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R4033
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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:
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09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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

















16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





17.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





18.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





19.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

















27.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











31.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.OS.1

OverFlow Section For Document Number R279314013

UNABLE TO CONTACT SUBJECT1



32.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





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.U6.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.U7.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.U8.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.U9.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.U10.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.U11.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.U12.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.U13.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.U14.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.U15.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









39.1.U18.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.U19.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.U20.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.U21.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.U22.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





39.1.U23.LINKS

Links to Discrepancy and Audit Sections

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









40.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF









40.U7.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.U9.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.U10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.U11.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF









42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





43.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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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R279313313

Page_09

P3880_0342

R4033 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Ongoing

5

5

5

5

5

6

6

6

6

6

7

7

7

7

14-JUN-2009

07-JUL-2009

LACERATION TO LEFT LEG

5

06-JUN-2009

12-JUN-2009

CONTACT DERMATITIS

6

01-JUN-2009

06-JUN-2009

SEROUS OTITIS LEFT EAR

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

03-MAR-2010 15:55:57

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

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

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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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R279313313

Page_09

P3880_0342

R4033 Screening
09

Mh Page number 9 Screening

MH1

Sequence Number

7

7

<Row Deleted>

03-MAR-2010 15:55:57

Kim Freschly

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
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R251165213

Page_10

P3880_0342

R4033 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Date

Date

1

1

27-APR-2009

15-APR-2009

15-APR-2009

27-APR-2009

18-MAR-2010 09:03:10

23-APR-2010 10:57:39

Lana Glaser

Lana Glaser

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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R251168613

Page_16

P3880_0342

R4033 Sptp, Weeks 1-4
16

Status Review Page number 16.1 Sptp, Weeks 1-4

Section Header

CHKYN

DCM Blank flag

Approximately
how many
cigarettes did
th (11)

Date

Was Behavioral
Counseling Given
(6)

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

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

1

1

1

1

1

1

1

N

35

18-MAY-2009

YES

YES

YES

YES

Y

ND

NO

19-MAR-2010 14:11:16

18-MAR-2010 17:00:24

18-MAR-2010 17:00:24

18-MAR-2010 17:00:24

18-MAR-2010 17:00:24

18-MAR-2010 17:00:24

18-MAR-2010 17:00:24

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

0

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #

Group Name

Group Name

Field

Field

Row

Row

Changed From

Changed From

Changed To

Changed To

Impact on
resequence

Impact on
resequence

On

On

By

By

Reason

Reason

Comment

Comment
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R266269513

Page_17

P3880_0342

R4033 Ip, Week 6
17

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 17:05:30

Lana Glaser

Data Entry Error

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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R266269813

Page_18

P3880_0342

R4033 Ip, Week 6
18

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 17:06:14

Lana Glaser

Data Entry Error

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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R266269913

Page_19

P3880_0342

R4033 Ip, Week 6
19

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 17:06:20

Lana Glaser

Data Entry Error

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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R266270213

Page_20

P3880_0342

R4033 Ip, Week 6
20

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 17:06:27

Lana Glaser

Data Entry Error

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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R266273313

Page_27

P3880_0342

R4033 Ip, Week 16
27

Lb Page number 27 Ip, Week 16

LB

Were the
scheduled
laboratory
samples ob
1

YES

31-AUG-2009 11:55:49

Lana Glaser

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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R266274213

Page_31

P3880_0342

R4033 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

0

YES

12-NOV-2009 16:07:56

12-NOV-2009 16:07:14

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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R279314013

Page_32

P3880_0342

R4033 Fu, Week 20 & 24
32

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

07-JAN-2010 14:09:45

07-JAN-2010 14:12:41

Lana Glaser

Lana Glaser

Data Entry Error

Data Entry Error

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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R279314013

Page_32

P3880_0342

R4033 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Comments (HDYF)
(8)

Comments
(behavioral
counseling) (6)

Comments
(compliant) (4)

Comments
(contacted by
phone) (1)

Comments (how
many cigarettes)
(5)

Comments
(smoking status
reviewed) (2)

Date

If Subject was
not compliant,
approximat (5)

Scheduled
Timepoint

Was Behavioral
Counseling Given
(6)

Was Subject
asked HDYF? (8)

1

1

1

1

1

1

1

1

1

1

1

15-SEP-2009

WEEK 20

YES

YES

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Row Inserted

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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R279314013

Page_32

P3880_0342

R4033 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Was Subject
compliant (4)

