
   

CRF Report for Study E8230249
Report run by Tamara Fisher at 13-AUG-2014 16:46:57

Abc 123

Abc 123

M01

All statuses

All statuses

1044

1044

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





















008.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF















014.OS.1

OverFlow Section For Document Number R340931913

MARLBORO GOLD PACK1























023.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





























035.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





036.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





037.OS.1

OverFlow Section For Document Number R341128413

ND SUBJECT TOOK NO PRODUCT ON THIS DAY1



037.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





















045.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

























055.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







057.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





058.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



















066.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







067.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





















076.OS.1

OverFlow Section For Document Number R341184913

NO ONE NOT PROCESSED DUE TO BEING BURNT1



076.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







077.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







079.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





080.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







082.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF









085.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





085.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





085.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





085.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





086.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







088.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





088.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





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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R341112913

Page_23

M01

1044 Day 1
023

Alc Page number 23 Day 1

SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

1

1

2

02

00

23-DEC-2010 09:46:26

23-DEC-2010 09:46:26

Luis Hernandez

Luis Hernandez

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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R341127913

Page_35

M01

1044 Day 2
035

Vs Page number 35 Day 2

VS

Oral Temperature
(C)
1

36.4

36.8

16-FEB-2011 15:28:06

Dawn Winter

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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R341127913

Page_35

M01

1044 Day 2
035

Alc Page number 35 Day 2

SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

1

1

2

02

00

23-DEC-2010 09:46:50

23-DEC-2010 09:46:50

Luis Hernandez

Luis Hernandez

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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R341128113

Page_36

M01

1044 Day 2
036

Snus_Disp Page number 36 Day 2

SU

Amount Dispensed
(1)

Date

Flavor Dispensed
(2)

Seq.

Time Dispensed
(1)

Time Returned
(2)

1

1

1

1

1

1

05-NOV-2010

1

ND

29-MAR-2011 10:17:58

29-MAR-2011 10:17:58

29-MAR-2011 10:17:58

29-MAR-2011 10:17:58

29-MAR-2011 10:17:58

29-MAR-2011 10:17:58

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

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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R341128413

Page_37

M01

1044 Day 2
037

Eod_Snus Page number 37 Day 2

INDYN

Does Count Agree
with Usage Log-
Comment
1

NA

ND SUBJECT TOOK NO
PRODUCT ON THIS DAY

29-MAR-2011 10:20:24

Dawn Winter

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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R341136613

Page_45

M01

1044 Day 3
045

Alc Page number 45 Day 3

SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

1

1

2

02

00

23-DEC-2010 09:47:06

23-DEC-2010 09:47:06

Luis Hernandez

Luis Hernandez

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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R341139313

Page_55

M01

1044 Day 3
055

Pcu Page number 55 Day 3

PCU

Start Date

Start Time

Stop Date

1

1

1

03-NOV-2010

0712

04-NOV-2010

06-NOV-2010

0652

07-NOV-2010

29-NOV-2010 09:12:05

17-FEB-2011 08:43:35

29-NOV-2010 09:12:05

Dawn Winter

Dawn Winter

Dawn Winter

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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R341142313

Page_57

M01

1044 Day 4
057

Alc Page number 57 Day 4

SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

1

1

2

02

00

23-DEC-2010 09:47:23

23-DEC-2010 09:47:23

Luis Hernandez

Luis Hernandez

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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R341164813

Page_58

M01

1044 Day 4
058

Snus_Disp Page number 58 Day 4

SU

Amount Dispensed
(1)

Date

Flavor Dispensed
(2)

Seq.

Time Dispensed
(1)

Time Returned
(2)

1

1

1

1

1

1

07-NOV-2010

1

ND

29-MAR-2011 10:21:28

29-MAR-2011 10:21:28

29-MAR-2011 10:21:28

29-MAR-2011 10:21:28

29-MAR-2011 10:21:28

29-MAR-2011 10:21:28

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

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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R341166513

Page_66

M01

1044 Day 4
066

Ub_Disp Page number 66 Day 4

SU

If No, Comment

If No, Comment

If No, Comment

If No, Comment

If No, Comment

If No, Comment

Mouth-End Filter
Cut for YIU?

Mouth-End Filter
Cut for YIU?

