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Abc 123

Abc 123

CD_001

All statuses

All statuses

R5017

R5017

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 R259026013

NICOTINE GUM - TWICE; NICODERM PATCH - TWICE1



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



































25.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

























39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





39.1.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

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

Click here to navigate to discrepancy details for this CRF





39.1.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





40.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.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















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



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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R259022013

Page_07

CD_001

R5017 Screening
07

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

25-FEB-2010 12:34:09

25-FEB-2010 12:34:58

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error
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R259022013

Page_07

CD_001

R5017 Screening
07

Lb Page number 7 Screening

LB

Date

No (Specify
samples not
done, reason)/Co

Requisition
Number 1: (1)

Requisition
Number 1: (1)

Requisition
Number 2 (if
applicable): (2)

Requisition
Number 3 (if
applicable): (3)

Were the
scheduled
laboratory
samples ob

Were there any
clinically
significant la
(1)

1

1

1

1

1

1

1

1

197-967-0027-0

13-JUL-2009

197-967-0027-0

194-967-0027-0

YES

NO

25-FEB-2010 12:34:58

25-FEB-2010 12:34:58

25-FEB-2010 12:34:58

31-MAR-2010 12:12:19

25-FEB-2010 12:34:58

25-FEB-2010 12:34:58

25-FEB-2010 12:34:58

25-FEB-2010 12:34:58

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

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
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Row
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Changed To
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By
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Comment
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R259023113

Page_09

CD_001

R5017 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

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

3

3

3

3

3

3

3

3

3

3

3

5

5

5

00-00-2004

00-00-2005

LUMPECTOMY

BILATERAL OOPHORECTOMY

3

00-00-2003

00-00-2003

<Row Deleted>

00-00-2003

<Row Deleted>

00-00-2003

<Row Deleted>

BILATERAL OOPHORECTOMY

TOTAL HYSTERECTOMY

<Row Deleted>

<Row Deleted>

3

<Row Deleted>

05-JUL-2009

<Row Deleted>

22-OCT-2009 14:49:46

22-OCT-2009 14:49:46

22-OCT-2009 14:49:46

22-OCT-2009 14:49:46

22-OCT-2009 14:49:46

22-OCT-2009 14:49:46

10-FEB-2010 11:36:22

22-OCT-2009 14:49:46

22-OCT-2009 14:49:46

22-OCT-2009 14:49:46

22-OCT-2009 14:49:46

04-DEC-2009 13:34:47

13-JAN-2010 14:35:48

04-DEC-2009 13:34:47

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

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

2
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Patient
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CRF
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Section
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R259023113

Page_09

CD_001

R5017 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

5

5

5

5

5

5

5

6

6

6

6

6

6

6

6

FULL HYSTERECTOMY

5

00-00-2003

00-00-2003

BILATERAL OOPHORECTOMY

FLATULENCE

<Row Deleted>

ALLERGIC TO POISON IVY

<Row Deleted>

CHECKED

<Row Deleted>

5

<Row Deleted>

00-00-2008

<Row Deleted>

<Row Deleted>

FLATULENCE

CHRONIC FLATULENCE

<Row Deleted>

13-JAN-2010 14:35:48

04-DEC-2009 13:34:47

13-JAN-2010 14:35:48

04-DEC-2009 13:34:47

13-JAN-2010 14:35:48

04-DEC-2009 13:34:47

13-JAN-2010 14:35:48

22-OCT-2009 14:49:46

13-JAN-2010 14:35:48

22-OCT-2009 14:49:46

13-JAN-2010 14:35:48

22-OCT-2009 14:49:46

13-JAN-2010 14:35:48

04-MAR-2010 13:50:28

22-OCT-2009 14:49:46

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Data Entry Error

2
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R259023113

Page_09

CD_001

R5017 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Sequence Number

Sequence Number

6

6

6

6

CHECKED

<Row Deleted>

6

13-JAN-2010 14:35:48

22-OCT-2009 14:49:46

13-JAN-2010 14:35:48

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

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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R259026013

Page_10

CD_001

R5017 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (NRT)
(4)

Comments (NRT)
(4)

Comments
(pharmaceuticals
) (5)

Comments
(pharmaceuticals
) (5)

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

1

1

1

1

1

NICOTINE GUM

NICOTINE GUM - TWICE;
NICODERM PATCH - TWICE;

NICOTENE PATCH

NICODERM PATCH

2

NICOTINE GUM - TWICE;
NICODERM PATCH - TWICE;

NICOTINE GUM - TWICE;
NICODERM PATCH - TWICE

NICODERM PATCH

CHANTIX ONCE

4

12-JAN-2010 16:48:05

11-MAR-2010 09:37:47

10-NOV-2009 11:56:05

12-JAN-2010 16:48:05

12-JAN-2010 16:48:05

Sharon Ladenes

Krysia Magnuson

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Removed extra ;
KAY 11Mar2010.

