
   

CRF Report for Study E7694105
Report run by Brian Saari at 06-MAR-2013 12:27:15

Abc 123

Abc 123

CDB_001

All statuses

All statuses

R1024

R1024

All statuses

Report Parameters

Abc 123

Site:

Discrepancy status choice:

Approval status choice:

Verification status choice:

Legend: How different values appear in the report

The data contained in this report is current at the time of printing (time as shown above)
All time stamps displayed in this report are in the timezone of the database server.

Starting patient:

Ending patient:

Prompt
Data value
Data value with discrepancy























09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF



















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











20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







22.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

















29.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.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





33.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





34.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





39.1.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





39.1.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U5.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





39.1.U9.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





40.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







40.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





41.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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

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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R254399913

Page_09

CDB_001

R1024 Screening
09

Mh Page number 9 Screening

MH1

Date of
Resolution

Ongoing

Date of Onset

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Sequence Number

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

2

2

3

3

3

3

3

3

3

3

3

4

4

4

00-00-2007

CHECKED

00-00-2001

CHRONIC COUGH

CHECKED

3

00-00-1999

ACNE

01-MAR-2010 11:02:45

01-MAR-2010 11:02:45

18-DEC-2009 10:34:06

07-JAN-2010 09:21:32

18-DEC-2009 10:34:06

18-DEC-2009 10:34:06

07-JAN-2010 09:21:32

18-DEC-2009 10:34:06

07-JAN-2010 09:21:32

18-DEC-2009 10:34:06

07-JAN-2010 09:21:32

07-JAN-2010 09:21:32

07-JAN-2010 09:21:32

07-JAN-2010 09:21:32

Christina Breedlove

Christina Breedlove

Heather Kretschmer

Sharon Daly

Heather Kretschmer

Heather Kretschmer

Sharon Daly

Heather Kretschmer

Sharon Daly

Heather Kretschmer

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Confirmed to be
ongoing

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

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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R254399913

Page_09

CDB_001

R1024 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Sequence Number

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Sequence Number

4

4

5

5

5

5

5

5

TINEO CORPORA

CHECKED

4

22-JUN-2009

22-AUG-2009

TINEO CORPORA

TINEO CORPORIS

5

07-JAN-2010 09:21:32

07-JAN-2010 09:21:32

20-APR-2010 14:01:44

20-APR-2010 14:01:44

20-APR-2010 14:01:44

20-APR-2010 14:13:33

20-APR-2010 14:01:44

20-APR-2010 14:01:44

Sharon Daly

Sharon Daly

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Investigator
Correction

Row Inserted

Row Inserted

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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R255966513

Page_16

CDB_001

R1024 Sptp, Weeks 1-4
16

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

Section Header

DCM Blank flag

DCM Blank flag

1

1

N

Y

Y

N

07-JUL-2009 09:33:01

14-JUL-2009 14:39:02

Sharon Daly

Rossana Matos

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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R255966513

Page_16

CDB_001

R1024 Sptp, Weeks 1-4
16

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

Section Header

CHKYN

DCM Blank flag

DCM Blank flag

Approximately
how many
cigarettes did
th (10)

1

1

1

N

Y

56-70

Y

N

70

07-JUL-2009 09:33:01

23-JUL-2009 13:03:42

15-OCT-2009 14:08:32

Sharon Daly

Sharon Daly

Sharon Daly

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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R266284413

Page_22

CDB_001

R1024 Ip, Week 10
22

Vs Page number 22 Ip, Week 10

VS

Weight

1

147

147.0

25-MAR-2010 10:31:09

Christina Breedlove Decimal added Per
Query

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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R274518713

Page_29

CDB_001

R1024 Ip, Week 16
29

Pe Page number 29 Ip, Week 16

MH1

Findings

1

WHEEZING RIGHT LOWER
LOBE
WHEEZING RIGHT LOWER
LOBE (BRONCHITIS)

15-OCT-2009 14:07:47

Rossana Matos

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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R274519113

Page_31

CDB_001

R1024 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

15

105

10-FEB-2010 18:05:13

Christina Breedlove per query

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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R278828713

Page_32

CDB_001

R1024 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

Was Subject
contacted by
telephone (1)

