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Abc 123

Abc 123

CDB_001

All statuses

All statuses

2043

2043

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 audit history for this CRF

















015.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





016.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







018.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





019.OS.1

OverFlow Section For Document Number R348517813

NO-1 BUTT DISCARDED. PLACED IN FREEZER ON 08NOV20101



019.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

















025.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF

















032.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





























044.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

























054.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









056.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 discrepancy details for this CRF





059.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





















067.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





068.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





069.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





070.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





071.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





072.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





073.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





074.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





075.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF















080.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





081.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





082.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF









084.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





084.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





084.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







086.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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R348514313

Page_08

CDB_001

2043 Screen 1
008

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

16-JAN-2011 14:44:39

16-JAN-2011 14:47:13

Francene Barnes

Francene Barnes

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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R348514313

Page_08

CDB_001

2043 Screen 1
008

Vs Page number 8 Screen 1

VS

Actual
Time/Actual Time
Vitals Collected
(1)

Date

Diastolic Blood
Pressure (mmHg)

Oral Temperature
(C)

Position (1)

Pulse
(beats/minute)

Respiratory Rate
(breaths/minute)
(1)

Systolic Blood
Pressure (mmHg)

Was HDYF?
question asked?
(2)

Were vital signs
collected/Were
any addi (1)

1

1

1

1

1

1

1

1

1

1

1249

22-OCT-2010

093

36.7

SEATED

062

016

125

YES

YES

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

Francene Barnes

Francene Barnes

Francene Barnes

Francene Barnes

Francene Barnes

Francene Barnes

Francene Barnes

Francene Barnes

Francene Barnes

Francene Barnes

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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R348514313

Page_08

CDB_001

2043 Screen 1
008

Bm Page number 8 Screen 1

BM

Date

Height (cm)

Weight (kg)

Were Body
Measurements
Collected?

1

1

1

1

22-OCT-2010

183

80.7

YES

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

16-JAN-2011 14:47:13

Francene Barnes

Francene Barnes

Francene Barnes

Francene Barnes

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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R348515913

Page_15

CDB_001

2043 Screen 2
015

Vs Page number 15 Screen 2

VS

Actual Time
Cigarette Smoked
(2)

ECO (ppm) (2)

1

1

1347

016

1352

37

18-JAN-2011 10:58:15

17-FEB-2011 15:37:22

Christina Breedlove

Christina Breedlove

corrected to stop
time of cigarette

Data Entry Error

Investigator
Correction

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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R348516413

Page_16

CDB_001

2043 Screen 2
016

Sc Page number 16 Screen 2

SC

Date

1

07-NOV-2010

06-NOV-2010

18-JAN-2011 10:56:45

Christina Breedlove

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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R348517213

Page_18

CDB_001

2043 Baseline, Day -1
018

Eco Page number 18 Baseline, Day -1

PCB

% COHb (2)

2

8.2

7.0

17-FEB-2011 15:40:00

Christina Breedlove

Investigator
Correction

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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R348517813

Page_19

CDB_001

2043 Baseline, Day -1
019

Ub_Disp Page number 19 Baseline, Day -1

SU

If No, Comment

2 NO COMMENT NOTED

16-JAN-2011 15:46:38

Francene Barnes

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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R348517813

Page_19

CDB_001

2043 Baseline, Day -1
019

Eod Page number 19 Baseline, Day -1

INDYN

Does Count Agree
with Usage Log-
Comment

End-of-Day Total
Tip Count

1

1

YES PLACED IN FREEZER ON
08NOV2010

20

NO-1 BUTT DISCARDED.
PLACED IN FREEZER ON
08NOV2010

19

16-JAN-2011 15:46:38

17-FEB-2011 15:41:36

Francene Barnes

Christina Breedlove

Data Entry Error

Investigator
Correction

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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R348595213

Page_32

CDB_001

2043 Day 1
032

Eod Page number 32 Day 1

Section Header

DCM Blank flag

1

Y

N

17-JAN-2011 11:02:33

Christina Breedlove

Validation Status
changed

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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R348596513

Page_44

CDB_001

2043 Day 2
044

Eod Page number 44 Day 2

Section Header

DCM Blank flag

1

Y

N

10-FEB-2011 08:49:05

Christina Breedlove

Investigator
Correction

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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R348650613

Page_54

CDB_001

2043 Day 3
054

Ub_Disp Page number 54 Day 3

SU

Time UB Returned
(2)

If No, Comment

6

7

1937

NOT ANSWERED

1837

17-FEB-2011 15:43:36

28-JAN-2011 00:48:44

Christina Breedlove

Cara Rogers

Investigator
Correction

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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R348650613