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

1

1

1

YES

YES

YES

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

07-JAN-2010 14:12:41

Lana Glaser

Lana Glaser

Lana Glaser

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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R279314013

Page_32

P3880_0342

R4033 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

Section Header

CHKYN

DCM Blank flag

Comments
(contacted by
phone) (1)

Was Subject
contacted by
telephone (1)

1

1

1

N

Y

UNABLE TO CONTACT
SUBJECT

NO

05-JAN-2010 17:03:37

18-MAR-2010 17:02:56

07-JAN-2010 14:13:03

Katherine Bauer

Lana Glaser

Lana Glaser

Key Change

Data Entry Error

Data Entry Error

0

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #

Group Name

Group Name

Field

Field

Row

Row

Changed From

Changed From

Changed To

Changed To

Impact on
resequence

Impact on
resequence

On

On

By

By

Reason

Reason

Comment

Comment
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R279316313

Page_39

P3880_0342

R4033 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Indication

1

ALLERGIES

ALLERGIC RHINITIS

12-JAN-2010 13:04:40

Kim Freschly

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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R279316613

Page_39

P3880_0342

R4033 Pcm.3

Pcm Page number 39 Pcm.3

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

N

NERVOUS SYSTEM, N

N05

PSYCHOLEPTICS, N05

N05B

ANXIOLYTICS, N05B

N05BB

DIPHENYLMETHANE
DERIVATIVES, N05BB

ALLERGIES

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AX

OTHER ANTIHISTAMINES FOR
SYSTEMIC USE, R06AX

ALLERGIC RHINITIS

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

12-JAN-2010 13:05:30

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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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R279318413

Page_39

P3880_0342

R4033 Pcm.6

Pcm Page number 39 Pcm.6

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Frequency

Stop Date

Stop Date

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

EVERY DAY

06-JUN-2009

12-JUN-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

ONCE

12-JUN-2009

06-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

13-APR-2010 09:15:37

13-APR-2010 09:12:13

13-APR-2010 09:14:25

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Lana Glaser

Lana Glaser

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

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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R279319913

Page_39

P3880_0342

R4033 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

Frequency

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

EVERY DAY

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

ONCE

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

13-APR-2010 09:15:09

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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R4033 Pcm.8
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CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Frequency

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

EVERY DAY

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

ONCE

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

13-APR-2010 09:15:58

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error
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R4033 Pcm.9

Pcm Page number 39 Pcm.9

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Frequency

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

EVERY DAY

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

ONCE

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

13-APR-2010 09:16:22

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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Pcm Page number 39 Pcm.10

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Frequency

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

EVERY DAY

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

ONCE

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

13-APR-2010 09:16:37

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change
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Pcm Page number 39 Pcm.11

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Frequency

Stop Date

Stop Date

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

EVERY DAY

11-JUN-2009

12-JUN-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

ONCE

12-JUN-2009

11-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

13-APR-2010 09:16:52

07-JAN-2010 14:19:17

12-JAN-2010 13:06:48

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Lana Glaser

Lana Glaser

Kim Freschly

Class. Change

Class. Change
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Pcm Page number 39 Pcm.12

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

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AC

CORTICOSTEROIDS FOR
LOCAL ORAL TREATMENT,
A01AC

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AB

CORTICOSTEROIDS,
MODERATELY POTENT (GROUP
II), D07AB

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
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Pcm Page number 39 Pcm.13

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Indication

Stop Date

1

1

1

1

1

1

1

1

1

1

N

NERVOUS SYSTEM, N

N05

PSYCHOLEPTICS, N05

N05B

ANXIOLYTICS, N05B

N05BB

DIPHENYLMETHANE
DERIVATIVES, N05BB

ALLERGIES

R

RESPIRATORY SYSTEM, R

R06

ANTIHISTAMINES FOR
SYSTEMIC USE, R06

R06A

ANTIHISTAMINES FOR
SYSTEMIC USE, R06A

R06AX

OTHER ANTIHISTAMINES FOR
SYSTEMIC USE, R06AX

ALLERGIC RHINITIS

07-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

12-JAN-2010 13:09:24

12-JAN-2010 13:09:24

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly

Kim Freschly

Class. Change

Class. Change
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Class. Change

Class. Change

Class. Change

Class. Change
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Pcm Page number 39 Pcm.14

CM1

Dose

1 15

02-FEB-2010 14:50:23

Lana Glaser

Data Entry Mode
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Pcm Page number 39 Pcm.15

