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Abc 123

Abc 123

CP_001

All statuses

All statuses

R3027

R3027

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















05.OS.1

OverFlow Section For Document Number R246705113

WHITE/NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER1











09.OS.1

OverFlow Section For Document Number R246705513

DIZZINESS/LIGHTHEADEDNESS INTERMITTENT (WEEKLY)1



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

















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













21.OS.1

OverFlow Section For Document Number R266132513

UNABLE TO COMPLETE CALL SUBJECT DIDN'T CALL BACK1



21.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.OS.1

OverFlow Section For Document Number R266132913

UNABLE TO CONTACT SUBJECT 3 FAILED ATTEMPTS ON 12AUG2009, 14AUG2009 AND 17AUG20091



25.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 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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R246705513

Page_09

CP_001

R3027 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure

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

1

4

7

10

10

10

10

10

10

10

10

10

10

ASTHMA

IRRITABLE BOWEL SYDROME

DIZZINESS/LIGHTHEADEDNES
S

MILD ASTHMA

IRRITABLE BOWEL SYNDROME

DIZZINESS/LIGHTHEADEDNES
S INTERMITTENT (WEEKLY)

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

28-AUG-2009 13:54:37

02-MAR-2010 12:00:50

11-MAR-2010 13:19:07

03-JUN-2009 17:44:57

17-JUN-2009 12:01:42

03-JUN-2009 17:44:57

17-JUN-2009 12:01:42

03-JUN-2009 17:44:57

17-JUN-2009 12:01:42

03-JUN-2009 17:44:57

17-JUN-2009 12:01:42

03-JUN-2009 17:44:57

17-JUN-2009 12:01:42

Tricia Hunt

Krysia Magnuson

Tricia Hunt

Diane Yann

Tricia Hunt

Diane Yann

Tricia Hunt

Diane Yann

Tricia Hunt

Diane Yann

Tricia Hunt

Diane Yann

Tricia Hunt

Sydrome to
Syndrome. KAY
02Mar2010.

Data Entry Error

ODM/SEC

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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R249631913

Page_10

CP_001

R3027 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Age subject
began smoking
(1)

Attempted to
quit (Nicotine
Replacement) (2)

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
cessation aids)
(4)

Attempted to
quit
(Pharmaceuticals
) (3)

Average number
of cigarettes
smoked per (2)

Comments (Age)
(1)

Comments
(Average Number)
(2)

Comments (NRT)
(4)

Comments (other
attemps) (7)

1

1

1

1

1

1

1

1

1

1

12

YES

YES

NO

YES

30

NICOTINE PATCH, ONCE

NO AIDE, FOUR TIMES

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R249631913

Page_10

CP_001

R3027 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
cessation aids)
(6)

Comments
(pharmaceuticals
) (5)

Comments
(smokeless
tobacco) (3)

Date

Has subject used
smokeless
tobacco (1)

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

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

If Yes, how many
(pharmaceuticals
) (4)

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

Was Smoking
History
collected?

1

1

1

1

1

1

1

1

1

1

WELLBUTRIN, ONCE

06-MAY-2009

YES

1

1

4

YES

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

29-MAY-2009 17:05:37

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Kyle Freadman

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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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R249636613

Page_16

CP_001

R3027 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Date

1

19-MAY-2009

27-MAY-2009

17-JUN-2009 12:03:23

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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R249636613

Page_16

CP_001

R3027 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

03-JUN-2009 18:03:47

17-JUN-2009 12:04:29

Diane Yann

Tricia Hunt

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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R266132513

Page_21

CP_001

R3027 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

Comments
(compliant) (4)

Comments (how
many cigarettes)
(5)

Comments (how
many cigarettes)
(5)

Date

If Subject was
not compliant,
approximat (5)

Was Behavioral
Counseling Given
(6)

Was Behavioral
Counseling Given
(6)

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

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

1

1

1

1

1

1

1

1

1

UNKNOWN

24-JUN-2009

NO

NO

UNKNOWN

UNKNOWN

10-JUL-2009

UNKNOWN

NO

NO

18-MAR-2010 18:20:28

18-MAR-2010 18:20:28

20-MAR-2010 12:38:37

18-MAR-2010 18:19:07

20-MAR-2010 12:38:37

16-NOV-2009 14:46:32

18-MAR-2010 18:20:28

16-NOV-2009 14:46:32

18-MAR-2010 18:20:28

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Marilyn Mindolovich

Tricia Hunt

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Investigator
Correction

Data Entry Error

Investigator
Correction

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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R266132913

Page_25

CP_001

R3027 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

Comments
(contacted by
phone) (1)

Date

1

1

12-AUG-2009

UNABLE TO CONTACT
SUBJECT 3 FAILED
ATTEMPTS ON 12AUG2009,
14AUG2009 AND 17AUG2009

ND

18-MAR-2010 18:47:14

05-MAY-2010 10:20:14

Tricia Hunt

Tricia Hunt

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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R253390013

