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CD_001

All statuses

All statuses

R5014

R5014

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











03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF















09.OS.1

OverFlow Section For Document Number R258708413

RECURRENT BACK PAIN FROM AUTO ACCIDENT1



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









12.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









15.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







16.OS.1

OverFlow Section For Document Number R259005013

SUBJECT REPORTED UNABLE TO TALK1



16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF











20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

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







23.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





24.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





25.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





26.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





27.LINKS

Links to Discrepancy and Audit Sections

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

Click here to navigate to audit history for this CRF





29.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





30.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





31.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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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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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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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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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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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







40.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF











44.LINKS

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.
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R258706613

Page_03

CD_001

R5014 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

23-JUL-2009 12:17:33

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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R258708413

Page_09

CD_001

R5014 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

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

1

1

1

1

1

1

1

1

1

1

2

2

2

2

00-00-2002

NASAL/SINUS CONGESTION

CHECKED

1

00-00-1999

00-00-1999

PNEUMONIA

<Row Deleted>

00-00-2004

<Row Deleted>

<Row Deleted>

RECURRENT BACK PAIN FROM
AUTO ACCIDENT

<Row Deleted>

CHECKED

<Row Deleted>

1

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

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

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

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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R258708413

Page_09

CD_001

R5014 Screening
09

Mh Page number 9 Screening

MH1

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

2

3

3

3

3

3

4

4

4

4

4

2

00-00-2004

RECURRENT BACK PAIN FROM
AUTO ACCIDENT

CHECKED

3

00-00-2006

00-00-2006

STAPH INFECTION

4

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

22-OCT-2009 14:03:01

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

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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R258708713

Page_12

CD_001

R5014 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

YES

BURN SCAR LEFT LOWER
QUANTRANT - SKIN

1

NO

<Row Deleted>

<Row Deleted>

09-OCT-2009 16:34:47

09-OCT-2009 16:34:47

09-OCT-2009 16:34:47

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

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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R258709013

Page_15

CD_001

R5014 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

Was Subject
randomized?

1

1

1315

1310

YES

21-JUL-2009 17:10:50

17-JUL-2009 18:43:03

Sharon Ladenes

Sharon Ladenes

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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R259005013

Page_16

CD_001

R5014 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)
1

7

49

02-SEP-2009 13:38:52

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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R259005013

Page_16

CD_001

R5014 Sptp, Weeks 1-4
16

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

CHKYN

Approximately
how many
cigarettes did
th (10)
1

UNKNOWN

08-MAR-2010 11:16:40

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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R272866613

Page_20

CD_001

R5014 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

UNKNOWN

42

18-DEC-2009 13:17:33

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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R272866613

Page_20

CD_001

R5014 Ip, Week 6
20

Diary Page number 20 Ip, Week 6

DRUGSCR

Did subject
receive diary
and usage inst
1

YES

05-OCT-2009 18:37:43

Sharon Ladenes

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 06-MAR-2013 16:13:17 95Page

R272866713

Page_21

CD_001

R5014 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

1

1

SUBJECT STATES THAT THEY
ARE SMOKING MOSTLY AFTER
MEALS.

SUBJECT STATES THAT THEY
ARE SMOKING MOSTLY AFTER
MEALS.

05-OCT-2009 18:38:26

17-DEC-2009 15:56:14

Sharon Ladenes

Sharon Ladenes

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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R272867013

Page_24

CD_001

R5014 Ip, Week 10
24

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

21-OCT-2009 13:56:26

21-OCT-2009 13:57:07

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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R272867013

Page_24

CD_001

R5014 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

Comments (HDYF)
(8)

Comments
(compliant) (4)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Date

If Subject was
not compliant,
approximat (5)

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

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

22-SEP-2009

14

YES

NO

YES

YES

21-OCT-2009 13:57:07

21-OCT-2009 13:57:07

21-OCT-2009 13:57:07

21-OCT-2009 13:57:07

21-OCT-2009 13:57:07

21-OCT-2009 13:57:07

21-OCT-2009 13:57:07

21-OCT-2009 13:57:07

21-OCT-2009 13:57:07

21-OCT-2009 13:57:07

21-OCT-2009 13:57:07

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R283189313

Page_26

CD_001

R5014 Ip, Week 16
26

CRF Header

DCI Blank Flag

1

N

Y

21-JAN-2010 15:56:08

Sharon Ladenes

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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R283189413