Page_54

CDB_001

2043 Day 3
054

Eod Page number 54 Day 3

INDYN

Does Count Agree
with Usage Log-
Comment

Does Count Agree
with Usage Log-
Comment

1

1

YES

YES

NO- 2 BURNT FILTERS

28-JAN-2011 00:56:49

17-FEB-2011 16:27:53

Cara Rogers

Christina Breedlove

Data Entry Error

Investigator
Correction

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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R348652713

Page_56

CDB_001

2043 Day 3
056

Eco Page number 56 Day 3

PCB

% COHb (2)

ECO Level (ppm)
(1)

3

3

4.0

21

17-JAN-2011 15:59:26

17-JAN-2011 15:59:26

Christina Breedlove

Christina Breedlove

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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R348655113

Page_59

CDB_001

2043 Day 4
059

Eod_Snus Page number 59 Day 4

INDYN

Does Count Agree
with Usage Log-
Comment
1

NA

17-JAN-2011 16:06:52

Christina Breedlove added NA. Can not
be answered Y or N

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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R349916513

Page_70

CDB_001

2043 Day 5/Early Term
070

CRF Header

DCI Blank Flag

1

N

Y

10-FEB-2011 08:52:22

Christina Breedlove

Investigator
Correction

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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R349916513

Page_70

CDB_001

2043 Day 5/Early Term
070

Sticks_Disp Page number 70 Day 5/Early Term

SU

NA, Not Sticks
group
1

CHECKED 10-FEB-2011 08:51:11

Christina Breedlove

Investigator
Correction

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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R349917013

Page_71

CDB_001

2043 Day 5/Early Term
071

CRF Header

DCI Blank Flag

1

N

Y

10-FEB-2011 08:53:05

Christina Breedlove

Investigator
Correction

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 Tamara Fisher at 14-AUG-2014 17:07:29 148Page

R349917113

Page_72

CDB_001

2043 Day 5/Early Term
072

CRF Header

DCI Blank Flag

1

N

Y

10-FEB-2011 08:53:36

Christina Breedlove

Investigator
Correction

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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R349918213

Page_73

CDB_001

2043 Day 5/Early Term
073

CRF Header

DCI Blank Flag

1

N

Y

10-FEB-2011 08:54:17

Christina Breedlove

Investigator
Correction

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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R349918413

Page_74

CDB_001

2043 Day 5/Early Term
074

CRF Header

DCI Blank Flag

1

N

Y

10-FEB-2011 08:54:50

Christina Breedlove

Investigator
Correction

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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R349918513

Page_75

CDB_001

2043 Day 5/Early Term
075

CRF Header

DCI Blank Flag

1

N

Y

10-FEB-2011 08:55:49

Christina Breedlove

Investigator
Correction

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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R348589613

Page_84

CDB_001

2043 Pcm.1

Pcm Page number 84 Pcm.1

CM

ATC1

ATC1 Code

ATC2

ATC2 Code

ATC3

ATC3 Code

ATC4

ATC4 Code

1

1

1

1

1

1

1

1

CARDIOVASCULAR SYSTEM, C

C

CARDIAC THERAPY, C01

C01

OTHER CARDIAC
PREPARATIONS, C01E

C01E

OTHER CARDIAC
PREPARATIONS, C01EB

C01EB

MUSCULO-SKELETAL SYSTEM,
M

M

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
NON-S, M01A

M01A

PROPIONIC ACID
DERIVATIVES, M01AE

M01AE

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

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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R348589713

Page_84

CDB_001

2043 Pcm.2

Pcm Page number 84 Pcm.2

CM

Dose

1

1 TAB

1

24-FEB-2011 18:31:45

Christina Breedlove

Investigator
Correction

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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R348590913

Page_84

CDB_001

2043 Pcm.3

Pcm Page number 84 Pcm.3

CM

ATC2

ATC2 Code

ATC3

ATC3 Code

ATC4

ATC4 Code

1

1

1

1

1

1

DRUGS FOR ACID RELATED
DISORDERS, A02

A02

ANTACIDS, A02A

A02A

CALCIUM COMPOUNDS, A02AC

A02AC

MINERAL SUPPLEMENTS, A12

A12

CALCIUM, A12A

A12A

CALCIUM, A12AA

A12AA

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

03-OCT-2011 15:44:41

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

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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R348588313

Page_86

CDB_001

2043 Vs Additional
086

Vs Page number 86 Vs Additional

VS

Oral Temperature
(C)

Respiratory Rate
(breaths/minute)
(1)

1

1

NA

NA

ND

ND

30-MAR-2011 10:57:44

30-MAR-2011 10:57:44

Christina Breedlove

Christina Breedlove

Investigator
Correction

Investigator
Correction

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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R348515913

CDB_001 2043298411611

SCREEN 2

VS 15PAGE_15

ECO (ppm) 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

37

Please verify that the ECO reading from SCR V2 is recorded here, not the Resp Rate.  ECO
measurement is recorded on p 3 of 3 of the source (37 ppm).

