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Abc 123

Abc 123

CD_001

All statuses

All statuses

R5025

R5025

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:
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Data value
Data value with discrepancy























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

















16.OS.1

OverFlow Section For Document Number R265930313

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





















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





















36.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





39.1.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





39.1.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





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

















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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R260818013

Page_09

CD_001

R5025 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

1

3

3

3

3

3

3

3

3

3

3

3

3

4

CHRONIC OGSTRUCTIVE
PULMONARY DISEASE

00-00-1997

UNK

OCCASIONAL HEADACHES

CHECKED

3

00-00-1997

CHRONIC OBSTRUCTIVE
PULMONARY DISEASE

<Row Deleted>

UNK

00-00-1982

<Row Deleted>

<Row Deleted>

TEMPOROMANDIBULAR JOINT
DISORDER

<Row Deleted>

CHECKED

<Row Deleted>

3

<Row Deleted>

12-JAN-2010 17:28:13

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

17-DEC-2009 19:35:45

09-MAR-2010 16:50:17

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

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

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

2

8->5

8->5

8->5

8->5

8->5

8->5

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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R260818013

Page_09

CD_001

R5025 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

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

Date of
Resolution

4

4

4

4

4

4

4

4

4

5

5

5

5

5

5

DIZZINESS LIGHHEADEDNESS

CHECKED

4

00-00-1997

UNK

00-00-2004

<Row Deleted>

<Row Deleted>

HYPOTHYROIDISM

<Row Deleted>

CHECKED

<Row Deleted>

4

<Row Deleted>

<Row Deleted>

00-00-2004

<Row Deleted>

<Row Deleted>

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

22-OCT-2009 19:41:24

17-DEC-2009 19:35:45

12-JAN-2010 17:28:13

22-OCT-2009 19:41:24

17-DEC-2009 19:35:45

12-JAN-2010 17:28:13

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

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

Data Entry Error

Row Inserted

2

8->5

8->5

8->5

8->5

8->5

8->5

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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R260818013

Page_09

CD_001

R5025 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

5

5

5

5

5

5

5

5

5

5

6

6

6

6

6

RECURRENT JOINT PAIN

TEMPOROMANDIBULAR JOINT
DISORDER

CHECKED

CHECKED

5

5

00-00-2004

00-00-2004

RHINOPLASTY

<Row Deleted>

<Row Deleted>

BLOCKED SINUSES

<Row Deleted>

<Row Deleted>

CHECKED

<Row Deleted>

5

<Row Deleted>

5

<Row Deleted>

00-APR-2009

<Row Deleted>

<Row Deleted>

22-OCT-2009 19:41:24

17-DEC-2009 19:35:45

12-JAN-2010 17:28:13

22-OCT-2009 19:41:24

17-DEC-2009 19:35:45

12-JAN-2010 17:28:13

22-OCT-2009 19:41:24

04-DEC-2009 13:47:57

17-DEC-2009 19:35:45

12-JAN-2010 17:28:13

22-OCT-2009 19:41:24

12-JAN-2010 17:30:27

22-OCT-2009 19:41:24

12-JAN-2010 17:30:27

22-OCT-2009 19:41:24

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

Sharon Ladenes

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

2

8->5

8->5

8->5

8->5

8->5

8->5

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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R260818013

Page_09

CD_001

R5025 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

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

6

6

6

6

6

6

7

7

7

7

7

7

7

7

7

FLATULENCE

6

00-APR-2004

SINUS CONGESTION

CHECKED

FLATULENCE

FLATULENCE DUE TO
INGESTION OF MILK

<Row Deleted>

CHECKED

<Row Deleted>

6

00-APR-2004

<Row Deleted>

<Row Deleted>

SINUS CONGESTION

<Row Deleted>

CHECKED

<Row Deleted>

7

12-JAN-2010 17:30:27

11-MAR-2010 15:25:03

22-OCT-2009 19:41:24

12-JAN-2010 17:30:27

22-OCT-2009 19:41:24

12-JAN-2010 17:30:27

30-JUL-2009 15:29:11

22-OCT-2009 19:41:24

30-JUL-2009 15:29:11

22-OCT-2009 19:41:24

30-JUL-2009 15:29:11

22-OCT-2009 19:41:24

30-JUL-2009 15:29:11

22-OCT-2009 19:41:24

30-JUL-2009 15:29:11

Sharon Ladenes

Stephanie Felton

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

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

2

8->5

8->5

8->5

8->5

8->5

8->5

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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R260818013

Page_09

CD_001

R5025 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

7

8

8

8

8

8

8

9

9

9

9

9

9

9

9

7

8

00-00-2000

00-00-2000

TRANSURETHRAL INCISION
OF THE PROSTATE

<Row Deleted>

UNK

TEMPOROMANDIBULAR JOINT
DISORDER

CHECKED

8

00-00-2000

<Row Deleted>

00-00-2000

<Row Deleted>

TRANSURETHRAL INCISION
OF THE PROSTATE

<Row Deleted>

<Row Deleted>

22-OCT-2009 19:41:24

02-SEP-2009 19:10:07

02-SEP-2009 19:10:07

02-SEP-2009 19:10:07

02-SEP-2009 19:10:07

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

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

Sharon Ladenes

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

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

8->5

8->5

8->5

8->5

8->5

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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R260818013