Page_27

CD_001

R5014 Ip, Week 16
27

CRF Header

DCI Blank Flag

1

N

Y

21-JAN-2010 15:56:26

Sharon Ladenes

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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R283190513

Page_28

CD_001

R5014 Ip, Week 16
28

CRF Header

DCI Blank Flag

1

N

Y

21-JAN-2010 15:56:41

Sharon Ladenes

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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R283190713

Page_29

CD_001

R5014 Ip, Week 16
29

CRF Header

DCI Blank Flag

1

N

Y

21-JAN-2010 15:56:51

Sharon Ladenes

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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R283190813

Page_30

CD_001

R5014 Ip, Week 16
30

CRF Header

DCI Blank Flag

1

N

Y

21-JAN-2010 15:57:02

Sharon Ladenes

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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R283190913

Page_31

CD_001

R5014 Ip, Week 16
31

CRF Header

DCI Blank Flag

1

N

Y

21-JAN-2010 15:57:14

Sharon Ladenes

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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R283190913

Page_31

CD_001

R5014 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

7

UNKNOWN

21-JAN-2010 14:40:58

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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R283191213

Page_33

CD_001

R5014 Fu, Week 28
33

CRF Header

DCI Blank Flag

1

Y

N

21-JAN-2010 15:50:58

Sharon Ladenes

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
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R283191313

Page_34

CD_001

R5014 Fu, Week 28
34

CRF Header

DCI Blank Flag

1

Y

N

21-JAN-2010 15:51:52

Sharon Ladenes

Data Entry Error

0

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Row
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Changed To
Impact on
resequence

On
By
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R283191413

Page_35

CD_001

R5014 Fu, Week 28
35

CRF Header

DCI Blank Flag

1

Y

N

21-JAN-2010 15:52:13

Sharon Ladenes

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
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Comment
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R283191513

Page_36

CD_001

R5014 Fu, Week 28
36

CRF Header

DCI Blank Flag

1

Y

N

21-JAN-2010 15:52:44

Sharon Ladenes

Data Entry Error

0

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
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R283191613

Page_37

CD_001

R5014 Fu, Week 28
37

CRF Header

DCI Blank Flag

1

Y

N

21-JAN-2010 15:54:24

Sharon Ladenes

Data Entry Error

0

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 
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R283191813

Page_38

CD_001

R5014 Fu, Week 28
38

CRF Header

DCI Blank Flag

1

Y

N

21-JAN-2010 15:55:14

Sharon Ladenes

Data Entry Error

0

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page
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Section Date
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On
By

Reason

Comment



Report run by Brian Saari at 06-MAR-2013 16:13:17 111Page

R267074013

Page_39

CD_001

R5014 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Drug Modified
Reported Term

Drug name

Drug name

Frequency

Has the subject
taken any
medications pr

1

1

1

1

1

1

1

1

1

1

1

1

1

1

ALKASELTZER PLUS COLD

ALKASELTZER PLUS COLD

NO

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

1

ALKA SELTZER PLUS COLD

ALKASELTZER PLUS COLD

ALKA SELTZER PLUS COLD

ONCE

YES

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

20-APR-2010 11:29:16

05-OCT-2009 13:36:48

20-APR-2010 11:29:16

05-OCT-2009 13:36:48

09-APR-2010 16:00:33

05-OCT-2009 13:36:48

05-OCT-2009 13:36:48

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Carol Kraucyk

Sharon Ladenes

Joanne Mccaigue

Sharon Ladenes

Sharon Ladenes

Obvious spelling
correction.  JLM
09Apr2010

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Row Inserted

Data Change

Row Inserted

ODM/SEC

Row Inserted

Data Entry Error
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Visit
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CRF Page
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Row
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Impact on
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By
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Comment
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R267074013

Page_39

CD_001

R5014 Pcm
39

Pcm Page number 39 Pcm

CM1

Indication

Ongoing

Preferred Term

Preferred Term
Code

Start Date

Stop Date

Trade Name

Trade Name Code

Unit

other, specify
(frequency)