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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R348517213

CDB_001 2043298413211

BASELINE, DAY -1

ECO 18PAGE_18

% COHb 2

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

7.0

Please verify value for %COHb at 13:06 (7.0).

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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R348517813

CDB_001 2043298413711

BASELINE, DAY -1

EOD 19PAGE_19

End-of-Day Total Tip Count 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

19

Please verify if total should be 19.

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 14-AUG-2014 17:07:29 159Page

R348594513
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DAY 1

SNUS_DISP 25PAGE_25

CURRENT

No Action Required

MANUAL HEADER

Resolved-Response Edited

please mark page blank
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DAY 2

EOD 44PAGE_44

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

please complete
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DAY 3

UB_DISP 54PAGE_54

Time UB Returned 6

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

1837

Please verify end time (18:37).
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DAY 3

EOD 54PAGE_54

Does Count Agree with Usage Log-Comment 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO- 2 BURNT FILTERS

Please change response to NO since 2 butts were not collected.
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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

1

1

CURRENT

CURRENT

CURRENT

No Action Required

No Action Required

No Action Required

UNIVARIATE

UNIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Value for Amount Dispensed has not been supplied

Value for Flavor Dispensed has not been supplied

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

No value to enter

No value to enter

Subject did not use any Snus on Day 4. Marked NA per "RJR CRF entry for product use CRF
when no use" email dated 12Jan2011.

Subject did not use any Snus on Day 4. Marked NA per "RJR CRF entry for product use CRF
when no use" email dated 12Jan2011.
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DAY 4

EOD_SNUS 59PAGE_59

CURRENT

No Action Required

MULTIVARIATE

Resolved-Response Edited

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

Subject did not use any Snus on Day 4. Marked NA per "RJR CRF entry for product use CRF
when no use" email dated 12Jan2011.

Subject did not use any Snus on Day 4. Marked NA per "RJR CRF entry for product use CRF
when no use" email dated 12Jan2011.
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DAY 5/EARLY TER

VS 67PAGE_67

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Date of vital signs 11-NOV-2010 is not the scheduled number of days from Baseline, Day -1
Vital Signs 07-NOV-2010. Please verify date and time of vital signs collection.

Subject withdrew consent on 11Nov2010 & early term procedures were completed prior to the
subject leaving the unit.

Subject withdrew consent on 11Nov2010 & early term procedures were completed prior to the
subject leaving the unit.
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SNUS_DISP 68PAGE_68

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

please enter ND on first line, per Data Management

Subject terminated prior to this day
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CURRENT

Confirmed
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Resolved-Response Edited

please complete

Subject terminated prior to this day
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LB 80PAGE_80

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Date of lab evaluation 11-NOV-2010 is not the scheduled number of days from Day 1 08-NOV-
2010. Please verify date of collection.

Subject early termed

Subject early termed
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PE 81PAGE_81

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Date of Abbreviated Physical examination 11-NOV-2010 is not the scheduled number of days
from Day 1 08-NOV-2010. Please verify date of collection.

Subject early termed
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EG 82PAGE_82

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Date of ECG 11-NOV-2010 is not the scheduled number of days from Day 1 08-NOV-2010.
Please verify date of collection.

subject early termed

subject early termed
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PAGE_82

PAGE_82

CURRENT

CURRENT

No Action Required

Confirmed

MANUAL HEADER

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Date 11-NOV-2010 is not the scheduled number of days from Day 1 08-NOV-2010. Please
verify date of collection.

subject early termed

confirmed to be 46bpm

confirmed to be 46bpm
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Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1

Please omit the word 'TAB' (since the tablet checkbox is checked below).
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VS ADDITIONAL

VS ADDITIONAL

VS

VS

86

86

PAGE_86

PAGE_86

Oral Temperature (C)

Respiratory Rate (breaths/minute)

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

ND

ND

Per the completion guidelines, any assessments not done should be reported as 'ND'.
Please update.

Per the completion guidelines, any assessments not done should be reported as 'ND'.
Please update.
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