Page_39

CP_001

R3027 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 name

Ongoing

Stop Date

Stop Date

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

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

METRONITAZOLE

CHECKED

24-JUN-2009

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01X

OTHER ANTIBACTERIALS,
J01X

J01XD

IMIDAZOLE DERIVATIVES,
J01XD

METRONIDAZOLE

24-JUN-2009

12-JUN-2009

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

23-NOV-2009 13:10:37

21-OCT-2009 16:13:47

21-OCT-2009 16:13:47

17-NOV-2009 16:30:35

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Marilyn Mindolovich

Heather Aiona

Heather Aiona

Marilyn Mindolovich

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Data Entry Error

Data Entry Error

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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R253391213

Page_40

CP_001

R3027 Ae
40

Ae Page number 40 Ae

AE1

Ongoing

Outcome to Date

Resolved Date

Resolved Time

1

1

1

1

CHECKED

CONT WITHOUT TREATMENT

RECOVERED

25-MAY-2009

UNK

21-OCT-2009 16:15:13

21-OCT-2009 16:15:13

21-OCT-2009 16:15:13

21-OCT-2009 16:15:13

Heather Aiona

Heather Aiona

Heather Aiona

Heather Aiona

Investigator
Correction

Investigator
Correction

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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R280088013

Page_46

CP_001

R3027 Study Competion
46

Ds Page number 46 Study Competion

DS

Date the subject
completed OR
withdrew f
1

24-AUG-2009

27-JUL-2009

23-NOV-2009 13:18:16

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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R246705513

CP_001

CP_001

R3027

R3027

1669604913

76429311

SCREENING

SCREENING

MH

MH

9

9

PAGE_09

PAGE_09

Diagnosis/Procedure

Diagnosis/Procedure

1

7

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

MILD ASTHMA

DIZZINESS/LIGHTHEADEDNESS INTERMITTENT (WEEKLY)

Please add mild to asthma.

Please update diagnosis/procedure term to indicate if this is episodic/intermittent or a
chronic/ongoing condition.

Discrepancy Detail Report
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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R249636613

CP_001 R30271669605313

SPTP, WEEKS 1-4

STATUS REVIEW 16.1PAGE_16

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please verify date of week 2.

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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R266132513

CP_001

CP_001

CP_001

R3027

R3027

R3027

87930111

86025611

1793254713

IP, WEEK 8

IP, WEEK 8

IP, WEEK 8

STATUS REVIEW

STATUS REVIEW

STATUS REVIEW

21

21

21

PAGE_21

PAGE_21

PAGE_21

Comments (how many cigarettes)

Date

Was Behavioral Counseling Given

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20090710

NO

For this question only, please enter UNK for the result rather than the comment.

Please verify date. 24-Jun-2009 is the date of Week 6 assessments.

See previous query.

Complete.

Date corrected.

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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R266132513

CP_001 R30271793254613

IP, WEEK 8

STATUS REVIEW 21PAGE_21

Was Subject's use of study product revie 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please provide a response to questions 3-6.

The call was not completed. The information obtained was entered. The call was dropped
and we were unable to reach the subject again after several failed attempts. The
information is complete per source. Please see comment that was previously added to
explain.

DM Response: If the subject was not asked questions 3-6 during the call, the responses
should be 'No' or 'UNK' as appropriate.

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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R266132913

CP_001

CP_001

R3027

R3027

86025711

115209911

IP, WEEK 13

IP, WEEK 13

STATUS REVIEW

STATUS REVIEW

25

25

PAGE_25

PAGE_25

Comments (contacted by phone)

Date

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

UNABLE TO CONTACT SUBJECT 3 FAILED ATTEMPTS ON 12AUG2009, 14AUG2009 AND 17AUG2009

ND

Please provide a comment as to why subject was not contacted.

Please update date to 'ND' as assessment did not occur.

DM comment: If subject terminated prior to this date, please mark the page blank.

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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R253390013

CP_001

CP_001

R3027

R3027

1796614013

1793256413

PCM

PCM

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Stop Date

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

METRONIDAZOLE

20090612

Please clarify the spelling of metronidazole.

Please verify stop date with 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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R253391213

CP_001

CP_001

R3027

R3027

20540411

20530011

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

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

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

Time resolved are UNK. Information is correct per source.

Time resolved are UNK. Information is correct 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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R266133113

CP_001

CP_001

R3027

R3027

20540511

20530111

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 VAGINOSIS but Resolved Date and/or Time are
missing.  Please reconcile.

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

Time resolved are UNK. Information is correct per source.

Time resolved are UNK. Information is correct per source.
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Date the subject completed OR withdrew f 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20090727

Please verify date of completion.  Per source subject was in clinic on 27Jul09 for visit
week 10.
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