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

UPPER RESPIRATORY
INFECTION

SINE-OFF /00693501/

00693501001

07-AUG-2009

07-AUG-2009

ALKA SELTZER PLUS COLD

00693501007

OTHER

POUCH

05-OCT-2009 13:36:48

05-OCT-2009 13:36:48

20-APR-2010 11:29:16

20-APR-2010 11:29:16

05-OCT-2009 13:36:48

05-OCT-2009 13:36:48

20-APR-2010 11:29:16

20-APR-2010 11:29:16

05-OCT-2009 13:36:48

05-OCT-2009 13:36:48

05-OCT-2009 13:36:48

Sharon Ladenes

Sharon Ladenes

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Sharon Ladenes

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Row Inserted

Class. Change

Class. Change

Row Inserted

Row Inserted

Class. Change

Class. Change

Row Inserted

Row Inserted

Row Inserted

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Page_39

CD_001

R5014 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Frequency

1

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

WHENEVER NECESSARY

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

ONCE

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

17-DEC-2009 19:17:04

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Sharon Ladenes

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error
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CD_001
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Pcm Page number 39 Pcm.3

CM1

Drug name

Unit

other, specify
(unit)

1

1

1

ALKASELTZER

OTHER

POUCH

ALKA SELTZER

TABLET

10-NOV-2009 18:41:40

19-JAN-2010 14:32:30

19-JAN-2010 14:32:30

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error
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Page_40

CD_001

R5014 Ae
40

Ae Page number 40 Ae

AE1

Action Taken

Adverse Event

1

1

NONE

COLD

OTHER DRUG

UPPER RESPIRATORY
INFECTION

26-APR-2010 11:03:28

05-OCT-2009 13:34:32

Sharon Ladenes

Sharon Ladenes

Data Entry Error
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Page_40

CD_001

R5014 Ae.2

Ae Page number 40 Ae.2

AE1

Action Taken

1

NONE

OTHER DRUG

17-DEC-2009 15:28:24

Sharon Ladenes
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Page_44

CD_001

R5014 Additional Pe
44

CRF Header

DCI Blank Flag

1

N

Y

04-DEC-2009 13:04:07
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CD_001 R50141766082313

SCREENING

MH 9PAGE_09

Date 1

CURRENT

Due Diligence

MANUAL

Resolved-Response Edited

20090707

Please delete line 1, 2, and 4.  Please obtain seasonal allergy information from subject
to include start date and any meds if taken during the course of the study.

subject states no allergies only sinus congestion

Discrepancy Detail Report
Document #:
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R259005013

CD_001 R501478040811

SPTP, WEEKS 1-4

STATUS REVIEW 16APAGE_16

Approximately how many cigarettes did th 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

UNKNOWN

Please provide a value. If unknown, please enter UNK.

Document #:
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Visit:
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CD_001 R501417449711

IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

42

Please revise amount, this should have been available at the week 6 visit.
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R272866713

CD_001 R501417449811

IP, WEEK 8

STATUS REVIEW 21PAGE_21

Comments (how many cigarettes) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Please delete comment.
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CD_001 R501417449911

IP, WEEK 10

QUESTIONNAIRES 23PAGE_23

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete.

Document #:
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CD_001 R501417450111

IP, WEEK 13

STATUS REVIEW 25PAGE_25

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20091012

Please provide source.

in subject folder

Document #:
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Visit:

CRF:
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Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:
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Visit Date:
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Patient:
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Row:
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R283190913

CD_001 R501417450711

IP, WEEK 16

STATUS REVIEW 31PAGE_31

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

This question can be answered based on the subjects answers to the Fagerstrom
questionnaire, the number of cigarettes would be unknown.  Please review source and
revise as applicable.

Document #:

Discrepancy ID:
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CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:
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Resolution Text:
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Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R272836313

CD_001 R501417450811

PCM.1

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

Please review if subject took ibuprofen more than once.  Revise CRF if applicable.

Document #:
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CRF:
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Value Text:

Type:

Review Status:

Discrepancy:
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Row:
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PCM.3

PCM 39PAGE_39

other, specify (unit) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Please review source regarding tab or pouch.  Amend CRF page if applicable.

Document #:
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Visit:

CRF:

Field:

Value Text:
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Review Status:

Discrepancy:
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R267087913

CD_001 R5014104387111

AE

AE 40PAGE_40

Action Taken 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

OTHER DRUG

Please verify action taken should be 'Other Drug Therapy, Specify as Con. Med.' as there
is a conmed for this AE.

Verified.  JLM 26Apr2010
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R272835813

CD_001 R501417450911

AE.2

AE 40PAGE_40

Action Taken 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

OTHER DRUG

Per con-med page, subject took alkaseltzer, please review source and revise AE CRF page
as applicable.
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