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Abc 123

Site:
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09.OS.1

OverFlow Section For Document Number R250260513

NASAL/SINUS CONGESTION-OCCASIONAL ALLERGIES1

DIZZINESS/LIGHTHEADEDNESS DUE TO LOW BLOOD SUGAR2



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





































28.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.OS.1

OverFlow Section For Document Number R275215713

EXACT AMOUNT UNKNOWN, PER FAGERSTROM TEST IT IS 10 OR LESS PER DAY1



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



















39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





39.1.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





39.1.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U3.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















46.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

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

Date of Onset

Date of Onset

1

1

1

1

1

1

2

2

2

2

2

3

3

3

NO

00-00-2003

00-00-1993

NASAL/SINUS CONGESTION-
OCCASIONAL ALLERGIES

YES

CHECKED

1

00-00-2003

POLYCYSTIC OVARIAN
SYNDROME

CHECKED

2

00-00-2003

<Row Deleted>

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

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

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

3

3

3

3

3

3

3

3

3

3

3

3

3

3

3

OVARIAN CYST OR MASS DUE
TO PCOS

CHECKED

3

00-MAR-2009

<Row Deleted>

OVARIAN CYST OR MASS DUE
TO PCOS

<Row Deleted>

HOT FLASHES

CHECKED

<Row Deleted>

CHECKED

3

<Row Deleted>

3

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Investigator
Correction

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

4

4

4

4

4

4

4

4

4

4

4

4

4

4

4

00-MAR-2009

HOT FLASHES

MIGRAINES-DUE TO CAFFINE
WITHDRAWAL

CHECKED

4

00-MAR-2009

<Row Deleted>

00-00-2001

<Row Deleted>

HOT FLASHES

<Row Deleted>

MIGRAINES-DUE TO CAFFINE
WITHDRAWAL

MIGRAINES-DUE TO
CAFFEINE WITHDRAWAL

CHECKED

<Row Deleted>

CHECKED

4

<Row Deleted>

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

16-MAR-2010 15:10:01

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Krysia Magnuson

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Caffine to
Caffeine. KAY
16Mar2010.

