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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4073

R4073

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

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































































39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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





39.1.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





39.1.U4.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.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















46.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 05-MAR-2013 11:22:35 67Page

R296094213

Page_09

P3880_0342

R4073 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

4

4

5

5

5

5

5

5

5

5

5

5

EYE INFECTION

HERPES INFECTION OF EYE

12-AUG-2009

SKIN INFECTIOIN

CHECKED

5

HERPES INFECTION OF EYE

HERPES INFECTION OF
RIGHT EYE

12-AUG-2009

<Row Deleted>

<Row Deleted>

SKIN INFECTIOIN

<Row Deleted>

CHECKED

<Row Deleted>

5

<Row Deleted>

11-MAR-2010 16:50:51

12-MAR-2010 10:25:25

01-MAR-2010 13:10:12

11-MAR-2010 16:50:51

01-MAR-2010 13:10:12

11-MAR-2010 16:50:51

01-MAR-2010 13:10:12

11-MAR-2010 16:50:51

01-MAR-2010 13:10:12

11-MAR-2010 16:50:51

01-MAR-2010 13:10:12

11-MAR-2010 16:50:51

Kim Freschly

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

Kim Freschly

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

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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R262171113

Page_10

P3880_0342

R4073 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Age subject
began smoking
(1)

Attempted to
quit (Nicotine
Replacement) (2)

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

1

1

1

30

20

YES

6

11-MAR-2010 09:00:27

06-AUG-2009 14:12:21

18-JAN-2010 13:53:35

Kim Freschly

Kim Freschly

Kim Freschly

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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R262175313

Page_39

P3880_0342

R4073 Pcm
39

Pcm Page number 39 Pcm

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

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G04

UROLOGICALS, G04

G04B

OTHER UROLOGICALS, INCL.
ANTISPASMODICS, G04B

G04BX

OTHER UROLOGICALS, G04BX

N

NERVOUS SYSTEM, N

N06

PSYCHOANALEPTICS, N06

N06A

ANTIDEPRESSANTS, N06A

N06AX

OTHER ANTIDEPRESSANTS,
N06AX

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

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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R262176113

Page_39

P3880_0342

R4073 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

Drug Modified
Reported Term

Drug name

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

LAMOTRINGINE

LAMOTRIQINE

LAMOTRINGINE

N

NERVOUS SYSTEM, N

N03

ANTIEPILEPTICS, N03

N03A

ANTIEPILEPTICS, N03A

N03AX

OTHER ANTIEPILEPTICS,
N03AX

LAMOTRIGINE

LAMOTRINGINE

LAMOTRIGINE

LAMOTRIGINE

01047101001

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

11-MAR-2010 16:48:13

12-APR-2010 12:06:39

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Kim Freschly

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
12Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Entry Error

ODM/SEC

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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R262176813

Page_39

P3880_0342

R4073 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Dose

Indication

1

1

30

30

INSOMNIA

06-AUG-2009 14:18:07

06-AUG-2009 14:18:07

Kim Freschly

Kim Freschly

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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R262177413

Page_39

P3880_0342

R4073 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

ATC4 Code

ATC4 Code

1

1

1

1

1

1

1

1

1

1

1

1

1

1

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J05

ANTIVIRALS FOR SYSTEMIC
USE, J05

J05A

DIRECT ACTING
ANTIVIRALS, J05A

J05AB

J

S

ANTIINFECTIVES FOR
SYSTEMIC USE, J

SENSORY ORGANS, S

J05

S01

ANTIVIRALS FOR SYSTEMIC
USE, J05

OPHTHALMOLOGICALS, S01

J05A

S01A

DIRECT ACTING
ANTIVIRALS, J05A

ANTIINFECTIVES, S01A

J05AB

S01AD

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

20-APR-2010 11:29:16

27-APR-2010 12:10:38

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. Change

Data Change

Class. 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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R262177413

Page_39

P3880_0342

R4073 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC4 Text

ATC4 Text

Indication

Indication

Indication

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

NUCLEOSIDES AND
NUCLEOTIDES EXCL
REV.TRANSCR.INHIB, J05AB

VIRAL INFECTION RIGHT
EYE

HERPES INFEDCTION OF EYE

HERPES INFEDCTION OF
RIGHT EYE

NUCLEOSIDES AND
NUCLEOTIDES EXCL
REV.TRANSCR.INHIB, J05AB

ANTIVIRALS, S01AD

HERPES INFEDCTION OF EYE

HERPES INFEDCTION OF
RIGHT EYE

HERPES INFECTION OF
RIGHT EYE

TRIFLURIDINE

00543101001

20-APR-2010 11:29:16

27-APR-2010 12:10:38

11-MAR-2010 16:52:01

12-MAR-2010 10:26:11

12-APR-2010 12:06:58

20-APR-2010 11:29:16

20-APR-2010 11:29:16

Carol Kraucyk

Joanne Mccaigue

Kim Freschly

Kim Freschly

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious spelling
correction.  JLM
12Apr2010