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug name

1

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C05

VASOPROTECTIVES, C05

C05A

AG.FOR TREATM.OF
HEMORRH.AND ANAL
FISS.FOR TOP.USE, C05A

C05AD

LOCAL ANESTHETICS, C05AD

NOVACAINE

N

NERVOUS SYSTEM, N

N01

ANESTHETICS, N01

N01B

ANESTHETICS, LOCAL, N01B

N01BA

ESTERS OF AMINOBENZOIC
ACID, N01BA

NOVOCAINE

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

26-APR-2010 14:24:56

12-NOV-2009 16:42:07

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly

Class. Change
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Class. Change
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Pcm Page number 39 Pcm.18

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Indication

Preferred Term

Preferred Term
Code

Trade Name

1

1

1

1

1

1

1

1

1

1

1

1

1

1

AVENZA

AVENZA

LACERATION LEFT LEG

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02A

OPIOIDS, N02A

N02AA

NATURAL OPIUM ALKALOIDS,
N02AA

AVINZA

AVINZA

LACERATION LEFT LEG PAIN

MORPHINE SULFATE

00036302001

AVINZA

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:10:01

12-JAN-2010 13:12:06

26-APR-2010 12:25:24

26-APR-2010 12:25:24

26-APR-2010 12:25:24

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Obvious spelling
correction.  JLM
26Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change
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Pcm Page number 39 Pcm.18

CM1

Trade Name Code

1 00036302049

26-APR-2010 12:25:24

Joanne Mccaigue
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Pcm Page number 39 Pcm.19

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

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

A

G

ALIMENTARY TRACT AND
METABOLISM, A

GENITO URINARY SYSTEM
AND SEX HORMONES, G

A01

G01

STOMATOLOGICAL
PREPARATIONS, A01

GYNECOLOGICAL
ANTIINFECTIVES AND
ANTISEPTICS, G01

A01A

G01A

STOMATOLOGICAL
PREPARATIONS, A01A

ANTIINFECTIVES AND
ANTISEPTICS, EXCL.
COMBINATIONS, G01A

A01AB

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

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

Class. Change

Data Change

Class. Change

Data Change

Class. Change
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Pcm Page number 39 Pcm.19
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ATC4 Code

ATC4 Text

ATC4 Text

Indication

Indication

Indication

Preferred Term

Preferred Term
Code

Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

A01AB

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

YEAST INFECTION

VAGINAL CADIDIASIS

VAGINAL CONDIDIASIS

G01AF

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

IMIDAZOLE DERIVATIVES,
G01AF

VAGINAL CADIDIASIS

VAGINAL CONDIDIASIS

VAGINAL CANDIDIASIS

MICONAZOLE NITRATE

00310802001

MONISTAT-3

00310802090

27-APR-2010 12:10:38

26-APR-2010 10:36:00

27-APR-2010 12:10:38

12-JAN-2010 13:13:00

12-JAN-2010 13:22:36

12-APR-2010 11:10:50

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Kim Freschly

Kim Freschly

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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Pcm Page number 39 Pcm.20

CM1

Indication

1

INSOMNIA, LACERATION
LEFT LEG
INSOMNIA

12-JAN-2010 13:14:20

Kim Freschly

Data Entry Error
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Pcm Page number 39 Pcm.21

CM1

Drug name

Stop Date

1

1

AMITREX

IMITREX

17-JUN-2009

12-JAN-2010 13:14:54

12-JAN-2010 13:14:54

Kim Freschly

Kim Freschly
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R4033 Ae
40

Ae Page number 40 Ae

AE1

Onset Time

1

1300

UNK

23-APR-2010 12:13:13

Lana Glaser per source,
"subject noted
symptoms with
dosing", start
time unknown.
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Ae Page number 40 Ae.1

AE1

Onset Time

1

1300

UNK

23-APR-2010 11:59:25

Lana Glaser

Investigator
Correction
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Ae Page number 40 Ae.7

AE1

Action Specify

Action Taken

Serious Event

Severity

Severity

1

1

1

1

1

OTHER DRUG

YES

MILD

MODERATE

STITCHES

OTHER TREATMENT

NO

MODERATE

MILD

04-MAR-2010 10:14:30

04-MAR-2010 10:14:30

07-JAN-2010 14:50:42

07-JAN-2010 14:51:31

03-MAR-2010 15:55:04

Kim Freschly

Kim Freschly

Lana Glaser

Lana Glaser

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error
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Ae Page number 40 Ae.9

