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07.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF
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OverFlow Section For Document Number R275319813

POSTMENOPAUSAL HORMONE REPLACEMENT THERAPY1



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
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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
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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
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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
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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
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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
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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
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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.U6.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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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
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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
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Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF
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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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R4010 Screening
09

Mh Page number 9 Screening

MH1

Diagnosis/Proced
ure
2

POSTMENOPAUSAL HRT

POSTMENOPAUSAL HORMONE
REPLACEMENT THERAPY

18-MAR-2010 08:31:58

Lana Glaser

Data Entry Error

2

Document #:
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Qualifying Prompt Qualifying Value Section Visit 
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Page_10
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R4010 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
attemps) (7)

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

1

1

4

COLD TURKEY

1

10-JUN-2009 12:01:43

04-JAN-2010 10:00:22

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

1

Document #:
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R4010 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

3

3

NO

NE

NE

NO

13-MAY-2009 11:29:23

10-JUN-2009 12:02:31

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

1
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R4010 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

1

1

1

NO

YES

UPPER DENTURES

1

08-JAN-2010 10:04:35

08-JAN-2010 10:05:00

08-JAN-2010 10:05:00

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Row Inserted

Row Inserted

2
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CRF
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R4010 Sptp, Weeks 1-4
16

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

23-APR-2009 10:42:15

23-APR-2009 10:42:27

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error
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R4010 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)

Comments
(behavioral
counseling) (6)

Comments
(contacted by
phone) (1)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Date

Scheduled
Timepoint

Was Behavioral
Counseling Given
(6)

Was Subject
contacted by
telephone (1)

1

1

1

1

1

1

1

1

1

1

98

18-MAR-2009

WEEK 1

YES

YES

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly
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Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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R4010 Sptp, Weeks 1-4
16

Status Review Page number 16 Sptp, Weeks 1-4

CHKYN

Was Subject's
smoking status
reviewed (2)

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

1

1

YES

YES

23-APR-2009 10:42:27

23-APR-2009 10:42:27

Kim Freschly

Kim Freschly
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R4010 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (11)

Comments
(behavioral
counseling) (6)

Comments
(contacted by
phone) (1)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Date

Scheduled
Timepoint

Was Behavioral
Counseling Given
(6)

Was Subject
contacted by
telephone (1)

1

1

1

1

1

1

1

1

1

1

70

25-MAR-2009

WEEK 2

YES

YES

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly
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R4010 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

CHKYN

Was Subject's
smoking status
reviewed (2)

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

1

1

YES

YES

23-APR-2009 10:42:27

23-APR-2009 10:42:27

Kim Freschly

Kim Freschly

Row Inserted
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R4010 Sptp, Weeks 1-4
16

Status Review Page number 16A Sptp, Weeks 1-4

CHKYN

Approximately
how many
cigarettes did
th (10)

Comments
(behavioral
counseling) (6)

Comments
(contacted by
phone) (1)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Comments (study
product
reviewed) (3)

Date

Scheduled
Timepoint

Was Behavioral
Counseling Given
(6)

Was Subject
contacted by
telephone (1)

1

1

1

1

1

1

1

1

1

1

35

01-APR-2009

WEEK 3

YES

YES

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

23-APR-2009 10:42:27

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly
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R4010 Sptp, Weeks 1-4
16

Status Review Page number 16A Sptp, Weeks 1-4

CHKYN

Was Subject's
smoking status
reviewed (2)

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

1

1

YES

YES

23-APR-2009 10:42:27

23-APR-2009 10:42:27

Kim Freschly

Kim Freschly

Row Inserted
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R4010 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

1

14

11-SEP-2009 13:39:11

Kim Freschly

Investigator
Correction

1
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R4010 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

Was Subject
compliant (4)

Was Subject
compliant (4)

1

1

1

1

1

35

YES

NO

35

NO

NO

11-JAN-2010 09:02:00

11-JAN-2010 09:03:15

04-JAN-2010 10:01:24

11-JAN-2010 09:01:46

11-JAN-2010 09:03:15

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

1
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R4010 Fu, Week 28
33

Vs Page number 33 Fu, Week 28

VS

Date

1

26-AUG-2009

23-SEP-2009

22-OCT-2009 11:34:37

Kim Freschly

Data Entry Error

1
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Page_39
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R4010 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Indication

1

HRT

HORMONE REPLACEMENT
THERAPY

13-APR-2010 08:30:15

Lana Glaser

Data Entry Error

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date
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R4010 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

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

1

1

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BE

ANILIDES, N02BE

PARACETAMOL

00020001001

TYLENOL /00020001/

00020001005

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

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

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

1
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Patient
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Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 08:32:54 96Page

R275324913

Page_39

P3880_0342

R4010 Pcm.6

Pcm Page number 39 Pcm.6

CM1

Indication

1

LEFT SHOULDER PAIN

ARTHRALGIA LEFT SHOULDER

22-OCT-2009 11:53:07

Kim Freschly

Data Entry Error

1

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 
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Page_39
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R4010 Pcm.7

