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Abc 123

Abc 123

L0689282_2

All statuses

All statuses

R2012

R2012

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



















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.OS.1

OverFlow Section For Document Number R243911913

NASAL/SINUS CONGESTION EPISODIC/INTERMITTENT1



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 R243698213

NICOTINE PATCHES 2007 & 2008, NICOTINE GUM 20061





11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





12.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



















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.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











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







40.U3.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.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.U5.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U7.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U8.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U9.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U12.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.U13.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U14.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U15.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U17.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U18.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U19.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U21.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U22.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U23.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U24.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U25.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U26.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U27.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U28.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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R243697113

Page_07

L0689282_2

R2012 Screening
07

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

12-AUG-2009 13:53:22

12-AUG-2009 13:53:35

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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R243697113

Page_07

L0689282_2

R2012 Screening
07

Lb Page number 7 Screening

LB

Date

No (Specify
samples not
done, reason)/Co

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

15-APR-2009

105-685-0003-0

YES

NO

12-AUG-2009 13:53:35

12-AUG-2009 13:53:35

12-AUG-2009 13:53:35

12-AUG-2009 13:53:35

12-AUG-2009 13:53:35

12-AUG-2009 13:53:35

12-AUG-2009 13:53:35

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

Row Inserted

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R243911913

Page_09

L0689282_2

R2012 Screening
09

Mh Page number 9 Screening

DTE

MH1

Date

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

Date of Onset

1

1

1

1

1

1

1

1

1

1

2

10-APR-2009

NASAL/SINUS CONGESTION

NASAL/SINUS CONGESTION
EPISODIC/INTERMITTENT

NASAL/SINUS CONGESTION

NO

15-APR-2009

00-00-1989

NASAL/SINUS CONGESTION

NASAL/SINUS CONGESTION
EPISODIC/INTERMITTENT

NASAL/SINUS CONGESTION

NASAL/SINUS CONGESTION
EPISODIC/INTERMITTENT

YES

CHECKED

01

00-00-2005

29-APR-2009 16:19:26

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

03-MAR-2010 12:01:03

03-MAR-2010 12:07:43

03-MAR-2010 12:15:53

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

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

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

1

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #

Group Name

Group Name

Field

Field

Row

Row

Changed From

Changed From

Changed To

Changed To

Impact on
resequence

Impact on
resequence

On

On

By

By

Reason

Reason

Comment

Comment
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R243911913

Page_09
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R2012 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

Diagnosis/Proced
ure

Ongoing

Sequence Number

2

2

2

2

3

3

3

3

3

4

4

4

4

4

4

00-00-1985

TENSION HEADACHES

CHECKED

02

00-00-1989

SEASONAL ALLERGIES

CHECKED

03

00-00-1985

00-00-1989

GENERAL ACHES

CHECKED

04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

11-JUN-2009 15:09:04

14-APR-2010 16:40:07

06-MAY-2010 13:34:34

14-APR-2010 16:40:07

14-APR-2010 16:40:07

14-APR-2010 16:40:07

14-APR-2010 16:40:07

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

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

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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R243699113

Page_11
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R2012 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

11-JUN-2009 15:10:34

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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R243700813

Page_12

L0689282_2

R2012 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Findings

Findings

Sequence Number

Sequence Number

Sequence Number

1

1

1

1

1

1

1

1

YES

NO

UPPER & LOWER DENTURES

01

NO

YES

<Row Deleted>

UPPER AND LOWER DENTURES

<Row Deleted>

01

12-AUG-2009 13:54:02

08-JAN-2010 14:45:27

12-AUG-2009 13:54:02

15-DEC-2009 12:21:25

08-JAN-2010 14:45:27

12-AUG-2009 13:54:02

15-DEC-2009 12:21:25

08-JAN-2010 14:45:27

Amanda Lynn

Amanda Lynn

Amanda Lynn

Joanne Numrich

Amanda Lynn

Amanda Lynn

Joanne Numrich

Amanda Lynn

Data Entry Error

Data Entry Error

Data Entry Error

Investigator
Correction

Row Inserted

Data Entry Error

Investigator
Correction

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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R263294213