Was Subject's
smoking status
reviewed (2)

1

1

NO

NO

YES

YES

07-JAN-2010 09:44:23

07-JAN-2010 09:44:23

Sharon Daly

Sharon Daly

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



Report run by Brian Saari at 06-MAR-2013 12:27:19 94Page

R286931513

Page_33

CDB_001

R1024 Fu, Week 28
33

Vs Page number 33 Fu, Week 28

VS

Date

1

06-JAN-2009

06-JAN-2010

03-MAR-2010 16:30:28

Christina Breedlove

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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R286931613

Page_34

CDB_001

R1024 Fu, Week 28
34

Lb Page number 34 Fu, Week 28

LB

Were there any
clinically
significant la
(1)
1

NO

10-FEB-2010 18:06:49

Christina Breedlove

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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R266135313

Page_39

CDB_001

R1024 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

Frequency

Frequency

Unit

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

MICONAZOLE

EVERY DAY

AT BEDTIME

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G01

GYNECOLOGICAL
ANTIINFECTIVES AND
ANTISEPTICS, G01

G01A

ANTIINFECTIVES AND
ANTISEPTICS, EXCL.
COMBINATIONS, G01A

G01AF

IMIDAZOLE DERIVATIVES,
G01AF

MICONAZOLE NITRATE

AT BEDTIME

EVERY DAY

OTHER

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

10-FEB-2010 18:07:55

11-NOV-2009 14:44:09

11-NOV-2009 14:44:43

28-AUG-2009 14:30:02

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Rossana Matos

Rossana Matos

Christina Breedlove

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Pass1

Pass1

Pass1

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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R266135313

Page_39

CDB_001

R1024 Pcm
39

Pcm Page number 39 Pcm

CM1

other, specify
(unit)
1

CREAM

10-FEB-2010 18:07:55

Christina Breedlove

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
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R266136413

Page_39

CDB_001

R1024 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Frequency

Frequency

Indication

1

1

1

1

1

1

1

1

1

1

1

1

1

KETOCONOZOLE CREAM

KETOCONOZOLE CREAM

EVERY DAY

TWICE DAILY

FUNGUS

D

DERMATOLOGICALS, D

D01

ANTIFUNGALS FOR
DERMATOLOGICAL USE, D01

D01A

ANTIFUNGALS FOR TOPICAL
USE, D01A

D01AC

IMIDAZOLE AND TRIAZOLE
DERIVATIVES, D01AC

KETOCONAZOLE CREAM

KETOCONAZOLE CREAM

TWICE DAILY

EVERY DAY

TINEO CORPORA

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

20-APR-2010 11:29:16

09-APR-2010 12:00:19

11-NOV-2009 14:45:06

11-NOV-2009 14:45:24

11-FEB-2010 16:19:01

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Rossana Matos

Rossana Matos

Christina Breedlove

Obvious spelling
error.  JLM
09Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

Pass1

Pass1

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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R266136413

Page_39

CDB_001

R1024 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Indication

Indication

Preferred Term

Preferred Term
Code

other, specify
(unit)

1

1

1

1

1

TINEO CORPORA

TINEO CORPORIS

TINEO CORPORIS

TINEO CORPORA

KETOCONAZOLE

00532501001

CREAM

09-APR-2010 12:00:19

03-JUN-2010 10:52:57

26-APR-2010 10:36:00

26-APR-2010 10:36:00

11-FEB-2010 15:29:31

Joanne Mccaigue

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

Obvious spelling
error.  JLM
09Apr2010

spelling
correction

ODM/SEC

Data Entry Error

Data Change

Data 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
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R279074613

Page_39

CDB_001

R1024 Pcm.2

Pcm Page number 39 Pcm.2

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

A01AB

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01A

TETRACYCLINES, J01A

J01AA

TETRACYCLINES, J01AA

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

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R279075413

Page_39

CDB_001

R1024 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

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

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

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

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R279075813

Page_39

CDB_001

R1024 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Drug name

1

PROVANTIL

PROVENTIL

03-DEC-2009 08:44:08

Sharon Daly

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



Report run by Brian Saari at 06-MAR-2013 12:27:19 103Page

R279076613

Page_39

CDB_001

R1024 Pcm.5

Pcm Page number 39 Pcm.5

CM1

Frequency

Start Date

Stop Date

1

1

1

FOUR TIMES DAILY

18-OCT-2009

12OT2009

EVERY DAY

08-OCT-2009

12-OCT-2009

11-FEB-2010 15:30:23

11-NOV-2009 14:52:33

11-NOV-2009 14:52:33

Christina Breedlove

Rossana Matos

Rossana Matos

Data Entry Error

Pass1

Pass1

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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R279077013

