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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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05.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











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
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OverFlow Section For Document Number R254395713

1 TIME W/ GUM; 3 TIMES W/ PATCHES1



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
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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
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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











31.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





39.1.U3.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
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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
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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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Page_05

CDB_001

R1023 Screening
05

Bm Page number 5 Screening

BM

Height

1

170.5

067.1

23-JUN-2009 13:21:14

Rossana Matos

Data Entry Error

1

Document #:
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R254395113

Page_09

CDB_001

R1023 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

00-00-1975

HEADACHES

YES

CHECKED

1

10-FEB-2010 18:04:29

10-FEB-2010 18:04:29

10-FEB-2010 18:04:29

10-FEB-2010 18:03:08

10-FEB-2010 18:04:29

10-FEB-2010 18:04:29

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

2

Document #:
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Visit
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CRF
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Section Date
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Page_10

CDB_001

R1023 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
cessation aids)
(4)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

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

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

If yes, how many
(other attempts
to quit (6)

If yes, how many
(other attempts
to quit (6)

If yes, how many
(other attempts
to quit (6)

1

1

1

1

1

1

1

1

1

1

NO

1TIME W/GUM; 3TIMES
W/PATCHES

COLD TURKEY

COLD TURKEY, HYPNOSIS

1

6-7

7

6

YES

1 TIME W/ GUM; 3 TIMES
W/ PATCHES

COLD TURKEY, HYPNOSIS

COLD TURKEY

HYPNOSIS

1

UNK

7

6

7

04-MAR-2010 12:23:06

05-MAR-2010 13:37:30

02-DEC-2009 15:08:32

04-MAR-2010 12:23:06

04-MAR-2010 12:23:06

04-MAR-2010 12:29:17

03-JUN-2010 10:34:59

15-OCT-2009 13:37:24

04-MAR-2010 12:23:06

03-JUN-2010 10:36:20

Christina Breedlove

Krysia Magnuson

Sharon Daly

Christina Breedlove

Christina Breedlove

Christina Breedlove

Sharon Daly

Rossana Matos

Christina Breedlove

Sharon Daly

Added spaces. KAY
05Mar2010.
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Investigator
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Data Entry Error
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R1023 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

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

NO

YES

18-AUG-2009 12:29:02

Christina Breedlove Confirmed to be
yes

Data Entry Error
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Page_16

CDB_001

R1023 Sptp, Weeks 1-4
16

Status Review Page number 16B Sptp, Weeks 1-4

Section Header

DCM Blank flag

DCM Blank flag

1

1

N

Y

Y

N

10-JUL-2009 12:33:15

15-OCT-2009 14:05:46

Rossana Matos

Sharon Daly

Key Change

Data Entry Error
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Page_21

CDB_001

R1023 Ip, Week 8
21

CRF Header

DCI Blank Flag

DCI Blank Flag

DCI Blank Flag

1

1

1

N

Y

N

Y

N

Y

10-JUL-2009 12:32:04

10-JUL-2009 12:32:27

18-AUG-2009 12:33:31

Rossana Matos

Rossana Matos

Christina Breedlove

Key Change

CRA Correction

Key Change
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Page_27

CDB_001

R1023 Ip, Week 16
27

Lb Page number 27 Ip, Week 16

LB

Were there any
clinically
significant la
(1)
1

NO

17-DEC-2009 17:51:08

Christina Breedlove

Investigator
Correction

1
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CRF
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Page_31

CDB_001

R1023 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

Comments
(compliant) (4)

If Subject was
not compliant,
approximat (5)

1

1

WITHDREW CONSENT

18

UNK

06-JAN-2010 15:54:00

07-JAN-2010 09:36:02

Sharon Daly

Sharon Daly

Data Entry Error

Data Entry Error

1

Document #:
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CRF
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R254398813