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

ODM/SEC

Row Inserted

Data Entry Error

Row Inserted

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

4

5

5

5

5

5

5

5

5

5

5

5

5

5

5

00-00-2003

POLYCYSTIC OVARY

CHECKED

4

00-00-2003

<Row Deleted>

00-00-1998

<Row Deleted>

POLYCYSTIC OVARY

<Row Deleted>

DIZZINESS/LIGHTHEADEDNES
S DUE TO LOW BLOOD SUGAR

CHECKED

<Row Deleted>

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

23-NOV-2009 13:05:13

11-FEB-2010 13:44:28

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

5

5

5

5

6

6

6

6

6

6

6

6

6

6

6

5

00-00-2001

MIGRAINES-DUE TO CAFFINE
WITHDRAWL

MIGRAINES-DUE TO CAFFINE
WITHDRAWAL

CHECKED

5

<Row Deleted>

5

00-00-2001

<Row Deleted>

00-00-1978

<Row Deleted>

MIGRAINES-DUE TO CAFFINE
WITHDRAWL

MIGRAINES-DUE TO CAFFINE
WITHDRAWAL

<Row Deleted>

PUMPKIN ALLERGY

CHECKED

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

16-NOV-2009 14:43:54

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Tricia Hunt

Tricia Hunt

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Investigator
Correction

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

6

6

6

6

6

7

7

7

7

7

7

7

7

7

7

CHECKED

6

00-00-1998

DIZZINESS/LIGHTHEADEDNES
S DUE TO LOW BLOOD SUGAR

<Row Deleted>

CHECKED

6

<Row Deleted>

6

00-00-1998

<Row Deleted>

00-00-1984

<Row Deleted>

DIZZINESS/LIGHTHEADEDNES
S DUE TO LOW BLOOD SUGAR

<Row Deleted>

SEASONAL ALLERGIES

CHECKED

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

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



Report run by Brian Saari at 06-MAR-2013 13:56:50 72Page

R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

7

7

7

7

7

8

8

8

8

8

8

8

8

8

8

CHECKED

7

00-00-1978

PUMPKIN ALLERGY

<Row Deleted>

CHECKED

7

<Row Deleted>

7

00-00-1978

<Row Deleted>

00-00-1984

<Row Deleted>

PUMPKIN ALLERGY

<Row Deleted>

MENSTRUAL PAIN

CHECKED

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Ongoing

Sequence Number

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

Date of Onset

8

8

8

8

8

9

9

9

9

9

9

9

9

9

9

10

CHECKED

8

00-00-1986

SEASONAL ALLERGIES

CHECKED

9

<Row Deleted>

CHECKED

8

<Row Deleted>

8

00-00-1986

<Row Deleted>

<Row Deleted>

SEASONAL ALLERGIES

<Row Deleted>

CHECKED

<Row Deleted>

9

<Row Deleted>

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

27-AUG-2009 20:40:16

11-FEB-2010 13:44:28

16-NOV-2009 13:22:08

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Diane Yann

Data Entry Error

Row Inserted

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

Data Entry Error

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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R250260513

Page_09

CP_001

R3025 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

10

10

10

10

10

10

10

10

10

10

10

10

10

00-00-1984

MENSTRUAL PAIN

CHECKED

10

00-00-1984

<Row Deleted>

<Row Deleted>

MENSTRUAL PAIN

<Row Deleted>

CHECKED

<Row Deleted>

10

<Row Deleted>

17-NOV-2009 16:08:57

11-FEB-2010 13:44:28

16-NOV-2009 13:22:08

11-FEB-2010 13:44:28

16-NOV-2009 13:22:08

17-NOV-2009 16:08:57

11-FEB-2010 13:44:28

16-NOV-2009 13:22:08

17-NOV-2009 16:08:57

11-FEB-2010 13:44:28

16-NOV-2009 13:22:08

17-NOV-2009 16:08:57

11-FEB-2010 13:44:28

Marilyn Mindolovich

Tricia Hunt

Diane Yann

Tricia Hunt

Diane Yann

Marilyn Mindolovich

Tricia Hunt

Diane Yann

Marilyn Mindolovich

Tricia Hunt

Diane Yann

Marilyn Mindolovich

Tricia Hunt

Investigator
Correction

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Investigator
Correction

Data Entry Error

Row Inserted

Investigator
Correction

Data Entry Error

Row Inserted

Investigator
Correction

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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R250261613

Page_12

CP_001

R3025 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

YES

MULTIPLE SURGICAL SCARS
FROM PREVOIUS GUNSHOT
WOUND

01

NO

<Row Deleted>

<Row Deleted>

27-AUG-2009 20:49:09

27-AUG-2009 20:49:09

27-AUG-2009 20:49:09

Tricia Hunt

Tricia Hunt

Tricia Hunt

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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R275214713

Page_28

CP_001

R3025 Ip, Week 16
28

Oral Health Exam Page number 28 Ip, Week 16

EX1

Findings*

3

NE

NO

16-NOV-2009 14:48:34

Marilyn Mindolovich

Investigator
Correction

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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R275215713

Page_31

CP_001

R3025 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

Comments (how
many cigarettes)
(5)
1

EXAXT AMOUNT UNKNOWN,
PER FAGERSTROM TEST IT
IS 10 OR LESS PER DAY
EXACT AMOUNT UNKNOWN,
PER FAGERSTROM TEST IT
IS 10 OR LESS PER DAY

16-NOV-2009 14:49:08

Marilyn Mindolovich

Investigator
Correction

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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R253125613

Page_39

CP_001

R3025 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

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

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 
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Pcm Page number 39 Pcm.2

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

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

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

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

1
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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

