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Abc 123

Abc 123

L0689282_2

All statuses

All statuses

R2003

R2003

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

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

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy



















07.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF







09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





10.OS.1

OverFlow Section For Document Number R241125113

SUBJECT USED NICOTINE PATCHES AND GUM FOR APPROXIMATELY 2 WEEKS.1

WELLBUTRIN REPORTED AND USED SINCE 2003 WITH LAST USE OCCURING 7 MONTHS AGO
APPROXIMATELY SEPTEMBER OF 2008.

2

OCCASIONALLY3

MULTIPLE ATTEMPTS USING COLD TURKEY METHOD THROUGHOUT THE YEARS.4



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





11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF











15.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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

















31.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









34.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









37.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





38.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.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





39.1.U7.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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.U12.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







39.1.U14.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.U15.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







39.1.U18.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.U20.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 discrepancy details for this CRF







42.OS.1

OverFlow Section For Document Number R239703413

070-685-0004-01



42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





43.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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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R239707113

Page_07

L0689282_2

R2003 Screening
07

Upreg Page number 7 Screening

Section Header

DCM Blank flag

1

Y

N

10-JUN-2009 15:55:04

Amanda Lynn

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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Page_07
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R2003 Screening
07

Drgscr Page number 7 Screening

Section Header

DCM Blank flag

1

Y

N

10-JUN-2009 15:55:04

Amanda Lynn

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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Page_09
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R2003 Screening
09

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

31-MAR-2009 11:05:55

31-MAR-2009 11:06:29

Amanda Lynn

Amanda Lynn

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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R239704713

Page_09
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R2003 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

1

1

1

1

1

1

1

2

2

2

2

2

3

NO

00-00-1998

MILD ASTHMA

NO

YES

CHECKED

01

00-00-1984

OVARIAN CYSTS

CHECKED

02

00-00-1998

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

31-MAR-2009 11:06:29

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R239704713

Page_09

L0689282_2

R2003 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

3

3

3

3

4

4

4

4

4

5

5

5

5

5

5

MIGRAINES

CHECKED

03

00-00-2003

DEPRESSION

CHECKED

04

00-00-2008

00-MAY-2009

INSOMNIA

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

10-JUN-2009 15:56:15

07-JAN-2010 17:32:21

27-JAN-2010 12:59:30

07-JAN-2010 17:32:21

27-JAN-2010 12:59:30

07-JAN-2010 17:32:21

27-JAN-2010 12:59:30

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Diane Yann

Amanda Lynn

Diane Yann

Amanda Lynn

Diane Yann

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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

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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Page_09

L0689282_2

R2003 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

5

5

5

6

6

6

6

6

05

00-00-1988

SEASONAL/ENVIRONMENTAL
ALLERGIES

CHECKED

06

07-JAN-2010 17:32:21

07-JAN-2010 17:32:21

27-JAN-2010 12:59:30

27-JAN-2010 13:00:26

27-JAN-2010 13:00:26

27-JAN-2010 13:00:26

27-JAN-2010 13:00:26

27-JAN-2010 13:00:26

Diane Yann

Diane Yann

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

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
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R241125113

Page_10

L0689282_2

R2003 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

If Yes, how many
(nicotine
replacement) (3)
1

2 WEEKS

1

10-JUN-2009 16:02:34

Amanda Lynn

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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R239706313

Page_11
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R2003 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

10-JUN-2009 16:05:44

Amanda Lynn

Data Entry Error

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page
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Section Date

Qualifying Prompt Qualifying Value Section Visit 
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Changed To
Impact on
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On
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Page_15
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R2003 Baseline, Week 0
15

Ex Page number 15 Baseline, Week 0

EX1

0.5 g of snus or
placebo logs
dispensed

1.0 g of snus or
placebo logs
dispensed

1

1

0

1

10

6

14-MAY-2009 08:32:21

14-MAY-2009 08:32:21

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

1

Document #:
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Visit Date
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CRF Page
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Impact on
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On
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Page_16
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R2003 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Date

1

01-MAR-2009

01-APR-2009

21-APR-2009 10:51:47
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1
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R2003 Sptp, Weeks 1-4
16

