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Abc 123

Abc 123

CP_001

All statuses

All statuses

R3011

R3011

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



















07.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







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





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







13.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





14.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

































28.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





29.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









32.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







34.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.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





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





40.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





40.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.



Report run by Brian Saari at 06-MAR-2013 15:09:53 68Page

R242999613

Page_07

CP_001

R3011 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)
1

NA

14-MAY-2009 11:15:08

Tricia Hunt

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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R242999813

Page_09

CP_001

R3011 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

5

5

5

5

5

5

5

5

5

00-00-1976

SEASONAL ALLERGIES

CHECKED

5

27-OCT-2009 12:09:20

09-NOV-2009 13:47:53

27-OCT-2009 12:09:20

27-OCT-2009 12:09:20

09-NOV-2009 13:47:53

27-OCT-2009 12:09:20

09-NOV-2009 13:47:53

27-OCT-2009 12:09:20

09-NOV-2009 13:47:53

Diane Yann

Marilyn Mindolovich

Diane Yann

Diane Yann

Marilyn Mindolovich

Diane Yann

Marilyn Mindolovich

Diane Yann

Marilyn Mindolovich

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

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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R243000613

Page_10

CP_001

R3011 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit
(Pharmaceuticals
) (3)

Comments (NRT)
(4)

Comments (other
attemps) (7)

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

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

1

1

1

1

1

1

1

1

YES

YES

NO

NO

PATCH

NO AIDE

2

5

13-AUG-2009 17:11:39

13-AUG-2009 17:11:39

13-AUG-2009 17:11:39

13-AUG-2009 17:11:39

13-AUG-2009 17:11:39

13-AUG-2009 17:11:39

13-AUG-2009 17:11:39

13-AUG-2009 17:11:39

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

new information

New information

New infromation

New information

New information.

New Information.

New information

New information

Data Entry Error

Data Entry Error

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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R243000813

Page_11

CP_001

R3011 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Date

Date

Date

Findings*

1

2

3

3

NE

12-MAR-2009

12-MAR-2009

12-MAR-2009

NO

21-APR-2009 17:06:49

21-APR-2009 17:06:49

21-APR-2009 17:06:49

16-JUN-2009 18:27:15

Kyle Freadman

Kyle Freadman

Kyle Freadman

Tricia Hunt

corrected

corrected

corrected

Data Entry Error

Data Entry Error

Data Entry Error

CRA 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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R243001613

Page_13

CP_001

R3011 Screening
13

Behavioral Coun Page number 13 Screening

EX1

Date

Date

1

2

12-MAR-2009

12-MAR-2009

21-APR-2009 17:14:30

21-APR-2009 17:14:30

Kyle Freadman

Kyle Freadman

corrected

corrected

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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R243001713

Page_14

CP_001

R3011 Baseline, Week 0
14

Eco Page number 14 Baseline, Week 0

EX1

%COHb

ECO Level

1

1

1.1

3

01.1

003

01-MAY-2009 13:51:20

01-MAY-2009 13:51:20

Kyle Freadman

Kyle Freadman

PER QUERY

PER QUERY

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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R266328613

Page_29

CP_001

R3011 Ip, Week 16
29

Pe Page number 29 Ip, Week 16

MH1

Findings

1

BILATERAL CLEAR FLUID
BEHIND TMS-NCS
BILATERAL CLEAR FLUID
BEHIND TYMPANIC
MEMBRANES-NCS

11-MAR-2010 13:40:23

Tricia Hunt

Data Entry Error

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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R275081313

Page_34

CP_001

R3011 Fu, Week 28
34

Lb Page number 34 Fu, Week 28

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

NA

NO

09-NOV-2009 14:18:19

09-NOV-2009 14:18:19

Marilyn Mindolovich

Marilyn Mindolovich

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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R252828513