1

2

3

4

5

6

7

7

YES

<Row Deleted>

29-NOV-2010 10:03:24

29-NOV-2010 10:03:24

29-NOV-2010 10:03:24

29-NOV-2010 10:03:24

29-NOV-2010 10:03:24

29-NOV-2010 10:03:24

29-NOV-2010 10:03:03

29-NOV-2010 10:03:24

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

Dawn Winter

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Pass1

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



Report run by Tamara Fisher at 13-AUG-2014 16:47:01 139Page

R341143213

Page_67

M01

1044 Day 5/Early Term
067

Alc Page number 67 Day 5/Early Term

SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

1

1

2

02

00

23-DEC-2010 09:51:08

23-DEC-2010 09:51:08

Luis Hernandez

Luis Hernandez

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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R341184913

Page_76

M01

1044 Day 5/Early Term
076

Eod Page number 76 Day 5/Early Term

INDYN

Does Count Agree
with Usage Log-
Comment
1

NO

NO ONE NOT PROCESSED DUE
TO BEING BURNT

29-MAR-2011 10:22:55

Dawn Winter

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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R341186213

Page_77

M01

1044 Day 5/Early Term
077

Pcu Page number 77 Day 5/Early Term

PCU

Start Time

1

0712

0652

17-FEB-2011 08:44:55

Dawn Winter

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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R341186213

Page_77

M01

1044 Day 5/Early Term
077

Pnct Page number 77 Day 5/Early Term

PCB

Comments

3

DIFFICULT DRAW 17-FEB-2011 08:44:55

Dawn Winter

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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R341186713

Page_79

M01

1044 Day 5/Early Term
079

Cohb Page number 79 Day 5/Early Term

PCB

Comments

1

DIFFICULT DRAW 17-FEB-2011 08:45:54

Dawn Winter

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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R341187213

Page_80

M01

1044 Day 5/Early Term
080

Lb Page number 80 Day 5/Early Term

LB

Requisition
Number 2 (if
applicable): (2)
1

G797935 17-FEB-2011 08:07:34

Dawn Winter

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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R341229413

Page_85

M01

1044 Ae
085

Ae Page number 85 Ae

AE

Action Taken
with Study
Treatment
1

NA

NOT CHANGED

29-MAR-2011 10:23:50

Dawn Winter

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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R341229713

Page_85

M01

1044 Ae.1

Ae Page number 85 Ae.1

AE

Action Taken
with Study
Treatment
1

NA

NOT CHANGED

29-MAR-2011 10:25:03

Dawn Winter

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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R341230313

Page_85

M01

1044 Ae.2

Ae Page number 85 Ae.2

AE

Action Taken
with Study
Treatment
1

NA

NOT CHANGED

29-MAR-2011 10:26:00

Dawn Winter

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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R353202213

Page_85

M01

1044 Ae.3

Ae Page number 85 Ae.3

AE

Adverse Event

1

DIFFUGE T WAVE
ABNORMALITIES
DIFFUSE T WAVE
ABNORMALITIES

23-FEB-2011 13:41:19

Dawn Winter

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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R341239113

Page_86

M01

1044 Vs Additional
086

Vs Page number 86 Vs Additional

VS

Oral Temperature
(C)

Pulse
(beats/minute)

Respiratory Rate
(breaths/minute)
(1)

Oral Temperature
(C)

Pulse
(beats/minute)

Respiratory Rate
(breaths/minute)
(1)

1

1

1

2

2

2

NA

NA

NA

NA

NA

NA

ND

ND

ND

ND

ND

ND

21-FEB-2011 10:08:55

21-FEB-2011 10:08:55

21-FEB-2011 10:08:55

21-FEB-2011 10:08:55

21-FEB-2011 10:08:55

21-FEB-2011 10:08:55

Luis Hernandez

Luis Hernandez

Luis Hernandez

Luis Hernandez

Luis Hernandez

Luis Hernandez

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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R341240113

Page_88

M01

1044 Eg Additional
088

Eg Page number 88 Eg Additional

EG

Comments
Regarding CS
Findings:

Comments
Regarding CS
Findings:

ECG
Interpretation

2

2

2

DUE TO T WAVE ABNORMAL

ABNORMAL, NCS

DUE TO T WAVE ABNORMAL

WIDESPREAD NON SPECIFIC
T WAVE

ABNORMAL, CS

23-FEB-2011 07:57:01

23-FEB-2011 08:01:44

23-FEB-2011 07:57:01

Dawn Winter

Dawn Winter

Dawn Winter

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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R341240513

Page_88

M01

1044 Eg Additional.1

Eg Page number 88 Eg Additional.1

EG

Comments
Regarding CS
Findings:

ECG
Interpretation

1

1

ABNORMAL, NCS

DUE TO ABNORMAL T WAVE

ABNORMAL, CS

23-FEB-2011 08:02:49

23-FEB-2011 08:02:49

Dawn Winter

Dawn Winter

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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R340815813

M01 1044257102811

SCREEN 1

BM 8PAGE_08

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Subject's BMI 31.7 is less than 18.0 or greater than 30.0 kg/m2.  Please reconcile.