Page_24
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R2012 Ip, Week 10
24

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

16-NOV-2009 09:37:02

16-NOV-2009 09:37:37

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
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Comment
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R263294213

Page_24

L0689282_2

R2012 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

Comments (HDYF)
(8)

Comments
(compliant) (4)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Date

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject's
smoking status
reviewed (2)

1

1

1

1

1

1

1

1

1

1

1

60

06-JUL-2009

70

70

YES

NO

YES

16-NOV-2009 09:37:37

16-NOV-2009 09:37:37

16-NOV-2009 09:37:37

16-NOV-2009 09:37:37

16-NOV-2009 09:37:37

16-NOV-2009 09:37:37

23-OCT-2009 14:38:47

16-NOV-2009 09:37:37

16-NOV-2009 09:37:37

16-NOV-2009 09:37:37

16-NOV-2009 09:37:37

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

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row
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Changed To
Impact on
resequence

On
By
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Comment
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R263294213

Page_24
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R2012 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

Was Subject's
use of study
product revie
(3)
1

YES

16-NOV-2009 09:37:37

Amanda Lynn

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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R266251413

Page_31

L0689282_2

R2012 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

180

21

23-OCT-2009 14:39:55

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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R243705713

Page_39
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R2012 Pcm
39

Pcm Page number 39 Pcm

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 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R250006313

Page_39
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R2012 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Unit

other, specify
(unit)

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

D04AA

ANTIHISTAMINES FOR
TOPICAL USE, D04AA

800

MILLIGRAMS

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AA

AMINOALKYL ETHERS, R06AA

4

OTHER

CAPSULES

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

27-APR-2010 12:24:54

27-APR-2010 12:24:54

27-APR-2010 12:24:54

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Amanda Lynn

Amanda Lynn

Amanda Lynn

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

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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R246133313

Page_40
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R2012 Ae.1

Ae Page number 40 Ae.1

AE1

Adverse Event

Relationship to
Date

Resolved Date

Resolved Time

1

1

1

1

HICCOUGHS

UNLIKELY

05-MAY-2009

0730

INTERMITTENT HICCOUGHS

POSSIBLY

24-JUL-2009

1002

16-FEB-2010 14:52:14

13-AUG-2009 13:02:39

12-FEB-2010 14:10:26

12-FEB-2010 14:10:26

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

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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R247729013

Page_40

L0689282_2

R2012 Ae.3

Ae Page number 40 Ae.3

AE1

Severity

1

SEVERE

MODERATE

13-AUG-2009 13:03:16

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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R247729213

Page_40
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R2012 Ae.4

Ae Page number 40 Ae.4

AE1

Adverse Event

Relationship to
Date

Resolved Date

Resolved Time

1

1

1

1

ESOPHAGEAL REFLUX

UNLIKELY

15-MAY-2009

1832

INTERMITTENT ESOPHAGEAL
REFLUX

POSSIBLY

21-MAY-2009

1900

16-FEB-2010 14:53:02

13-AUG-2009 13:03:44

16-FEB-2010 14:53:02

16-FEB-2010 14:53:02

Amanda Lynn

Amanda Lynn

Amanda Lynn

Amanda Lynn

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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R247729913

Page_40
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R2012 Ae.5

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

12-FEB-2010 14:14:04

12-FEB-2010 14:18:00

Amanda Lynn

Amanda Lynn

CRA Correction

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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R247729913

Page_40
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R2012 Ae.5

Ae Page number 40 Ae.5

AE1

Action Specify

Action Taken

Adverse Event

Adverse Event

Did the subject
experience any
adverse e

Ongoing

Onset Date

Onset Time

Outcome to Date

Relationship to
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