Data Entry Error

ODM/SEC

Data Entry Error

Data Entry Error

Data Entry Error
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R276758813

Page_25

CD_001

R5017 Ip, Week 13
25

CRF Header

DCI Blank Flag

DCI Blank Flag

DCI Blank Flag

1

1

1

N

Y

N

Y

N

Y

18-JAN-2010 12:12:39

19-JAN-2010 12:22:55

15-MAR-2010 17:40:36

Sharon Ladenes

Sharon Ladenes

Stephanie Felton

Data Entry Error

Data Entry Error

Data Entry Error

0
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R276758813

Page_25

CD_001

R5017 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

Comments (HDYF)
(8)

Comments
(behavioral
counseling) (6)

Comments
(compliant) (4)

Comments
(contacted by
phone) (1)

Comments (cut
down) (9)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Date

If Subject was
not compliant,
approximat (5)

Was Behavioral
Counseling Given
(6)

1

1

1

1

1

1

1

1

1

1

1

26-OCT-2009

21

YES

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

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
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R276758813

Page_25

CD_001

R5017 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

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

Was subject
instructed to
cut down on pr
(9)

1

1

1

1

1

1

YES

NO

YES

YES

YES

YES

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

19-JAN-2010 12:22:55

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

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
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R285717413

Page_28

CD_001

R5017 Ip, Week 16
28

Oral Health Exam Page number 28 Ip, Week 16

EX1

Findings*

3

NE

NO

11-JAN-2010 15:15:54

Sharon Ladenes

Data Entry Error

1
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R267074713

Page_39

CD_001

R5017 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

Dose

Drug name

Frequency

Frequency

1

1

1

1

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

1

EVERY DAY

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

1

500

ADVIL

EVERY DAY

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

05-OCT-2009 13:56:49

05-OCT-2009 14:00:24

05-OCT-2009 13:56:49

05-OCT-2009 13:56:49

10-FEB-2010 11:38:53

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

1
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R267074713

Page_39

CD_001

R5017 Pcm
39

Pcm Page number 39 Pcm

CM1

Has the subject
taken any
medications pr

Indication

Ongoing

Start Date

Start Date

Start Date

Start Date

Stop Date

Stop Date

Unit

Unit

other, specify
(frequency)

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

1

NO

05-AUG-2005

05-JUN-200595

05-JUN-2009

05-JUN-2009

TABLET

YES

HEADACHE

05-AUG-2005

05-JUN-200595

05-JUN-2009

05-JUL-2009

05-JUN-2009

05-JUL-2009

TABLET

MILLIGRAMS

05-OCT-2009 13:56:49

05-OCT-2009 13:56:49

05-OCT-2009 13:56:49

05-OCT-2009 13:56:49

05-OCT-2009 14:00:24

05-OCT-2009 14:01:22

13-JAN-2010 14:14:08

05-OCT-2009 13:56:49

13-JAN-2010 14:14:08

05-OCT-2009 13:56:49

05-OCT-2009 14:00:24

05-OCT-2009 13:56:49

05-OCT-2009 13:56:49

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

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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R272839113

Page_39

CD_001

R5017 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

ATC4 Code

1

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D04

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04

D04A

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04A

D

R

DERMATOLOGICALS, D

RESPIRATORY SYSTEM, R

D04

R06

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

D04A

R06A

ANTIPRURITICS,INCL
ANTIHIST,ANESTHET,ETC.,
D04A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

D04AA

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. 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
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R272839113

Page_39

CD_001

R5017 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC4 Code

ATC4 Text

ATC4 Text

Drug Modified
Reported Term

Drug name

Indication

Preferred Term

Preferred Term
Code

Start Date

Stop Date

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

D04AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

BENEDRYL

BENEDRYL

ASTHMA

05-JUN-2009

06-JUN-2009

R06AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

AMINOALKYL ETHERS, R06AA

BENADRYL

BENADRYL

POISON IVY

DIPHENHYDRAMINE
HYDROCHLORIDE

00000402001

05-JUL-2009

06-JUL-2009

BENADRYL /00000402/

00000402002

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 14:24:56

26-APR-2010 12:25:24

26-APR-2010 12:20:51

05-OCT-2009 14:03:08

26-APR-2010 12:25:24

26-APR-2010 12:25:24

13-JAN-2010 14:30:05

13-JAN-2010 14:30:05

26-APR-2010 12:25:24

26-APR-2010 12:25:24

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Sharon Ladenes

Joanne Mccaigue

Joanne Mccaigue

Sharon Ladenes

Sharon Ladenes

Joanne Mccaigue

Joanne Mccaigue

Obvious spelling
correction.  JLM
26Apr2010

Class. Change

Data Change

Class. Change

Data Change

ODM/SEC

Data Entry Error

Data Change

Data Change

Data Entry Error

Data Entry Error

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



Report run by Brian Saari at 06-MAR-2013 16:13:29 84Page

R272839713

Page_39

CD_001

R5017 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Indication

Stop Date

1

1

GAS

05-JUN-2009

FLATULENCE

05-JUL-2009

13-JAN-2010 14:30:42

13-JAN-2010 14:30:42

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Data Entry Error

1
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ATC1 Text

ATC2 Code
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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