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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R341127913

M01 1044299298011

DAY 2

VS 35PAGE_35

Oral Temperature (C) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

36.8

Per source documents the temperature reads 36.8 degrees. Please review source and
reconcile.

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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R341128113

M01

M01

M01

1044

1044

1044

320724811

320724911

319795311

DAY 2

DAY 2

DAY 2

SNUS_DISP

SNUS_DISP

SNUS_DISP

36

36

36

PAGE_36

PAGE_36

PAGE_36

Amount Dispensed

Flavor Dispensed

NA, Not SNUS or Dual Use group

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Data value changed. Disc no longer applicable.

UNIVARIATE

UNIVARIATE

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NOTCHECK

Value for Amount Dispensed has not been supplied

Value for Flavor Dispensed has not been supplied

Please indicate if any SNUS was dispensed.  If not, please report the sequence number,
date, and report 'ND' in the time dispensed.

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

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:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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R341128113

M01

M01

1044

1044

320725011

320725111

DAY 2

DAY 2

SNUS_DISP

SNUS_DISP

36

36

PAGE_36

PAGE_36

Time Returned 1

CURRENT

CURRENT

Confirmed

Confirmed

UNIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Value for Time Returned has not been supplied

'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Please reconcile.

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

CRF:
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EOD_SNUS 37PAGE_37

Does Count Agree with Usage Log-Comment 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ND SUBJECT TOOK NO PRODUCT ON THIS DAY

Please report 'ND' instead of 'NA' and provide a comment.
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Start Time 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

0652

The time entered in source documents is before the time entered into RDC. Please review
the source and reconcile.

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 Tamara Fisher at 13-AUG-2014 16:47:01 158Page

R341164813

M01

M01

M01

1044

1044

1044

320725811

320725911

319795511

DAY 4

DAY 4

DAY 4

SNUS_DISP

SNUS_DISP

SNUS_DISP

58

58

58

PAGE_58

PAGE_58

PAGE_58

Amount Dispensed

Flavor Dispensed

NA, Not SNUS or Dual Use group
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1
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No Action Required
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Data value changed. Disc no longer applicable.
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MANUAL

Resolved-Response Edited
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NOTCHECK

Value for Amount Dispensed has not been supplied

Value for Flavor Dispensed has not been supplied

Please indicate if any SNUS was dispensed.  If not, please report the sequence number,
date, and report 'ND' in the time dispensed.
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Value for Time Returned has not been supplied

'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Please reconcile.
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Does Count Agree with Usage Log-Comment 1

CURRENT

Data value changed. Disc no longer applicable.
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NO ONE NOT PROCESSED DUE TO BEING BURNT

Please provide a comment as to why the count does not agree.

comment added
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Start Time 1

CURRENT
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0652

Per source documents the collection start time is prior to the time listed in RDC. Please
review source and correct the time.

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 Tamara Fisher at 13-AUG-2014 16:47:01 162Page

R341186213

M01 1044299325711

DAY 5/EARLY TER

PNCT 77PAGE_77

Comments 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

Per eCRF completion guidelines the comment is not needed. Please remove.
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Per CRF completion guidelines the comment is not needed. Please remove.

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 Tamara Fisher at 13-AUG-2014 16:47:01 164Page

R341188613

M01 1044299326611

DAY 5/EARLY TER

EG 82PAGE_82

Comments Regarding CS Findings: 1

CURRENT
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Please complete this field, adding the comments listed on the ECG.

finding is not cs comment not needed
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Action Taken with Study Treatment 1

CURRENT

Data value changed. Disc no longer applicable.
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Resolved-Response Edited

NOT CHANGED

Since the AE occurred during the time when the product was being taken, would this be
better identified as 'Dose Not Changed'?

changed
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Action Taken with Study Treatment 1

CURRENT

Data value changed. Disc no longer applicable.
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NOT CHANGED

Since the AE occurred during the time when the product was being taken, would this be
better identified as 'Dose Not Changed'?
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NOT CHANGED

Since the AE occurred during the time when the product was being taken, would this be
better identified as 'Dose Not Changed'?
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DIFFUSE T WAVE ABNORMALITIES

Please verify if "diffuge" should be "diffuse"

The Subject has had an Adverse Event of  DIFFUSE T WAVE ABNORMALITIES  with a Onset Date
of  08-NOV-2010 but the Resolved Time is missing and Ongoing is not ticked. Please
provide the Resolved Time of the AE or clarify if Ongoing.
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QTc Interval (milliseconds)

2

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

ABNORMAL, CS

453

Monitor to verify upon assessment of significance by PI.

Value of 453 for QTc Interval (milliseconds) above expected maximum of 450
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ABNORMAL, CS

464

Monitor to verify upon significance assessment by PI.

Value of 464 for QTc Interval (milliseconds) above expected maximum of 450
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