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Abc 123

CD_001

All statuses

All statuses

R5021

R5021

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

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

Starting patient:

Ending patient:
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Data value
Data value with discrepancy























09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF























18.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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









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





25.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

Click here to navigate to discrepancy details for this CRF

























38.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





40.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U4.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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R259451013

Page_09

CD_001

R5021 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

1

1

1

1

1

1

NO

07-JUL-2009

08-JUL-2009

MENSTRUAL CRAMPS

YES

1

27-APR-2010 12:15:25

27-APR-2010 12:15:25

27-APR-2010 12:15:25

27-APR-2010 12:15:25

27-APR-2010 12:15:25

27-APR-2010 12:15:25

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

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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R267034213

Page_18

CD_001

R5021 Ip, Week 6
18

Lb Page number 18 Ip, Week 6

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

NA

NO

20-OCT-2009 13:39:58

20-OCT-2009 13:39:58

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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R267035213

Page_20

CD_001

R5021 Ip, Week 6
20

Ex Page number 20 Ip, Week 6

EX1

0.5 g of snus or
placebo logs
dispensed

1.0 g of snus or
placebo logs
dispensed

1

1

30

10

3

1

22-OCT-2009 17:02:15

22-OCT-2009 17:02:15

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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R267035213

Page_20

CD_001

R5021 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

Was Subject
compliant (4)

Was Subject
compliant (4)

1

1

1

1

1

1

UNKNOWN

YES

NO

YES

UNKNOWN

UNKNOWN

NO

YES

NO

04-DEC-2009 13:45:29

12-JAN-2010 17:40:51

10-FEB-2010 18:37:52

04-DEC-2009 13:45:29

12-JAN-2010 17:40:51

10-FEB-2010 18:37:52

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

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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R275377313

Page_21

CD_001

R5021 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

1

1

1

DIARY AND PHONE CALL DO
NOT MATCH

UNKNOWN

YES

DIARY AND PHONE CALL DO
NOT MATCH

UNKNOWN

2

NO

04-DEC-2009 13:46:05

15-MAR-2010 17:44:33

04-DEC-2009 13:46:05

15-MAR-2010 17:44:33

04-DEC-2009 13:46:05

Sharon Ladenes

Stephanie Felton

Sharon Ladenes

Stephanie Felton

Sharon Ladenes

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R275380713

Page_24

CD_001

R5021 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

7

4

10-FEB-2010 18:40:49

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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R282985213

Page_25

CD_001

R5021 Ip, Week 13
25

CRF Header

DCI Blank Flag

1

N

Y

15-MAR-2010 17:47:30

Stephanie Felton

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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R282985813

Page_27

CD_001

R5021 Ip, Week 16
27

Lb Page number 27 Ip, Week 16

LB

Were there any
clinically
significant la
(1)
1

NO

10-FEB-2010 13:45:42

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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R291880513

Page_38

CD_001

R5021 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

4

NO

10-FEB-2010 18:43:30

10-FEB-2010 18:43:30

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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R259450413

Page_39

CD_001

R5021 Pcm
39

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

30-JUL-2009 16:38:57

03-SEP-2009 14:39:13

Sharon Ladenes

Sharon Ladenes

Key Change

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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R259450413

Page_39

CD_001

R5021 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

Has the subject
taken any
medications pr

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

2

NO

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

2

1

MIDOL

ONCE

YES

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 14:13:02

10-FEB-2010 18:45:03

05-OCT-2009 14:13:02

05-OCT-2009 14:13:02

05-OCT-2009 14:13:02

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

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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R259450413

Page_39

CD_001

R5021 Pcm
39

Pcm Page number 39 Pcm

CM1

Indication

Ongoing

Start Date

Stop Date

Unit

other, specify
(frequency)

other, specify
(unit)

1

1

1

1

1

1

1

MENSTRUAL CRAMPS

07-JUL-2009

07-JUL-2009

TABLET

05-OCT-2009 14:13:02

05-OCT-2009 14:13:02

05-OCT-2009 14:13:02

05-OCT-2009 14:13:02

05-OCT-2009 14:13:02

05-OCT-2009 14:13:02

05-OCT-2009 14:13:02

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

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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R272842113

Page_39

CD_001

R5021 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 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

