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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4007

R4007

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























09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





10.OS.1

OverFlow Section For Document Number R240076813

NICOTINE LOZENGES, NICORETTE GUM X21



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





11.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





12.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

Click here to navigate to discrepancy details 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





25.LINKS

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















39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









40.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





40.U2.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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R240074713

Page_09

P3880_0342

R4007 Screening
09

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

21-OCT-2009 13:12:59

21-OCT-2009 13:13:39

Lana Glaser

Lana Glaser

Key Change

CRA 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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R240076813

Page_10

P3880_0342

R4007 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (NRT)
(4)

Comments (other
attemps) (7)

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

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

NICOTINE LOZENGES

1

5

15

5

NICOTINE LOZENGES,
NICORETTE GUM X2

COLD TURKEY

3

15

5

12

11-SEP-2009 11:28:27

10-JUN-2009 10:36:00

11-SEP-2009 11:28:27

10-JUN-2009 10:36:00

11-SEP-2009 11:23:52

11-SEP-2009 11:28:27

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

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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R240082613

Page_11

P3880_0342

R4007 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

3

NE

NO

10-JUN-2009 10:37:53

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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R240082813

Page_12

P3880_0342

R4007 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

1

NO

NO

YES

RIGHT PINKY DEFORMED
AFTER SURGERY

1

22-OCT-2009 10:25:01

08-JAN-2010 09:52:17

08-JAN-2010 09:52:53

08-JAN-2010 09:52:53

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Data Entry Error

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R251845913

Page_20

P3880_0342

R4007 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

70

84

11-SEP-2009 12:19:20

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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R251847013

Page_24

P3880_0342

R4007 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

140

105

11-SEP-2009 12:20:59

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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R275302013

Page_25

P3880_0342

R4007 Ip, Week 13
25

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 08:29:13

Lana Glaser

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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R275303813

Page_33

P3880_0342

R4007 Fu, Week 28
33

Vs Page number 33 Fu, Week 28

VS

Was subject
seated for 5
Minutes? (2)
1

NO 04-JAN-2010 09:43:45

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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R240086213

Page_39

P3880_0342

R4007 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

Trade Name

1

1

1

1

1

1

1

1

1

1

1

1

1

K-FLEX

K-FLEX

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01D

OTHER BETA-LACTAM
ANTIBACTERIALS, J01D

J01DB

FIRST-GENERATION
CEPHALOSPORINS, J01DB

KEFLEX

KEFLEX

CEFALEXIN MONOHYDRATE

00145502001

KEFLEX /00145502/

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:14:02

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Obvious spelling
correction.  JLM
26Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Data Change

Data Change

Data 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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R240086213

Page_39

P3880_0342

R4007 Pcm
39

Pcm Page number 39 Pcm

CM1

Trade Name Code

1 00145502002

26-APR-2010 12:25:24

Joanne Mccaigue

Data Change

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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R243260213

Page_40

P3880_0342

R4007 Ae.2

Ae Page number 40 Ae.2

AE1

Serious Event

1

YES

NO

10-JUN-2009 10:45:33

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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R240076813

P3880_0342 R40071645387213

SCREENING

SMOKING HISTORY 10PAGE_10

Comments (other attemps) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

COLD TURKEY

Conflicting Source information.  Per Questionaire attempted to quit 7 times.  Per
Progress note attempted to quit 17 times.  Waiting to get more information from Data
Manangement.

Per source (week 13 phone contact) 7 is the correct number

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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R240082613

P3880_0342 R40071672763013

SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please update to 'No' per CRF guidelines

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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R240082813

P3880_0342

P3880_0342

R4007

R4007

36097611

1645388413

SCREENING

SCREENING

PE

PE

12

12

PAGE_12

PAGE_12

Does the subject have any abnormal findi 1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

YES

Please add PE findings - per PE source and updated CRF guidelines.

Please complete

Deformed Pinky

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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R251845913

P3880_0342 R40071690544313

IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

84

Please review if value should be 84 (week 6 diary)

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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R251847013

P3880_0342 R40071690568213

IP, WEEK 10

STATUS REVIEW 24PAGE_24

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

105

Please use value from week 10 diary

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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R275303813

P3880_0342

P3880_0342

R4007

R4007

1781067713

33922911

FU, WEEK 28

FU, WEEK 28

VS

VS

33

33

PAGE_33

PAGE_33

Was subject seated for 5 Minutes?

Was subject seated for 5 Minutes?

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

please leave blank - UNK

Value for Was subject seated for 5 Minutes? has not been supplied

unknown

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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R243259913

P3880_0342

P3880_0342

R4007

R4007

1642354213

1642355413

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <DISCOLORATION OF
TEETH>.  Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for DISCOLORATION OF TEETH but Resolved Date
and/or Time are missing.  Please reconcile.

TIME IS UNKNOWN

TIME UNKNOWN

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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Deleted CRFs Report