Class. Change

Data Change

Data Entry Error

Data Entry Error

ODM/SEC

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



Report run by Brian Saari at 05-MAR-2013 11:22:35 74Page

R288493813

Page_39

P3880_0342

R4073 Pcm.4

Pcm Page number 39 Pcm.4

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

1

GROWTH ON BACK OF NECK

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01E

SULFONAMIDES AND
TRIMETHOPRIM, J01E

J01EE

COMB.SULFONAMIDES &
TRIMETHOPRIM INCL.
DERIVATIVES, J01EE

SKIN INFECTION BACK OF
NECK

BACTRIM /00086101/

00086101001

SULFAMETHOXAZOLE
W/TRIMETHOPRIM

00086101108

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

11-MAR-2010 16:50:21

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

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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R288495313

Page_40

P3880_0342

R4073 Ae.3

Ae Page number 40 Ae.3

AE1

Action Specify

Action Taken

Adverse Event

Adverse Event

Outcome to Date

Resolved Date

Resolved Time

1

1

1

1

1

1

1

KNOT ON BACK OF NECK

SKIN INFECTION

UNK

UNK

DRAINED BY DOCTOR

OTHER TREATMENT

SKIN INFECTION

SKIN INFECTION BACK OF
NECK

RECOVERED

25-AUG-2009

1000

11-MAR-2010 09:02:46

11-MAR-2010 09:02:46

02-MAR-2010 10:12:09

11-MAR-2010 16:49:42

11-MAR-2010 09:02:46

11-MAR-2010 09:02:14

11-MAR-2010 09:02:14

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Pass1

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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R288496113

Page_46

P3880_0342

R4073 Study Competion
46

Ds Page number 46 Study Competion

DS

Date the subject
completed OR
withdrew f

Date the subject
completed OR
withdrew f

Date the subject
completed OR
withdrew f

Other specify
(2)

Reason for
withdrawal

1

1

1

1

1

02-NOV-2009

28-JUL-2009

24-MAY-2009

LOST

28-JUL-2009

24-MAY-2009

24-AUG-2009

LOST TO FOLLOWUP - WEEK
8 VISIT OUT OF WINDOW

OTHER

23-MAR-2010 10:39:42

02-JUN-2010 15:58:53

02-JUN-2010 15:59:10

02-JUN-2010 15:59:29

02-JUN-2010 15:59:29

Kim Freschly

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

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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R262171113

P3880_0342 R40731790820513

SCREENING

SMOKING HISTORY 10PAGE_10

Age subject began smoking 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20

Source has 2 different responses

SM to footnote medhx and medhx supplement to clarify which entry will be used in the CRF.

SM added footnote to pg 8 of medical history "subject is lost to follow-up, unable to
confirm the tobacco use (med hx and med hx supplement does not match"

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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R296094213

P3880_0342 R407383027211

SCREENING

MH 9PAGE_09

Diagnosis/Procedure 4

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HERPES INFECTION OF RIGHT EYE

Please specify "right" eye.

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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R262176113

P3880_0342 R407382864011

PCM.1

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

LAMOTRIGINE

Please verify spelling is "lamotringine".

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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R262177413

P3880_0342 R407383027411

PCM.3

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HERPES INFECTION OF RIGHT EYE

Please verify spelling of infection. please specify right eye.

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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R288493813

P3880_0342 R407399112711

PCM.4

PCM 39PAGE_39

Ongoing 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

CHECKED

Please verify medication is ongoing as AE has ended.

per subject report medication should read ongoing

Verified.  JLM 21Apr2010

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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R288495313

P3880_0342 R4073119550711

AE.3

AE 40PAGE_40

Adverse Event 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

SKIN INFECTION BACK OF NECK

Onset date (12-Aug-2009) is after date of study completion (28-Jul-2009). Please verify
dates. If ocrrect, please remove AE.

subject did not return for any protocol specific visits. However was reached by phone on
Aug 24, 2009 and staff was told about AE that began Aug 12.  Subject later reached by
phone on Mar 8, 2010 regarding stop date of AE of skin infection.

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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R288496113

P3880_0342 R407382871411

STUDY COMPETION

DS 46PAGE_46

Date the subject completed OR withdrew f 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090824

Please review EOS date.  Subject completed (out of window) week 8 visit on 24Aug09.
Progress note in source (dated 02Nov09) indicates that subject never returned for week 6
visit and was concidered lost to follow up.

As week 8 data was not entered into the CRF (out of window) please use last contact date
as EOS date and check 'other' with a comment of LOST TO FOLLOW UP - Week 8 visit out of
window.

Verified.  JLM 02Jun2010

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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Deleted CRFs Report




