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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4069

R4069

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











03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

















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





















18.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







20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







22.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





















33.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

Click here to navigate to discrepancy details for this CRF













43.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









Appendix: Audit and Discrepancy Information
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Audit History Report

This section lists audited data that meets the parameters set when the report was run. It may not include all of the audited
data in a particular CRF. Refer to the documentation for a complete description of the parameters that can affect this report.
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R262420913

Page_03

P3880_0342

R4069 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

15-JAN-2010 16:41:03

Kim Freschly

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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R262425213

Page_10

P3880_0342

R4069 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Age subject
began smoking
(1)

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Other
cessation aids)
(4)

Comments (NRT)
(4)

Comments (other
cessation aids)
(6)

Comments (other
cessation aids)
(6)

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

If Yes, how many
(other cessation
aids) (5)

1

1

1

1

1

1

1

1

YES

NO

SMOKEENDERS

SMOKEENDERS

1

17

NO

YES

SMOKEENDERS

SMOKENDERS

1

15-JAN-2010 16:43:34

23-MAR-2010 10:27:36

23-MAR-2010 10:27:36

23-MAR-2010 10:27:36

23-MAR-2010 10:27:36

24-MAR-2010 15:23:24

23-MAR-2010 10:27:36

23-MAR-2010 10:27:36

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Krysia Magnuson

Kim Freschly

Kim Freschly

smokeenders to
smokenders
(official
spelling). KAY
24Mar2010.

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

ODM/SEC

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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R262435113

Page_18

P3880_0342

R4069 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

15-JAN-2010 16:57:19

15-JAN-2010 16:57:19

Kim Freschly

Kim Freschly

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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R262436813

Page_20

P3880_0342

R4069 Ip, Week 6
20

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

15-JAN-2010 16:58:57

15-JAN-2010 16:59:17

Kim Freschly

Kim Freschly

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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R262436813

Page_20

P3880_0342

R4069 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

Comments (HDYF)
(8)

Comments
(compliant) (4)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Date

If Subject was
not compliant,
approximat (5)

Was Subject
asked HDYF? (8)

Was Subject
compliant (4)

Was Subject
compliant (4)

Was Subject
compliant (4)

Was Subject
compliant (4)

Was Subject's
smoking status
reviewed (2)

1

1

1

1

1

1

1

1

1

1

1

1

YES

NO

06-AUG-2009

70

YES

NO

YES

NO

YES

15-JAN-2010 16:59:17

15-JAN-2010 16:59:17

15-JAN-2010 16:59:17

15-JAN-2010 16:59:17

15-JAN-2010 16:59:17

15-JAN-2010 16:59:17

15-JAN-2010 16:59:17

15-JAN-2010 16:58:20

15-JAN-2010 16:58:38

15-JAN-2010 16:58:53

15-JAN-2010 16:59:17

15-JAN-2010 16:59:17

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Data Entry Error

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288340813

Page_22

P3880_0342

R4069 Ip, Week 10
22

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:29:06

Kim Freschly

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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R288340913

Page_23

P3880_0342

R4069 Ip, Week 10
23

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:29:34

Kim Freschly

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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R288341013

Page_24

P3880_0342

R4069 Ip, Week 10
24

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:29:45

Kim Freschly

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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R288342413

Page_33

P3880_0342

R4069 Fu, Week 28
33

Vs Page number 33 Fu, Week 28

VS

Weight

1

92.5

203.5

26-MAR-2010 09:01:07

Kim Freschly

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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R288343113

Page_40

P3880_0342

R4069 Ae
40

Ae Page number 40 Ae

AE1

Onset Time

1

1400

UNK

23-APR-2010 14:49:05

Lana Glaser

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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R288343913

Page_43

P3880_0342

R4069 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate
Unit

1

1

1

1

1

1

1

1

1

1

1

1

1

1342

36.8

C

09-SEP-2009

80

MMHG

70

BEATS/MINUTE

SEATED

16

BREATHS/MINUTE

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R288343913

Page_43

P3880_0342

R4069 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Were Vital Signs
Collected/Were
any addi (1)

1

1

1

NO

118

MMHG

YES

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

23-MAR-2010 10:30:33

Kim Freschly

Kim Freschly

Kim Freschly

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
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R262425213

P3880_0342 R406988305511

SCREENING

SMOKING HISTORY 10PAGE_10

Comments (NRT) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

Smokenders is classified as 'Other smoking cessation aid'. Please delete Smokenders data
(1 attempt) from NRT and move it to other aid section.

DONE

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:
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R262435113

P3880_0342

P3880_0342

R4069

R4069

1790288213

1790288513

IP, WEEK 6

IP, WEEK 6

LB

LB

18

18

PAGE_18

PAGE_18

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Please add NA

Please complete CS labs?

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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R288342413

P3880_0342 R406990214111

FU, WEEK 28

VS 33PAGE_33

Weight 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

203.5

Please verify weight. Previous weights are approximately 200 lbs.

CONVERTED TO POUNDS

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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R288343113

P3880_0342 R4069110445911

AE

AE 40PAGE_40

Onset Time 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

UNK

This event has an onset date/time prior to randomization.  Please verify date/time.  If
correct, please remove as AE and move to MH page.

per subject symptoms "started with first snus", time unknown

Verified.  JLM 26Apr2010

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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Deleted CRFs Report