1
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Visit

Visit Date

CRF
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R3025 Ae
40

Ae Page number 40 Ae

AE1

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

Verbatim Term

1

1

1

1

1

1

1

1

1

1

1

1

DYSATHESIA

DYSATHESIA

DYSESTHESIA

NEUROLOGICAL DISORDERS
NEC

10029305

PARAESTHESIAS AND
DYSAESTHESIAS

10033788

DYSESTHESIA

10062872

DYSAESTHESIA

10013886

NERVOUS SYSTEM DISORDERS

10029205

DYSESTHESIA

21-APR-2010 11:28:59

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:36:00

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
21Apr2010

ODM/SEC

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change
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R3025 Study Competion
46

Ds Page number 46 Study Competion

DS

AE specify

AE specify

Other specify
(2)

Reason for
withdrawal

Reason for
withdrawal

1

1

1

1

1

DYSATHESIA

COMPLIANCE

OTHER

WITHDRAWN

DYSATHESIA

DYSESTHESIA

WITHDRAWN

AE

30-MAR-2010 12:30:24

21-APR-2010 11:56:38

11-FEB-2010 14:13:08

23-NOV-2009 13:17:20

30-MAR-2010 12:30:24

Tricia Hunt

Joanne Mccaigue

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Obvious spelling
correction.  JLM
21Apr2010

Data Entry Error

ODM/SEC

Data Entry Error

Investigator
Correction

Data Entry Error

1
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CP_001

CP_001

CP_001

R3025

R3025

R3025

76428811

1683159113

86024611

SCREENING

SCREENING

SCREENING

MH

MH

MH

9

9

9

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Does the subject have any relevant medic

Ongoing

5

1

4

CURRENT

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

DIZZINESS/LIGHTHEADEDNESS DUE TO LOW BLOOD SUGAR

YES

CHECKED

Please update diagnosis/procedure term to indicate if this is episodic/intermittent or a
chronic/ongoing condition.

Please verify, per NTF, relevant Med. Hx is any condition that is ongoing.  Please review
source medical hx information and enter according to the NTF.

Please verify if this is an ongoing condition.

Please verify change. The Medical History states due to low blood sugar, and is marked as
ongoing. Unclear of the change required.

Per medical history this condition is ongoing.

Discrepancy Detail Report
Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:
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Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:
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Section:
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Patient:

Patient:

Patient:
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Qualifying Value:

Row:

Row:

Row:
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IP, WEEK 16

ORAL HEALTH EXA 28PAGE_28

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Per eNTF, other oral keratosis should be marked No unless the second page of the PE
source has an entry regarding other keratosis.

Document #:
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Visit:
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IP, WEEK 16

STATUS REVIEW 31PAGE_31

Comments (how many cigarettes) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

EXACT AMOUNT UNKNOWN, PER FAGERSTROM TEST IT IS 10 OR LESS PER DAY

Please verify spelling of exact.
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PCM

PCM 39PAGE_39

Indication 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

POLYCYSTIC OVARY SYNDROME

Please verify if medical conditions that require con-medications need to listed on
Medical hx CRF page as relevant history.

added to med hx

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:



Report run by Brian Saari at 06-MAR-2013 13:56:50 87Page

R253125613

CP_001 R30251793188613

PCM.1

PCM 39PAGE_39

Indication 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

MENSTRUAL PAIN

Please see query left on page 9, med. hx CRF regarding meds taken for menstrual pain
(midol and motrin).
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90444511

111901311

111902211

AE

AE

AE

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Action Taken 1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

DISCONTINUATION

Action taken equals discontinuation from study but study completion page equals consent
withdrawn. Please reconcile. Amend action taken for dysathesia or update completion page
to 'Adverse event, specify: Dysathesia'.

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

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

Updated study completion page.

Verified.  JLM 26Apr2010

Verified.  JLM 26Apr2010
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STUDY COMPETION

DS 46PAGE_46

Reason for withdrawal 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

AE

Per source progress notes dated 29Jul09, it appears the subject withdrew consent.  Please
verify.
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