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

CHKYN

Date

1

08-MAR-2009

08-APR-2009

21-APR-2009 10:51:47
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Data Entry Error

1
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R2003 Sptp, Weeks 1-4
16

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

CHKYN

Date

1

15-MAR-2009

15-APR-2009

21-APR-2009 10:51:47

Amanda Lynn
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Page_24
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R2003 Ip, Week 10
24

Diary Page number 24 Ip, Week 10

Section Header

DCM Blank flag

1

Y

N

10-JUN-2009 16:06:14
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Page_31
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R2003 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

2

NO

YES

23-OCT-2009 10:34:38

23-OCT-2009 10:34:38

Amanda Lynn

Amanda Lynn

Data Entry Error
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R2003 Fu, Week 28
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1

Y

N

23-OCT-2009 10:36:33
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Page_37
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R2003 Fu, Week 28
37

Questionnaires Page number 37 Fu, Week 28

EX1

FTND

1 YES

20-OCT-2009 11:52:39
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R2003 Fu, Week 28
38

Status Review Page number 38 Fu, Week 28

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1
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Amanda Lynn
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Page_39
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R2003 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Unit

1

MILLIGRAMS

MICROGRAMS

10-DEC-2009 09:17:06

Amanda Lynn

Data Entry Error
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Document #:
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R239897413

Page_39
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R2003 Pcm.4

Pcm Page number 39 Pcm.4

CM1

other, specify
(unit)
1

INTERNATION UNITS

INTERNATIONAL UNITS

11-JAN-2010 10:47:41

Amanda Lynn

Data Entry Error

1

Document #:
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Visit
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CRF
CRF Page
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Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 16:41:01 120Page

R239898413

Page_39
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R2003 Pcm.5

Pcm Page number 39 Pcm.5

CM1

other, specify
(unit)
1

INTERNATION UNITS

INTERNATIONAL UNITS

11-JAN-2010 10:49:34

Amanda Lynn

Data Entry Error

1

Document #:
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Visit

Visit Date
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CRF Page
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Page_39
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R2003 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

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

MANGNESIUM

MANGNESIUM

A

ALIMENTARY TRACT AND
METABOLISM, A

A02

DRUGS FOR ACID RELATED
DISORDERS, A02

A02A

ANTACIDS, A02A

A02AA

MAGNESIUM COMPOUNDS,
A02AA

MAGNESIUM

MAGNESIUM

MAGNESIUM

01486801001

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

09-APR-2010 14:39:29

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  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

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



Report run by Brian Saari at 05-MAR-2013 16:41:01 122Page

R239899513

Page_39
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R2003 Pcm.7

Pcm Page number 39 Pcm.7

CM1

Drug name

1

ZRYTEC

ZYRTEC

10-DEC-2009 09:09:21

Amanda Lynn

Data Entry Error

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

Field
Row
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Impact on
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By
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Comment
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Page_39
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R2003 Pcm.8

Pcm Page number 39 Pcm.8

CM1

Drug name

Ongoing

Stop Date

1

1

1

MELOTONIN

CHECKED

MELATONIN

17-MAY-2009

11-JAN-2010 10:51:54

27-JAN-2010 13:02:05

27-JAN-2010 13:02:05

Amanda Lynn

Amanda Lynn

Amanda Lynn

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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Page_39
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R2003 Pcm.9

Pcm Page number 39 Pcm.9

CM1

Drug name

Frequency

Indication

1

1

1

DIATOMAEOS EARTH

WHENEVER NECESSARY

GENERAL HEATL

DIATOMACEOUS EARTH

EVERY DAY

GENERAL HEATLH

10-DEC-2009 09:12:48

11-JAN-2010 10:52:37

10-DEC-2009 09:12:48

Amanda Lynn

Amanda Lynn

Amanda Lynn

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
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R2003 Pcm.12

Pcm Page number 39 Pcm.12

CM1

Drug name

1

ACAUBERRY EDGE

ACAI BERRY EDGE

10-DEC-2009 09:15:49

Amanda Lynn

Data Entry Error

1
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R2003 Pcm.14

Pcm Page number 39 Pcm.14

CM1

Drug name

Frequency

Unit

other, specify
(unit)

