

YES

NO

YES

NO

NO

10-MAR-2010 09:19:46

10-MAR-2010 09:21:57

02-DEC-2009 11:37:49

10-MAR-2010 09:19:46

10-MAR-2010 09:21:57

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.

data transcribed
from subject's
week 16 diary.
Subject was over 2
weeks late for
week 16 site
visit.

Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.

Validation Status
changed

Data Entry Error

Data Entry Error

Validation Status
changed

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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R265448213

Page_31

CDB_001

R1012 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

Was Subject's
smoking status
reviewed (2)

Was Subject's
smoking status
reviewed (2)

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

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

1

1

1

1

YES

YES

YES

YES

10-MAR-2010 09:19:46

10-MAR-2010 09:21:57

10-MAR-2010 09:19:46

10-MAR-2010 09:21:57

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.

Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.
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changed

Data Entry Error
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Data Entry Error
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Page_31

CDB_001

R1012 Ip, Week 16
31

Diary Page number 31 Ip, Week 16

Section Header

DCM Blank flag

1

N

Y

10-MAR-2010 09:21:57

Christina Breedlove per query

CRA Correction
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33

Vs Page number 33 Fu, Week 28

VS

Actual Time

1

0844

0849

02-DEC-2009 11:50:17

Christina Breedlove time confirmed to
be 08:49
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Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

CALCIUM/D

CALCIUM/D

A

ALIMENTARY TRACT AND
METABOLISM, A

A12

MINERAL SUPPLEMENTS, A12

A12A

CALCIUM, A12A

A12AX

CALCIUM, COMBINATIONS
WITH OTHER DRUGS, A12AX

CALCIUM D

CALCIUM D

CALCIUM D3 /01483701/

01483701001

CALCIUM & VITAMIN D

01483701100

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

20-APR-2010 11:29:16

09-APR-2010 11:48:03

26-APR-2010 10:36:00

26-APR-2010 10:36:00

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

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
error.  JLM
09Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Data Change

Data Change

Data Change

Data Change
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Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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Pcm Page number 39 Pcm.4

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

27-APR-2010 12:10:38

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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CDB_001
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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

1

1

1

1

1

1

1

NO

NO

24-AUG-2009

NA

YES

10-MAR-2010 09:11:27

10-MAR-2010 09:11:27

10-MAR-2010 09:11:27

10-MAR-2010 09:11:27

10-MAR-2010 09:11:27

10-MAR-2010 09:11:27

10-MAR-2010 09:11:27

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove
Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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43

Vs Page number 43 Additional Vs

VS

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate
Unit

1

1

1

1

1

1

1

1

1

1

1

1

1

0832

036.6

C

24-AUG-2009

071

MMHG

074

BEATS/MINUTE

SEATED

12

BREATHS/MINUTE

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Were Vital Signs
Collected/Were
any addi (1)

1

1

1

NO

099

MMHG

YES

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

10-MAR-2010 09:27:11

Christina Breedlove

Christina Breedlove

Christina Breedlove
Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.
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CRF Header

DCI Blank Flag

1

Y

N

10-MAR-2010 09:16:57

Christina Breedlove
Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.
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changed
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Page_45

CDB_001

R1012 Oral Health Exam
45

CRF Header

DCI Blank Flag

1

Y

N

10-MAR-2010 09:14:55

Christina Breedlove
Per new
information rec'd
on 09/Mar/10.
Visits outside of
the protocol
window will be
marked blank and
data will be
captured on
additional pages.
If there isn't an
add'l pg data will
be lost.
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SCREENING

LB 7PAGE_07

Were there any clinically significant la 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please complete entry.

Discrepancy Detail Report
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CDB_001

CDB_001

R1012

R1012

R1012

73237411

73237511

78147911

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

Diagnosis/Procedure

1

2

3

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

No Action Required

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

OCCASIONAL LEG CRAMPS

OCCASIONAL BODY ACHES

HEADACHE

Please update diagnosis/procedure term to clarify if this is an intermittent/episodic
condition or a continuous chronic condition.

Please update diagnosis/procedure term to clarify if this is an intermittent/episodic
condition or a continuous chronic condition.

Please verify removing Headache from Medical History as it occured prior to Screening.

Per query

Per query

Medical History conditions that are currently ongoing or that require medication at the
start of the study or throughout the duration of the study should be considered relevant.
Per the protocol, capture all con meds 30 days prior to screening. The subject took
Ibuprofen on 29/Mar/2009. Confirmed with Investigator that headache should remain as part
of this subject's medical history.
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Visit:
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Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:
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Status:
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CDB_001

CDB_001

R1012

R1012

R1012

73235111

1789561813

1789561713

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Does the subject have any relevant medic

4

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

POSTMENOPAUSAL

YES

Please verify Gender (female) and Urine Pregnancy Test Result (N/A, Male or Woman of Non-
childbearing potential). If gender and pregnancy result are correct, please update
medical history as a corresponding medical history event must be recorded to show why the
subject is of non-childbearing potential.

Please verify per con med source "headache" should be added to med hx as a con med was
taken, but headache occurred prior to screening.

Please verify general body aches should be added to med hx as subject takes con meds for
this (see con med sheet).

Per query- WONCBP-postmenopausal since 2005.

Add headache per con med sheet

Added leg cramps and body aches as ongoing per med hx and con med forms.

Add headache per con med sheet

Added leg cramps and body aches as ongoing per med hx and con med forms.
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1789444013

21799311

21799411

SCREENING

SCREENING

SCREENING

PE

PE

PE

12

12

12

PAGE_12

PAGE_12

PAGE_12

Does the subject have any abnormal findi

Findings

Findings

1

1

2

CURRENT

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

YES

PARTIAL UPPER DENTURES

DERMATITIS OF ABDOMEN

Please verify per source findings are not relevant and should be removed.

Please delete "relevant NCS per Dr. Farmer".

per guidelines please add dermatitiis of abdomen and torus on roof of mouth.

will delete

will add
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FU, WEEK 28

VS 33PAGE_33

Actual Time 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

0849

Please verify time of vital signs per source should be 0849.

time confirmed to be 08:49

time confirmed to be 08:49
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