26-APR-2010 10:36:00

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

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
resequence

On
By

Reason

Comment
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R272842113

Page_39

CD_001

R5021 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC4 Code

ATC4 Text

ATC4 Text

Dose

Drug Modified
Reported Term

Drug name

Indication

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

Unit

1

1

1

1

1

1

1

1

1

1

1

1

D04AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

1

BENEDRYL

BENEDRYL

SINUS HEADACHE

TABLET

R06AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

AMINOALKYL ETHERS, R06AA

25

BENADRYL

BENADRYL

HEADACHE

DIPHENHYDRAMINE
HYDROCHLORIDE

00000402001

BENADRYL /00000402/

00000402002

MILLIGRAMS

26-APR-2010 14:24:56

26-APR-2010 10:36:00

26-APR-2010 14:24:56

10-FEB-2010 18:46:19

20-APR-2010 11:29:16

09-APR-2010 16:12:34

11-FEB-2010 13:06:21

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

10-FEB-2010 18:46:19

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Sharon Ladenes

Carol Kraucyk

Joanne Mccaigue

Sharon Ladenes

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Sharon Ladenes

Obvious spelling
correction.  JLM
09Apr2010

Class. Change

Data Change

Class. Change

Data Entry Error

Data Change

ODM/SEC

Investigator
Correction

Data Change

Data Change

Data Change

Data Change

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



Report run by Brian Saari at 06-MAR-2013 16:35:37 84Page

R267108313

Page_40

CD_001

R5021 Ae
40

Ae Page number 40 Ae

AE1

Adverse Event

1

STOMACHACHE

DYSPEPSIA

05-OCT-2009 14:09:20

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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R278886113

Page_40

CD_001

R5021 Ae.2

Ae Page number 40 Ae.2

AE1

Adverse Event

1

SINUS HEADACHE

HEADACHE

05-FEB-2010 13:32:04

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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R286408213

Page_40

CD_001

R5021 Ae.3

CRF Header

DCI Blank Flag

1

N

Y

27-APR-2010 11:53:28

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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R286408613

Page_40

CD_001

R5021 Ae.4

CRF Header

DCI Blank Flag

1

N

Y

05-FEB-2010 13:33:02

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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R267035213

CD_001

CD_001

R5021

R5021

61071511

1790205413

IP, WEEK 6

IP, WEEK 6

STATUS REVIEW

STATUS REVIEW

20

20

PAGE_20

PAGE_20

If Subject was not compliant, approximat

Was Subject compliant

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

UNKNOWN

NO

Amount is UNK per footnote on return questionnaire for week 6.  Please reveiw and revise
CRF page if applicable.

Per return questionnaire, subject did smoke since last visit, amounts are UNK.

Discrepancy Detail Report
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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R275377313

CD_001

CD_001

R5021

R5021

82016611

1790235613

IP, WEEK 8

IP, WEEK 8

STATUS REVIEW

STATUS REVIEW

21

21

PAGE_21

PAGE_21

If Subject was not compliant, approximat

Was Subject compliant

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

2

NO

When diary and phone data do not match, phone data should be used. Please remove comment
and update result to phone data.

Per telephone source, subject did smoke but the amount is UNK.  Please add a comment that
diary and phone call do not match.

Source verified, CRF updated

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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R275380713

CD_001 R502161071811

IP, WEEK 10

STATUS REVIEW 24PAGE_24

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

4

Please see diary for this information since the diary would have been present for visit.

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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R282985813

CD_001 R502161072611

IP, WEEK 16

LB 27PAGE_27

Were there any clinically significant la 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please answer the question.

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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R291880513
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FU, WEEK 28

STATUS REVIEW 38PAGE_38

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Per source footnoted dated 05Feb10, subject did smoke and the amount is noted as 4 for
the week.  Please review source and amend CRF page if applicable.
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PCM

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1

Please review source con-med page for amount taken.  Amend CRF page if applicable.
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R5021

R5021

61114611
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PCM.1

PCM.1

PCM

PCM

39

39

PAGE_39

PAGE_39

Dose

Indication

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

25

HEADACHE

Please review source to see if the dose should be 25 and the units mgs.  Amend CRF if
applicable.

Please remove sinus following discussion with PI.
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AE.2

AE 40PAGE_40

Adverse Event 1

CURRENT

Due Diligence

MANUAL

Resolved-Response Edited

HEADACHE

Per source con-med, 'sinus' headache is listed as the indication.  Please have source AE
reviewed and clarify if 'sinus' should be added to this AE.

Diagnosis remains as recorded per P.I.
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