Pcm Page number 39 Pcm.7

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Indication

Start Date

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

DEPOMEDROL

DEPOMEDROL

LEFT SHOULDER PAIN

19-MAR-2009

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

H02A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

H02AB

GLUCOCORTICOIDS, H02AB

DEPO MEDROL

DEPO MEDROL

ARTHRALGIA LEFT SHOULDER

19-MAY-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

20-APR-2010 11:29:16

12-APR-2010 10:11:22

22-OCT-2009 11:53:16

06-JAN-2010 09:47:01

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Kim Freschly

Lana Glaser

Obvious spelling
correction.  JLM
12Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Data Entry Error

Data Entry Error

1

Document #:
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Visit

Visit Date

CRF
CRF Page
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Qualifying Prompt Qualifying Value Section Visit 
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Field
Row
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Impact on
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By
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R4010 Pcm.7

Pcm Page number 39 Pcm.7

CM1

Stop Date

Stop Date

Trade Name

Trade Name Code

1

1

1

1

19-MAR-2009

29-JUL-2009

DEPOMEDROL

00049603030

29-JUL-2009

19-MAY-2009

DEPO MEDROL

00049603013

06-JAN-2010 09:47:01

08-JAN-2010 10:05:57

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Lana Glaser

Kim Freschly

Carol Kraucyk

Carol Kraucyk

Data Entry Error

Data Entry Error

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



Report run by Brian Saari at 05-MAR-2013 08:32:54 99Page

R275329813

Page_40

P3880_0342

R4010 Ae.3

Ae Page number 40 Ae.3

AE1

Resolved Date

1

20-MAY-2009

20-AUG-2009

06-JAN-2010 09:54:47

Lana Glaser

Data Entry Error

1

Document #:

Patient
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Visit
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CRF
CRF Page
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Qualifying Prompt Qualifying Value Section Visit 
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SCREENING

UPREG 7PAGE_07

Result 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

NEGATIVE

Please verify updating urine pregnancy test result to N/A as subject has a  medical
history diagnosis/procedure indicating she is not of child-bearing potential.

per PI women 18-55 get pregnancy tests

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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SCREENING

SMOKING HISTORY 10PAGE_10

If yes, how many (other attempts to quit 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

1

Per smoking Hx clarification form subject only attempted to quit 2 times.

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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P3880_0342 R40101672660813

SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please update to 'No' per CRF guidelines
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Visit:

CRF:
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Resolution Type:
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Row:
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P3880_0342 R40101781341513

SCREENING

MH 9PAGE_09

Diagnosis/Procedure 2

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

POSTMENOPAUSAL HORMONE REPLACEMENT THERAPY

Please update to full text rather than abbreviation (HRT).

corrected
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Row:
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R275321413

P3880_0342 R401036161811

SCREENING

PE 12PAGE_12

Does the subject have any abnormal findi 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

YES

Please add PE findings

Upper dentures

Document #:
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Field:

Value Text:
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IP, WEEK 10

STATUS REVIEW 24PAGE_24

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

14

Please use value from week 10 diary

Document #:
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Discrepancy:

Internal Comment:

Resolution Type:
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FU, WEEK 20 & 2

STATUS REVIEW 32PAGE_32

Was Subject compliant 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please review compliance response

Document #:
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Row:



Report run by Brian Saari at 05-MAR-2013 08:32:54 107Page

R240111713

P3880_0342 R401098968711

PCM.1

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HORMONE REPLACEMENT THERAPY

Please provide full indication for clarity (Hormone Replacement Therapy)

Verified.  JLM 20Apr2010
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Row:
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PCM.4

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

STRESS HEADACHE

Stress headache is not captured as medical history.  Please verify adding.

per Dr. Stoltz subject's history of stress headache is not relevant to study

Verified.  JLM 21Apr2010

Document #:
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Row:
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R275325113

P3880_0342 R40101781401913

PCM.7

PCM 39PAGE_39

Stop Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090519

Please review stop date to footnote 3.

Document #:
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Visit:
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Value Text:
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Review Status:

Discrepancy:

Internal Comment:
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Resolution Text:
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R275329813

P3880_0342

P3880_0342

P3880_0342

R4010

R4010

R4010

1781457513

1781457913

1781457413

AE.3

AE.3

AE.3

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Action Taken

Adverse Event

Resolved Date

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

OTHER DRUG

COUGH

20090820

Source does not match CRF.

Please review if AE for headache (per conmed source) should be documented and added to
the CRF per protocol (all AEs from screening on will be captured)

Please review date

Pls have SM update source AE - action taken - check conmed box

AE of viral syndrome added

date corrected
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R286632413

P3880_0342

P3880_0342

P3880_0342

R4010

R4010

R4010

35285111

39638811

39640611

AE.4

AE.4

AE.4

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Severity 1

CURRENT

CURRENT

CURRENT

Confirmed

No Action Required

No Action Required

UNIVARIATE

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Value for Severity has not been supplied

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

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

per source, severity not captured

Check firing due to UNK time. No action needed. KAY 02Feb2010.

Check firing due to UNK time. No action needed. KAY 02Feb2010.
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