1

1

1

1

HEALTHY HAIR SKIN AND
NAILS EGCG

EVERY MORNING

TABLET

HEALTHY HAIR SKIN AND
NAILS PLUS EGCG AND
RESVERATROL

EVERY DAY

OTHER

CAPSULE

11-JAN-2010 10:55:24

27-APR-2009 08:45:17

27-JAN-2010 13:04:51

27-JAN-2010 13:04:51

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

1
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R2003 Pcm.15

Pcm Page number 39 Pcm.15

CM1

Frequency

1

EVERY MORNING

EVERY DAY

27-APR-2009 08:45:27

Amanda Lynn

Data Entry Error

1
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R2003 Pcm.16

Pcm Page number 39 Pcm.16

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Frequency

Frequency

Start Date

Unit

1

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

A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

1

TWICE DAILY

EVERY MORNING

12-MAR-2009

TABLET

B

BLOOD AND BLOOD FORMING
ORGANS, B

B01

ANTITHROMBOTIC AGENTS,
B01

B01A

ANTITHROMBOTIC AGENTS,
B01A

B01AC

PLATELET AGGREGATION
INHIBITORS EXCL.
HEPARIN, B01AC

81

EVERY MORNING

EVERY DAY

00-00-2002

MILLIGRAMS

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

21-APR-2009 11:16:26

21-APR-2009 11:16:26

27-APR-2009 08:45:36

21-APR-2009 11:16:26

21-APR-2009 11:16:26

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error
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R2003 Pcm.18

Pcm Page number 39 Pcm.18

CM1

Dose

Unit

other, specify
(unit)

1

1

1

500/130

MILLIGRAMS

2

OTHER

CAPSULES

20-APR-2010 13:26:43

20-APR-2010 13:26:43

20-APR-2010 13:26:43

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

1
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R2003 Pcm.20

Pcm Page number 39 Pcm.20

CM1

Ongoing

Stop Date

1

1

CHECKED

08-JUL-2009

26-JAN-2010 16:39:19

26-JAN-2010 16:38:58

Cindy Riojas Prakop

Cindy Riojas Prakop

Data Entry Error

Data Entry Error

1
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Page_42
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R2003 Additional Lab
42

Lb Page number 42 Additional Lab

LB

Clinically
Significant
(additional) (2)

Clinically
Significant
(additional) (2)

Comments

Test Code ID CS
Labs only

Test Name CS
Labs only

1

1

1

1

1

NO

YES

YES

NO

20-OCT-2009 11:56:45

20-OCT-2009 11:56:55

20-OCT-2009 11:56:45

20-OCT-2009 11:56:45

20-OCT-2009 11:56:45

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

1
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CRF Page
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R2003 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Body Temperature

Body Temperature

Body Temperature

Heart Rate

Heart Rate

Heart Rate

Position
(Unscheduled)
(2)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate

Respiratory Rate

Actual Time

Body Temperature

Body Temperature

1

1

1

1

1

1

1

1

1

1

1

2

2

2

NA

ND

NA

NA

ND

NA

SEATED

SUPINE

NA

ND

NA

NA

ND

NA

ND

ND

NA

ND

SUPINE

SEATED

ND

NA

ND

1341

NA

ND

07-MAY-2009 09:49:07

14-MAY-2009 09:00:42

26-FEB-2010 14:57:44

07-MAY-2009 09:49:07

14-MAY-2009 09:00:42

26-FEB-2010 14:57:44

20-OCT-2009 11:57:01

20-OCT-2009 11:57:08

07-MAY-2009 09:49:07

14-MAY-2009 09:00:42

26-FEB-2010 14:57:44

20-OCT-2009 11:50:45

20-OCT-2009 11:50:45

26-FEB-2010 14:57:44

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

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

Row Inserted

Row Inserted

Data Entry Error
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R2003 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

2

2

2

2

2

2

2

2

2

2

2

2

2

2

NA

NA

C

01-OCT-2009

085

MMHG

NA

ND

BEATS/MINUTE

SEATED

NA

ND

BREATHS/MINUTE

124

20-OCT-2009 11:50:45

20-OCT-2009 11:50:45

20-OCT-2009 11:50:45

20-OCT-2009 11:50:45

20-OCT-2009 11:50:45

20-OCT-2009 11:50:45

26-FEB-2010 14:57:44

20-OCT-2009 11:50:45

20-OCT-2009 11:50:45

20-OCT-2009 11:50:45

20-OCT-2009 11:50:45

26-FEB-2010 14:57:44

20-OCT-2009 11:50:45

20-OCT-2009 11:50:45

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted
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R2003 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure unit
2

