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07.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



















16.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

Click here to navigate to discrepancy details for this CRF





40.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.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















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.
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Page_09

CDB_001

R1029 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Sequence Number

Date of Onset

1

1

1

1

1

1

1

1

1

1

1

2

00-00-2001

INSOMNIA

HYDRANITUS SUPPORITIVA

CHECKED

1

2

<Row Deleted>

<Row Deleted>

<Row Deleted>

HIDRADENITIS SUPPURATIVA

<Row Deleted>

<Row Deleted>

1

00-00-1996

22-OCT-2009 09:03:40

01-MAR-2010 11:18:37

01-MAR-2010 11:18:37

22-OCT-2009 09:03:40

01-MAR-2010 11:18:37

03-DEC-2009 10:57:59

22-OCT-2009 09:07:19

01-MAR-2010 11:18:37

22-OCT-2009 09:03:40

01-MAR-2010 11:18:37

22-OCT-2009 09:03:40

03-DEC-2009 10:57:59

Sharon Daly

Christina Breedlove

Christina Breedlove

Sharon Daly

Christina Breedlove

Christina Breedlove

Sharon Daly

Christina Breedlove

Sharon Daly

Christina Breedlove

Sharon Daly

Christina Breedlove

Per query

Per query

Per query

corrected spelling

Per query

Per query

Ongoing medical
history added per
query

Data Entry Error

Validation Status
changed

Validation Status
changed

Investigator
Correction

Validation Status
changed

Investigator
Correction

Data Entry Error

Validation Status
changed

Data Entry Error

Validation Status
changed

Data Entry Error

Investigator
Correction

2

6->5;5-
>4;4-
>3;3-
>2;2->1

6->5;5-
>4;4-
>3;3-
>2;2->1

6->5;5-
>4;4-
>3;3-
>2;2->1

6->5;5-
>4;4-
>3;3-
>2;2->1

6->5;5-
>4;4-
>3;3-
>2;2->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



Report run by Brian Saari at 06-MAR-2013 12:27:41 62Page

R257035113

Page_09

CDB_001

R1029 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

2

2

2

3

3

3

3

3

3

3

3

HEARTBURN

CHECKED

2

00-00-2001

INSOMNIA

CHECKED

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

Christina Breedlove

Christina Breedlove

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Investigator
Correction

Investigator
Correction

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted
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Sequence Number

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

3

4

4

4

4

4

4

4

4

4

5

5

3

00-00-2005

ROSACEA

CHECKED

4

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

11-NOV-2009 09:33:39

11-NOV-2009 09:33:39

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Christina Breedlove

Heather Kretschmer

Heather Kretschmer

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Ongoing medical
history added per
query

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

2
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5

5
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6

6

6

6

6

00-00-2001

COLD SORES/HERPES
SIMPLEX

CHECKED

5

11-NOV-2009 09:33:39

11-NOV-2009 09:33:39

11-NOV-2009 09:33:39

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

03-DEC-2009 10:57:59

Heather Kretschmer

Heather Kretschmer

Heather Kretschmer

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Row Inserted
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Row Inserted
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Pcm Page number 39 Pcm

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

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AB

A

J

ALIMENTARY TRACT AND
METABOLISM, A

ANTIINFECTIVES FOR
SYSTEMIC USE, J

A01

J01

STOMATOLOGICAL
PREPARATIONS, A01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

A01A

J01A

STOMATOLOGICAL
PREPARATIONS, A01A

TETRACYCLINES, J01A

A01AB

J01AA

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

26-APR-2010 10:36:00

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
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Pcm Page number 39 Pcm

CM1

ATC4 Text

ATC4 Text

Indication

Ongoing

Preferred Term

Preferred Term
Code

Stop Date

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

HYDRANNITUS SUPPORITIVA

CHECKED

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

TETRACYCLINES, J01AA

HIDRADENITIS SUPPURATIVA

DOXYCYCLINE
HYDROCHLORIDE

00055703001

28-JUL-2009

DORYX /00055703/

00055703118

26-APR-2010 10:36:00

27-APR-2010 12:10:38

03-DEC-2009 10:40:16

03-DEC-2009 10:40:16

26-APR-2010 10:36:00

26-APR-2010 10:36:00

03-DEC-2009 10:40:16

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Corrected spelling

stop date entered

Stop date entered

Class. Change

Data Change

Investigator
Correction

Investigator
Correction

Class. Change

Class. Change

Investigator
Correction

Class. Change

Class. Change

1
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Page_40
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Ae Page number 40 Ae

AE1

Action Specify

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Ongoing

Ongoing

Preferred Term

Preferred Term
Code

Resolved Date

1

1

1

1

1

1

1

1

1

1

1

1

1

HOSPITALIZED

VAGINAL BLEEDING WITH
NEW ONSET PREGNANCY

CHECKED

ND

VAGINAL BLEEDING WITH
PREGNANCY

VULVOVAGINAL DISORDERS
(EXCL INFECTIONS AND
INFLAMMATIONS)