Page_39

CP_001

R3011 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

1

1

1

1

1

1

1

1

1

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G02

OTHER GYNECOLOGICALS,
G02

G02C

OTHER GYNECOLOGICALS,
G02C

G02CC

ANTIINFLAMMATORY
PRODUCTS FOR VAGINAL
ADMINISTRAT., G02CC

HEADACHES

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

ANTIINFLAMMATORY/ANTIRHE
UMATIC PROD.,NON-
STEROIDS, M01A

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

HEADACHES - TENSION

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

09-NOV-2009 14:29:48

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Marilyn Mindolovich

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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R266329013

Page_39

CP_001

R3011 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Indication

1

ALLERGIES

ALLERGIES-SEASONAL

09-NOV-2009 14:30:24

Marilyn Mindolovich

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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R275083413

Page_40

CP_001

R3011 Ae.1

Ae Page number 40 Ae.1

AE1

Adverse Event

Adverse Event

1

1

BILATERAL CLEAR FLUID
BEHIN TM'S

BILATERAL CLEAR FLUID
BEHIND TM'S

BILATERAL CLEAR FLUID
BEHIND TM'S

SEROUS OTITIS MEDIA

20-OCT-2009 17:23:43

21-OCT-2009 14:00:23

Marilyn Mindolovich

Marilyn Mindolovich

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
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R242999613

CP_001 R30111639936313

SCREENING

LB 7PAGE_07

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NA

Please enter NA.

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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R242999813

CP_001 R30111780111113

SCREENING

MH 9PAGE_09

Sequence Number 5

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

5

Please add seasonal allergies with start date of 1976.

added

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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R243000613

CP_001 R30111718419413

SCREENING

SMOKING HISTORY 10PAGE_10

CURRENT

No Action Required

MANUAL HEADER

Resolved-Response Edited

Please refer to source med. hx. supplement form to complete this page.

New information collected. Page updated.

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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R266328513

CP_001 R301176555211

IP, WEEK 16

ORAL HEALTH EXA 28PAGE_28

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090721

Please verify date of week 16 oral exam AND physical exam (21-Jul-2009)  as they are
inconsistent with all other week 16 assessments (15-Jul-2009). If incorrect, please
update. If correct, please provide an in-query comment to explain the deviation.

The date is correct. The physician had already left for the day, he was unaware the
subject had a physical at the appointment. The physical was completed on 21Jul2009.

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 Brian Saari at 06-MAR-2013 15:09:53 83Page

R266328613

CP_001 R301177410011

IP, WEEK 16

PE 29PAGE_29

Findings 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

BILATERAL CLEAR FLUID BEHIND TYMPANIC MEMBRANES-NCS

Please update finding using full text rather than the abbreviation TMS.

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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R266328913

CP_001 R30111779469013

FU, WEEK 20 & 2

STATUS REVIEW 32.1PAGE_32

Was Subject compliant 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

YES

Per return questionnaire, subject started smoking again on30 Sep at 1/2 pack. Please
verify and revise CRF.

Monitor error.

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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R275081313

CP_001 R30111779469113

FU, WEEK 28

LB 34PAGE_34

Requisition Number 1: 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NA

Please enter NA and answer CS question NO.

done

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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R252828513

CP_001 R30111780111913

PCM.1

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HEADACHES - TENSION

Please add tension to indication.

done

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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R266329013

CP_001 R30111780111813

PCM.2

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ALLERGIES-SEASONAL

Please add seasonal to indication.

done

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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R252828613

CP_001

CP_001

R3011

R3011

1700282213

1700283913

AE

AE

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 <BURNING GUMS>.
Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for BURNING GUMS but Resolved Date and/or Time are
missing.  Please reconcile.

time is unk

time is unk

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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R275083413

CP_001

CP_001

R3011

R3011

20538811

20528011

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

Outcome to Date is equal to  RECOVERED for SEROUS OTITIS MEDIA but Resolved Date and/or
Time are missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <SEROUS OTITIS
MEDIA>.  Please either provide resolved date and time OR check Ongoing.

Time resolved is UNK. Data is complete per source.

Time resolved is UNK. Data is complete per source.

Time resolved is UNK. Data is complete per source.

Time resolved is UNK. Data is complete per source.

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