MMHG

20-OCT-2009 11:50:45

Amanda Lynn

Row Inserted

1
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L0689282_2

R2003

R2003

36180211

49431911

SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Diagnosis/Procedure 5

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

INSOMNIA

Subject appears to have taken Melatonin for insomnia with what appears to be a stop date
in May2009.  Please review con-med source and amend the con-med CRF page and med hx page
as applicable.

Please add insomnia and seasonal / environmental allergies to med. hx. since con-meds are
listed for both.

please see medical history addendum on 04jun2009 as this was added to that and it has a
stop date and it is not relevant to study per Sub I so I don't think it should be added
to medical history CRF.

Discrepancy Detail Report
Document #:

Discrepancy ID:

Discrepancy ID:
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Visit:
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CRF:
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Field:

Value Text:

Value Text:
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Type:

Review Status:

Review Status:
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Patient:
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SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please update to 'No' per CRF completion guidelines

Document #:
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Visit:
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Field:
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Review Status:
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Internal Comment:
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Patient:
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SCREENING

UPREG 7PAGE_07

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete

Document #:
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Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:
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Resolution Text:
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Visit Date:

Section:

Patient:
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Row:
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SCREENING

DRGSCR 7PAGE_07

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:
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R2003

R2003

1670559913

1629273113

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

10

10

PAGE_10

PAGE_10

If Yes, how many (nicotine replacement)

If Yes, how many (pharmaceuticals)

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

1

OCCASIONALLY

Please review response - 2 weeks is a duration.  Should entry be 1?

Value of OCCASIONALLY for If Yes, how many (pharmaceuticals) exceeds expected length of 8

correct as is.

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:

Field:

Value Text:

Value Text:

Type:

Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Status:

Status:

Site:

Site:

Visit Date:

Visit Date:

Section:

Section:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Row:

Row:
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IP, WEEK 10

DIARY 24PAGE_24

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please complete

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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PCM.4

PCM 39PAGE_39

other, specify (unit) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

INTERNATIONAL UNITS

Pleaese clarify spelling of international.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:
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Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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PCM.5

PCM 39PAGE_39

other, specify (unit) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

INTERNATIONAL UNITS

See previous query for international spelling.

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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R2003

R2003

36178211

49430111

PCM.8

PCM.8

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Stop Date

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

MELATONIN

20090517

Please verify spelling of melatonin.

Please review con-med source for stop date and enter indication on to Medical history CRF
page(see addendum to medical hx dated 04Jun09) and per guidelines.

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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PCM.9

PCM 39PAGE_39

Frequency 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

EVERY DAY

Please see footnote on source for frequency.  Amend CRF as applicable.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:
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Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R2003

R2003

36178611

49459311

PCM.14

PCM.14

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Unit

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

HEALTHY HAIR SKIN AND NAILS PLUS EGCG AND RESVERATROL

OTHER

Please add the word 'plus' between nails and EGCG.  Please see souce footnote.

Please review source for unit taken.

Please see back of xerox copy for additional title information.  The term resveratrol is
listed with the other ingredients in the product name.  Please review and amend as
applicable.
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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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PCM.18

PCM 39PAGE_39

Dose 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

2

Combination drugs should be represented as the number of tablets, etc.  Please verify
updating Dose to the number of tablets and Unit to Tablet.

Verified.  JLM 23Apr2010

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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PCM.20

PCM 39PAGE_39

Stop Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090708

Mucinex was taken for AE which resolved.  Please clarify if con-med is ongoing or should
have a stop date.  Please amend CRF if applicable.

stop date entered per subject

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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R2003

R2003

20535411

20525011

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

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

Resolved Date and Time is missing and Ongoing is null for Adverse Event <SINUS
CONGESTION>.  Please either provide resolved date and time OR check Ongoing.
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Discrepancy ID:
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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:
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Row:

Row:
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