10047789

VULVOVAGINAL DISORDERS
NEC

10047790

VAGINAL BLEEDING

10046883

CHECKED

VAGINAL HAEMORRHAGE

10046910

UNK

03-DEC-2009 10:43:33

03-DEC-2009 10:43:33

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

07-JAN-2010 13:24:19

26-APR-2010 09:07:54

26-APR-2010 16:50:41

26-APR-2010 16:50:41

03-DEC-2009 10:43:33

Christina Breedlove

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Sharon Daly

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

per query

per query

updated to unknown
per query

per query

Investigator
Correction

Investigator
Correction

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Data Entry Error

Class. Change

Class. Change

Investigator
Correction
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AE1

Resolved Date

Resolved Date

Resolved Time

Resolved Time

Resolved Time

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

UNK

ND

UNK

UNK

UNK

UNK

REPRODUCTIVE SYSTEM AND
BREAST DISORDERS

10038604

07-JAN-2010 13:24:19

26-APR-2010 09:07:54

03-DEC-2009 10:43:33

07-JAN-2010 13:24:19

26-APR-2010 09:07:54

26-APR-2010 16:50:41

26-APR-2010 16:50:41

Sharon Daly

Christina Breedlove

Christina Breedlove

Sharon Daly

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

updated to unknown
per query

per query

updated to unknown
per query

Data Entry Error

Data Entry Error

Investigator
Correction

Data Entry Error

Data Entry Error

Class. Change

Class. Change

1
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Ae Page number 40 Ae.1

AE1

Adverse Event

Adverse Event

Resolved Time

1

1

1

CYST

HIDRADENITIS CYST

NA

HIDRADENITIS CYST

HIDRADENITIS CYST-RIGHT
BUTTOCKS

UNK

03-DEC-2009 11:49:32

11-FEB-2010 15:19:52

03-DEC-2009 11:49:32

Christina Breedlove

Christina Breedlove

Christina Breedlove

added hidradenitis

changed to UNK

Investigator
Correction

Data Entry Error

Investigator
Correction

1
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46

Ds Page number 46 Study Competion

DS

AE specify

AE specify

AE specify

Date the subject
completed OR
withdrew f

Reason for
withdrawal

1

1

1

1

1

PREGNANCY

VAGINAL BLEEDING
PREGNANCY

29-OCT-2009

LOST

PREGNANCY

VAGINAL BLEEDING
PREGNANCY

VAGINAL BLEEDING WITH
PREGNANCY

21-SEP-2009

AE

11-FEB-2010 16:15:47

08-MAR-2010 08:32:31

21-APR-2010 12:13:41

10-FEB-2010 17:35:53

11-FEB-2010 13:12:10

Christina Breedlove

Christina Breedlove

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Updated info

Obvious update to
match AE term.
JLM 21Apr2010

per CRF guidelines

Subject was
discontinued from
study product on
21Sep2009 due to
AE of pregnancy.

Data Entry Error

Data Entry Mode

ODM/SEC

Data Entry Error

Data Entry Error

1
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CDB_001

CDB_001

CDB_001

CDB_001

R1029

R1029

R1029

R1029

1790006413

1790006513

1790006613

1777959213

SCREENING

SCREENING

SCREENING

SCREENING

MH

MH

MH

MH

9

9

9

9

PAGE_09

PAGE_09

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

Diagnosis/Procedure

Sequence Number

2

3

4

1

CURRENT

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

HEARTBURN

INSOMNIA

ROSACEA

1

Please verify per source insomnia is ongoing and should be added.

Please verify Rosacea is ongoing and should be added.

Please verify Herpes Simplex is ongoing and should be added.

Ongoing medical history added per query

Ongoing medical history added per query

Ongoing medical history added per query

Ongoing medical history added per query

Ongoing medical history added per query

Ongoing medical history added per query

Discrepancy Detail Report
Document #:
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Discrepancy ID:
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Visit:
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Value Text:

Value Text:

Value Text:

Value Text:
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Type:

Type:

Type:
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Review Status:

Review Status:

Review Status:
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Discrepancy:
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Internal Comment:

Internal Comment:
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Internal Comment:
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Resolution Type:

Resolution Type:
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Resolution Text:

Resolution Text:

Resolution Text:

Resolution Text:
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Status:

Status:
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Site:

Site:

Site:

Site:
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Patient:
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Row:
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SCREENING

MH 9PAGE_09

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please verify per source heartburn is ongoing and should be added.

Ongoing medical history added per query

Ongoing medical history added per query
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Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R258096013

CDB_001 R10291790006713

SPTP, WEEKS 1-4

STATUS REVIEW 16BPAGE_16

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please complete week 4.