Page_09

CD_001

R5025 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

9

9

10

10

10

10

10

10

10

10

10

10

9

00-00-2002

00-00-2002

TRANSURETHRAL RESECTION
OF THE PROSTATE

10

9

<Row Deleted>

00-00-2002

<Row Deleted>

00-00-2002

<Row Deleted>

TRANSURETHRAL RESECTION
OF THE PROSTATE

<Row Deleted>

<Row Deleted>

10

<Row Deleted>

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

02-SEP-2009 19:10:07

22-OCT-2009 19:41:24

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

Data Entry Error

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

8->5

8->5

8->5

8->5

8->5

8->5

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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R260823813

Page_10

CD_001

R5025 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
attemps) (7)
1

ON THEIR OWN

ON THEIR OWN - NO AIDS

22-OCT-2009 19:45:23

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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R265930313

Page_16

CD_001

R5025 Sptp, Weeks 1-4
16

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

22-OCT-2009 19:46:08

22-OCT-2009 19:47:14

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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R265930313

Page_16

CD_001

R5025 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)

Approximately
how many
cigarettes did
th (10)

Approximately
how many
cigarettes did
th (10)

Comments
(behavioral
counseling) (6)

Comments
(contacted by
phone) (1)

Comments
(contacted by
phone) (1)

Comments
(contacted by
phone) (1)

Comments
(contacted by
phone) (1)

Comments
(contacted by
phone) (1)

1

1

1

1

1

1

1

1

1

140

70

REPORTED DURING
SUBJECT'S WEEK 2
TELEPHONE CALL

SEE ENOTE; SUBJECT NOT
CONTACTED IN ERROR

SUBJECT NOT CONTACTED IN
ERROR

70

70

REPORTED DURING
SUBJECT'S WEEK 2
TELEPHONE CALL

SEE ENOTE; SUBJECT NOT
CONTACTED IN ERROR

SUBJECT NOT CONTACTED IN
ERROR

SUBJECT NOT CONTACTED IN
ERROR

02-SEP-2009 19:20:45

22-OCT-2009 19:47:14

09-MAR-2010 16:51:52

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

09-MAR-2010 16:51:52

18-MAR-2010 11:21:36

06-MAY-2010 13:05:58

06-MAY-2010 13:58:12

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Pass1

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

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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R265930313

Page_16

CD_001

R5025 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Date

Date

Date

Scheduled
Timepoint

Was Behavioral
Counseling Given
(6)

Was Behavioral
Counseling Given
(6)

Was Behavioral
Counseling Given
(6)

Was Subject
contacted by
telephone (1)

Was Subject
contacted by
telephone (1)

1

1

1

1

1

1

1

1

1

1

1

1

10-AUG-2009

03-AUG-2009

YES

YES

YES

10-AUG-2009

03-AUG-2009

ND

WEEK 1

YES

NO

YES

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

09-MAR-2010 16:51:52

06-MAY-2010 13:05:58

22-OCT-2009 19:47:14

02-SEP-2009 19:20:45

22-OCT-2009 19:47:14

09-MAR-2010 16:51:52

02-SEP-2009 19:20:45

22-OCT-2009 19:47:14

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

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Pass1

Row Inserted

Data Entry Error

Pass1

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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R265930313

Page_16

CD_001

R5025 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

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)

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

1

1

1

1

1

1

1

YES

YES

YES

YES

YES

NO

YES

YES

09-MAR-2010 16:51:52

02-SEP-2009 19:20:45

22-OCT-2009 19:47:14

09-MAR-2010 16:51:52

02-SEP-2009 19:20:45

22-OCT-2009 19:47:14

09-MAR-2010 16:51:52

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Pass1

Row Inserted

Data Entry Error

Pass1

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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R265930313

Page_16

CD_001

R5025 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (11)

Comments
(behavioral
counseling) (6)

Comments
(contacted by
phone) (1)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Date

Scheduled
Timepoint

Was Behavioral
Counseling Given
(6)

Was Subject
contacted by
telephone (1)

1

1

1

1

1

1

1

1

1

1

105

10-AUG-2009

WEEK 2

YES

YES

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

22-OCT-2009 19:47:14

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

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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R265930313

Page_16
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Were there any clinically significant la 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please answer quetion.
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PCM

PCM 39PAGE_39

Start Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

200409

Per source update please add Sep. to start date.

Updated CRF, verified source
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PCM.3

PCM 39PAGE_39

Drug name 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

CENTRUM COMPLETE

Please verify which vitamin is taken, source is not clear.

Updated CRF, verified source
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R5025

R5025

80921411

98560611

PCM.4

PCM.4

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Indication

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

PEPCID AC

FLATULENCE

Please verify name, ? Axid, also verify dose and units.  Please review source and have
staff contact subject.

Antacid is not an indication.  Please provide indication (such as acid reflux).  Also,
there is not a current corresponding medical history.  Please provide.

Updated CRF, verified source

Verified.  JLM 20Apr2010
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AE

AE 40PAGE_40

Onset Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090728

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

exact time unknown, subject stated following use of product

Verfied.  JLM 23Apr2010
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