AE1

Adverse Event

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

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

Verbatim Term

1

1

1

1

1

1

1

1

1

1

1

1

1

YEAST INFECTION

VAGINAL CONDIDIASIS

VAGINAL CONDIDIASIS

VAGINAL CONDIDIASIS

VAGINAL CANDIDIASIS

FUNGAL INFECTIOUS
DISORDERS

10017528

CANDIDA INFECTIONS

10007134

VAGINAL CANDIDIASIS

10046898

VULVOVAGINAL CANDIDIASIS

10047784

INFECTIONS AND
INFESTATIONS

10021881

VAGINAL CANDIDIASIS

07-JAN-2010 14:53:33

21-APR-2010 12:42:43

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:42:01

26-APR-2010 10:36:00

Lana Glaser

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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error.  JLM
21Apr2010
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Lb Page number 42 Additional Lab

LB

Clinically
Significant
(additional) (2)

Comments

Date

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Name CS
Labs only

Were any
additional
Laboratory
evaluatio

1

1

1

1

1

1

1

NO

NO

16-JUN-2009

NA

YES

18-MAR-2010 17:06:39

18-MAR-2010 17:06:39

18-MAR-2010 17:06:39

18-MAR-2010 17:06:39

18-MAR-2010 17:06:39

18-MAR-2010 17:06:39

18-MAR-2010 17:06:39

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser
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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 05-MAR-2013 09:45:32 162Page

R279330313

Page_43

P3880_0342

R4033 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate
Unit

1

1

1

1

1

1

1

1

1

1

1

1

1

1233

37.1

C

16-JUN-2009

59

MMHG

81

BEATS/MINUTE

SEATED

16

BREATHS/MINUTE

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser
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Lana Glaser

Lana Glaser
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Vs Page number 43 Additional Vs

VS

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Were Vital Signs
Collected/Were
any addi (1)

1

1

1

NO

116

MMHG

YES

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

18-MAR-2010 17:07:19

Lana Glaser
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Lana Glaser
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SCREENING

SMOKING HISTORY 10PAGE_10

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090427

Per previous query date was updated, however source clearly indicated smoking history was
captured (Medical History supplement questionaire) on 27Apr09.  Both the Study manager
and subject dated the form 27Apr09

Please route query to DM - Should this be updated to 27Apr2009?

Verified.  JLM 26Apr2010

Discrepancy Detail Report
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Discrepancy ID:
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R4033

1746295613

1746295513

IP, WEEK 16

IP, WEEK 16

STATUS REVIEW

STATUS REVIEW

31

31

PAGE_31

PAGE_31

If Subject was not compliant, approximat

Was Subject compliant

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

YES

Please leave blank if subject was compliant

Please complete
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Type:
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86986711

34882711

FU, WEEK 20 & 2

FU, WEEK 20 & 2

STATUS REVIEW

STATUS REVIEW

32.1

32.1

PAGE_32

PAGE_32

Comments (contacted by phone) 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

UNABLE TO CONTACT SUBJECT

Please provide a comment for why subject was not contacted.

Since call was not completed, should date be ND?

comment added

corrected to ND

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:
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PCM.2

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ALLERGIC RHINITIS

This appears to be related to an AE, but there is no corresponding listing for an episode
of allergy.

Please consult the Con Med source document and document the absence of an AE of allergy
on this date.

allergic rhinitis on Med Hx

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 05-MAR-2013 09:45:32 168Page

R279316613

P3880_0342 R403334884211

PCM.3

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HYDROXYZINE

This appears to be related to an AE, but there is no corresponding listing for an episode
of allergy.

Please consult source; confirm and document that the AE was not captured.

allergic rhinitis on Med Hx

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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PCM.6

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

This medication/dose was only taken one day.  Please verify updating frequency to 'one
time.'

these were taken in descending dose so number of tablets are different.

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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PCM.7

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

This medication/dose was only taken one day.  Please verify updating frequency to 'one
time.'

Verified.  JLM 21Apr2010

Document #:
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Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:
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Visit Date:
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PCM.8

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

This medication/dose was only taken one day.  Please verify updating frequency to 'one
time.'

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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PCM.9

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

This medication/dose was only taken one day.  Please verify updating frequency to 'one
time.'