Page was saved complete prior to all data being entered. Answered per query

Page was saved complete prior to all data being entered. Answered 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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R259811813

CDB_001

CDB_001

CDB_001

R1029

R1029

R1029

1790011813

1790011913

102268111

PCM

PCM

PCM

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Indication

Stop Date

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

HIDRADENITIS SUPPURATIVA

20090728

Please verify spelling should be Hidradenitis Suppurativa

Please verify stop date per source.

Corresponding AE has a stop date of 24Jul2009.  Please verify medication dates.

Corrected spelling and stop date entered

Corrected spelling and stop date entered

Verified con med form has stop date of 28Jul2009 & Ae stop date is 24Jul2009. Confirmed
with physician that the subject would have continued this antibiotic after sypmtoms
cleared.

Corrected spelling and stop date entered

Corrected spelling and stop date entered

Verified.  JLM 23Apr2010

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

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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R277155213

CDB_001

CDB_001

CDB_001

CDB_001

R1029

R1029

R1029

R1029

1790015613

1790015313

1785016313

1790015413

AE

AE

AE

AE

AE

AE

AE

AE

40

40

40

40

PAGE_40

PAGE_40

PAGE_40

PAGE_40

Action Specify

Adverse Event

Outcome to Date

Resolved Date

1

1

1

1

CURRENT

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

No Action Required

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

UNIVARIATE

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

VAGINAL BLEEDING WITH PREGNANCY

UNK

Please delete comment as only one can be selected.

Please verify entry should be enter as MD diagnosed term.

Value for Outcome to Date has not been supplied

Please verify should be UNK.

per query

per query

outcome cannot be answered as subject is LOST TO FOLLOW

per query

per query

per query

outcome cannot be answered as subject is LOST TO FOLLOW

per query

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Status:

Site:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:

Row:
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R277155213

CDB_001

CDB_001

CDB_001

R1029

R1029

R1029

1790015513

102249511

111900911

AE

AE

AE

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Resolved Time 1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MANUAL HEADER

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

UNK

Please verify should be UNK

Please verify if this AE is still ongoing.  If not, and date/time can not be recovered,
please update date/time to UNK.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <VAGINAL BLEEDING
WITH PREGNANCY>.  Please either provide resolved date and time OR check Ongoing.

per query

Subject was a lost to follow-up and would not return any telephone calls or respond to
multiple certified letters. No more information can be obtained.

per query

Verified.  JLM 23Apr2010

Verified.  JLM 26Apr2010

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

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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R277155213

CDB_001

CDB_001

R1029

R1029

111386611

20533011

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Confirmed

No Action Required

MANUAL HEADER

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Since it is UNKNOWN if event is ongoing, update resolved date/time to UKNOWN instead of
checking ongoing.

Event Serious? is Yes for Adverse Event <VAGINAL BLEEDING WITH PREGNANCY>.  VERIFY this
event has been reported as appropriate or amend response.

updated to unknown per query

Serious AE due to hospitalization and it was reported as such

Verified.  JLM 26Apr2010

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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CDB_001

CDB_001

CDB_001

R1029

R1029

R1029

1790016613

1790017613

71440711

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Adverse Event

Resolved Time

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

HIDRADENITIS CYST-RIGHT BUTTOCKS

UNK

Please add location as clarified in source, "right buttcok".

Please verify resolution time should be UNK, not NA.

Outcome to Date is equal to  RECOVERED for HIDRADENITIS CYST-RIGHT BUTTOCKS but Resolved
Date and/or Time are missing.  Please reconcile.

updated information

Resolved date is (24/Jul/2009) & resolved time is (unknown)

updated information

Document #:

Discrepancy ID:

Discrepancy ID:

Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

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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AE.1

AE 40PAGE_40

CURRENT

Data value changed. Disc no longer applicable.

MULTIVARIATE

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <HIDRADENITIS
CYST-RIGHT BUTTOCKS>.  Please either provide resolved date and time OR check Ongoing.

Resolved date is (24/Jul/2009) & resolved time is (unknown)

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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CDB_001

CDB_001

R1029

R1029

63684811

58753711

STUDY COMPETION

STUDY COMPETION

DS

DS

46

46

PAGE_46

PAGE_46

AE specify

Date the subject completed OR withdrew f

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

VAGINAL BLEEDING WITH PREGNANCY

20090921

'Pregnancy' is not an existing AE for this subject. Please verify updating specification
to 'Vaginal Bleeding with Pregnancy' OR add 'Pregnancy' as an AE.

Previous query incorrect, per guidelines date of last scheduled protocol visit should be
entered.

Updated info

Confirmed with PI, 21Sep2009 was last contact with subject. Subject was instructed to
discontinue study product on 21Sep2009 and to return for Final/Early term visit.

Confirmed with PI, 21Sep2009 was last contact with subject. Subject was instructed to
discontinue study product on 21Sep2009 and to return for Final/Early term visit.

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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