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change
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Pcm Page number 39 Pcm.4

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Indication

Indication

Preferred Term

1

1

1

1

1

1

1

1

1

1

1

1

1

TRIAMITERENE

TRIAMITERENE

ELEVATED BLOOD PRESSUE

ELEVATED BLOOD PRESSURE

C

CARDIOVASCULAR SYSTEM, C

C03

DIURETICS, C03

C03D

POTASSIUM-SPARING
AGENTS, C03D

C03DB

OTHER POTASSIUM-SPARING
AGENTS, C03DB

TRIAMTERENE

TRIAMTERENE

ELEVATED BLOOD PRESSURE

HYPERTENSION

TRIAMTERENE

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 16:03:16

09-APR-2010 16:03:29

21-APR-2010 11:17:37

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

Joanne Mccaigue

Sharon Ladenes

Carol Kraucyk

Obvious spelling
correction.  JLM
09Apr2010

Obvious spelling
correction.  JLM
09Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change
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ODM/SEC

ODM/SEC
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Data Change
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N

Y

27-APR-2010 11:51:26

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



Report run by Brian Saari at 06-MAR-2013 16:13:29 89Page

R272840413

Page_40

CD_001

R5017 Ae
40

Ae Page number 40 Ae

AE1

Action Taken

1

NONE

OTHER DRUG

22-DEC-2009 11:58:48
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Ds Page number 46 Study Competion
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1

26-OCT-2009
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SCREENING

LB 7PAGE_07

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

194-967-0027-0

Please verify updating requisition number to 194-967-0027-0.

Discrepancy Detail Report
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 16:13:29 93Page

R259022013

CD_001 R501774010111

SCREENING
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CURRENT

Due Diligence

MANUAL HEADER

Resolved-Response Edited

Please provide result for urine pregnancy test or select N/A.

Developed onstudy, reported as A/E with resolve date however condition now becomes a part
of medical history
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CURRENT

Due Diligence

MANUAL HEADER

Resolved-Response Edited

Please provide result for urine drug screen.

Developed onstudy, reported as A/E with resolve date however condition now becomes a part
of medical history
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SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

3

6

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

TOTAL HYSTERECTOMY

CHRONIC FLATULENCE

Please list total hysterectomy instead of bilateral oophorectomy.

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

SMOKING HISTORY 10PAGE_10

Comments (pharmaceuticals) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

CHANTIX ONCE

It appears that the nicotine patch should be listed under the NRT section of this page
and per source subject tried Chantix one time.  Please review source and revise CRF page
as applicable.
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IP, WEEK 16

ORAL HEALTH EXA 28PAGE_28

Findings* 3

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Per eNTF this should be answered No.
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PCM

PCM

PCM

PCM

39

39

PAGE_39

PAGE_39

Frequency

Start 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

ONCE

20090705

Per source con-med page, frequency is OTO.  Please review source and amend CRF page if
applicable.

Please review source con-med page and clarify start and stop month.

Document #:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:

CRF:

Field:
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PCM.1

PCM 39PAGE_39

Start Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090705

Please have staff clarify handwriting for month of start and stop dates for use of
benadryl.  Revise as applicable.
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PCM.2

PCM.2

PCM

PCM

39

39

PAGE_39

PAGE_39

Indication

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

FLATULENCE

20090705

Medication taken , but no indication in medical history, please follow-up and revise the
med. hx. page if applicable.

Please have staff verify / clarify month of stop date.  See source.  Revise CRF page as
applicable.
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PCM.4

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HYPERTENSION

Please update to Hypertension to match AE term.

UPDATED

Verfied.  JLM 23Apr2010
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59274711

63442511

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

Onset Date

Onset Date

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

200910

200910

Please have PI review subject's chart, med. hx. screening and ET for possible revision of
start date.

Value of 00-OCT-2009 for Onset Date is an incomplete date or time

exact date unknown
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STUDY COMPETION

DS 46PAGE_46

Date the subject completed OR withdrew f 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20091221

Early term visit completed on 21Dec09, please revise completion date.
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