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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PCM.10

PCM 39PAGE_39

Frequency 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

ONCE

This medication/dose was only taken one day.  Please verify updating frequency to 'one
time.'

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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P3880_0342

P3880_0342

R4033

R4033

99033011

34880711

PCM.11

PCM.11

PCM

PCM

39

39

PAGE_39

PAGE_39

Frequency

Stop Date

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

ONCE

20090611

This medication/dose was only taken one day.  Please verify updating frequency to 'one
time.'

Per source, last use of con med was Day 6.  This was calculated using Day 1 as 6Jun.
Please confirm date of stop of con med.

Source needs review and possbile explanation.

Verified.  JLM 21Apr2010

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:



Report run by Brian Saari at 05-MAR-2013 09:45:32 175Page

R279321813

P3880_0342 R403334879611

PCM.12

PCM 39PAGE_39

Stop Date 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20090612

Per source, last use of con med was Day 6.  This was calculated using Day 1 as 6Jun.
Please confirm date of stop of con med.

Source doc needs review and possible revision.

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:
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Row:
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P3880_0342

R4033

R4033

34880911

34884611

PCM.13

PCM.13

PCM

PCM

39

39

PAGE_39

PAGE_39

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Per source, there is an end date; please enter date.

This appears to be related to an AE, but there is no corresponding listing for an episode
of allergy.

Please consult Con Med page; no AE of allergies was recorded.  Please provide
documentation.

allergic rhinitis on Med Hx

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:
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Status:

Site:

Site:
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Patient:
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Row:
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PCM.14

PCM 39PAGE_39

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Per source, the calculation of dose is not provided and unit is not clear.  Consider
entry of UNK.

Please review source and clarify if possible or provide data for entry of dose/unit.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:
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Visit Date:
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Patient:

Qualifying Value:

Row:
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PCM.18

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

LACERATION LEFT LEG PAIN

Per source, this con med is related to pain.  Please confirm and adjust accordingly.

pain added to indication

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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PCM.19

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

VAGINAL CANDIDIASIS

Per AE, the diagnosis is vaginal candidiasis.  Con Med page does not match AE form.

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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PCM.20

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

INSOMNIA

Per source, this con med is for insomnia only.  Please confirm.

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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PCM.21

PCM 39PAGE_39

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Per source, there is an end date.  Please complete.

corrected per source

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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PCM.22

PCM 39PAGE_39

Drug name 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

CEPHALEXIN

Per source, there is an UNK con med that has not been entered.  Please create a CRF and
enter this con med.

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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PCM.23

PCM 39PAGE_39

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Stop Date is missing and 'Ongoing' field was not completed for <UNKNOWN>.  Please provide
Stop Date or enter 'checked' in the 'Ongoing' field.

stop date unknown

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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AE

AE 40PAGE_40

Onset Time 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

UNK

This event has an onset date/time prior to randomization.  Please verify date/time.  If
correct, please remove as AE and move to MH page.

per source, "subject noted symptoms with dosing", start time unknown.

Verified.  JLM 26Apr2010

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:
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Row:



Report run by Brian Saari at 05-MAR-2013 09:45:32 185Page

R279327613

P3880_0342 R4033110445511

AE.1

AE 40PAGE_40

Onset Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090427

This event has an onset date/time prior to randomization.  Please verify date/time.  If
correct, please remove as AE and move to MH page.

per source, "subject noted symptoms with dosing", start time unknown.

Verified.  JLM 26Apr2010
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Adverse Event 1

CURRENT

Confirmed
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CONSTIPATION

Constipation is present as medical history.  Please verify this is a worsening of
condition.  If not, please remove event.

constipation due to antibiotics

Verified.  JLM 26Apr2010
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Severity
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CURRENT

Confirmed

Confirmed
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Resolved-Response Edited

Resolved-Response Edited

OTHER TREATMENT

MILD

Please review as ConMeds taken for AE laceration were ONLY taken on 6/14/09

Please review this should be mild
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CURRENT

Data value changed. Disc no longer applicable.
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VAGINAL CANDIDIASIS

Per source, the AE diagnosis is vaginal candidiasis.  Please confirm and change if you
agree.

confirmed and corrected
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No Action Required

No Action Required

Confirmed

Confirmed

UNIVARIATE
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Value for Action Taken has not been supplied

Value for Outcome to Date has not been supplied

Value for Severity has not been supplied

No data in source.

Can any additional information be provided on any missing data?

action taken not documented on source

outcome not documented on source

severity not documented
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