Page_39

CDB_001

R1023 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Drug name

1

B COMPLEX

B 100 COMPLEX

11-FEB-2010 15:28:11

Christina Breedlove

Data Entry Error
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Page_39

CDB_001

R1023 Pcm.3

Pcm Page number 39 Pcm.3

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

B

BLOOD AND BLOOD FORMING
ORGANS, B

B05

BLOOD SUBSTITUTES AND
PERFUSION SOLUTIONS, B05

B05X

I.V. SOLUTION ADDITIVES,
B05X

B05XB

AMINO ACIDS, B05XB

V

VARIOUS, V

V06

GENERAL NUTRIENTS, V06

V06D

OTHER NUTRIENTS, V06D

V06DD

AMINO ACIDS, INCL.
COMBINATIONS WITH
POLYPEPTIDES, V06DD

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

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change
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Page_40

CDB_001

R1023 Ae
40

Ae Page number 40 Ae

AE1

Ongoing

Outcome to Date

1

1

CHECKED

CONT WITHOUT TREATMENT

RECOVERED

18-AUG-2009 12:43:46

18-AUG-2009 12:43:46

Christina Breedlove

Christina Breedlove

Pass1

Pass1
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Page_42

CDB_001

R1023 Additional Lab
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CRF Header

DCI Blank Flag

1

Y

N

07-JAN-2010 15:44:49

Sharon Daly

Data Entry Error
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CRF Header

DCI Blank Flag

1

Y

N

07-JAN-2010 15:45:34

Sharon Daly

Data Entry Error
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R286940413

Page_44

CDB_001

R1023 Additional Pe
44

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

Y

N

N

Y

07-JAN-2010 15:45:56

07-JAN-2010 15:46:09

Sharon Daly

Sharon Daly

Data Entry Error

Data Entry Error

0

Document #:
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R254395113

CDB_001 R102358629411

SCREENING

MH 9PAGE_09

Does the subject have any relevant medic 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please verify subject has an ongoing med hx of headaches.

per CRF guidelines

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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R254395713

CDB_001

CDB_001

CDB_001

R1023

R1023

R1023

1789622313

142660411

1717720713

SCREENING

SCREENING

SCREENING

SMOKING HISTORY

SMOKING HISTORY

SMOKING HISTORY

10

10

10

PAGE_10

PAGE_10

PAGE_10

Comments (other attemps)

If Yes, how many (other cessation aids)

If yes, how many (other attempts to quit

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

COLD TURKEY

UNK

7

Hypnosis is classified as an other smoking cessation aid. Please remove all hypnosis data
from other attempts to quit and add it to other smoking cessation aids. **Cold turkey
data should be retained in other attempts to quit.

Please consider updating to "UNK" as it is unclear how many times hypnosis was attempted.

Please verify if number of attempts should be 7.  Per source, 6-7 attempts were made.

per query

UNK

7verifed/source

Confirmed data was corrected.

Confirmed data was corrected.

Document #:
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Discrepancy ID:

Discrepancy ID:
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Visit:

Visit:

CRF:

CRF:

CRF:
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Field:

Field:
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Value Text:

Value Text:
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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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R254957613

CDB_001 R10231717721213

SPTP, WEEKS 1-4

STATUS REVIEW 16.1PAGE_16

Was Subject's use of study product revie 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

please verify per source

Confirmed to be yes

Confirmed to be yes

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:
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Resolution Text:
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Visit Date:
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R254957613

CDB_001 R10231717721113

SPTP, WEEKS 1-4

STATUS REVIEW 16BPAGE_16

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

please complete

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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R264656413

CDB_001 R102322663411

IP, WEEK 16

LB 27PAGE_27

Were there any clinically significant la 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please verify should be answered no.

lab samples were obtained but results are not sent to the Investigator. Query answered as
instructed.

lab samples were obtained but results are not sent to the Investigator. Query answered as
instructed.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:
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Resolution Text:
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Visit Date:

Section:

Patient:

Qualifying Value:

Row:



Report run by Brian Saari at 06-MAR-2013 13:08:17 87Page

R264657013

CDB_001

CDB_001

R1023

R1023

22664411

22664311

IP, WEEK 16

IP, WEEK 16

STATUS REVIEW

STATUS REVIEW

31

31

PAGE_31

PAGE_31

Comments (compliant)

If Subject was not compliant, approximat

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

UNK

Please delete comment

please verify per source.

will delete

subject did smoke; however amount not stated, UNK

Document #:
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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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R254398813

CDB_001 R102358656111

PCM.2

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

B 100 COMPLEX

Please verify per source should be "B 100 complex".

per query

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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