Page_39

CDB_001

R1024 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

Frequency

Frequency

Stop Date

1

1

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A07

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

A07E

INTESTINAL
ANTIINFLAMMATORY AGENTS,
A07E

A07EA

CORTICOSTEROIDS ACTING
LOCALLY, A07EA

OTHER

THREE TIMES DAILY

17-OCT-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

THREE TIMES DAILY

OTHER

11-OCT-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 13:16:04

03-JUN-2010 15:50:19

03-JUN-2010 15:51:20

13-APR-2010 13:16:04

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Sharon Daly

Sharon Daly

Christina Breedlove

Separated
decending doses

Separated
decending doses

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Investigator
Correction

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
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On
By

Reason

Comment
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R279077013

Page_39

CDB_001

R1024 Pcm.6

Pcm Page number 39 Pcm.6

CM1

Stop Date

Stop Date

other, specify
(frequency)

other, specify
(frequency)

1

1

1

1

11-OCT-2009

10-OCT-2009

TID 3 DAYS, BID 3 DAYS,
QD 3 DAYS

10-OCT-2009

17-OCT-2009

UNK

13-APR-2010 13:22:54

03-JUN-2010 15:15:03

13-APR-2010 13:16:04

03-JUN-2010 15:50:19

Christina Breedlove

Christina Breedlove

Christina Breedlove

Sharon Daly

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.

Separated
decending doses

Data Entry Error

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
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Page_39

CDB_001

R1024 Pcm.7

Pcm Page number 39 Pcm.7

CM1

Frequency

Ongoing

Stop Date

1

1

1

EVERY MORNING

CHECKED

EVERY DAY

17-OCT-2009

11-FEB-2010 15:31:24

11-FEB-2010 15:32:34

11-FEB-2010 15:32:34

Christina Breedlove

Christina Breedlove

Christina Breedlove confirmed

Data Entry Error

Data Entry Error

Data Entry Error

1
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Patient
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Visit

Visit Date

CRF
CRF Page
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Group # Group Name
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Changed To
Impact on
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On
By
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Comment
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Page_39

CDB_001

R1024 Pcm.8

CRF Header

DCI Blank Flag

1

N

Y

03-JUN-2010 15:22:45

Christina Breedlove

Key Change

0

Document #:

Patient
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Visit

Visit Date

CRF
CRF Page
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Page_39

CDB_001

R1024 Pcm.8

Pcm Page number 39 Pcm.8

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

1

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A07

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

A07E

A

H

ALIMENTARY TRACT AND
METABOLISM, A

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

A07

H02

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

A07E

H02A

INTESTINAL
ANTIINFLAMMATORY AGENTS,
A07E

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

1
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R302474613

Page_39

CDB_001

R1024 Pcm.8

Pcm Page number 39 Pcm.8

CM1

ATC3 Text

ATC4 Code

ATC4 Code

ATC4 Text

ATC4 Text

Dose

Drug name

1

1

1

1

1

1

1

INTESTINAL
ANTIINFLAMMATORY AGENTS,
A07E

A07EA

CORTICOSTEROIDS ACTING
LOCALLY, A07EA

20

PREDNISONE

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

A07EA

H02AB

CORTICOSTEROIDS ACTING
LOCALLY, A07EA

GLUCOCORTICOIDS, H02AB

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

03-JUN-2010 15:19:50

03-JUN-2010 15:19:50

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

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
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Pcm Page number 39 Pcm.8

CM1

Frequency

Has the subject
taken any
medications pr

Indication

Preferred Term

Preferred Term
Code

Start Date

Stop Date

1

1

1

1

1

1

1

TWICE DAILY

YES

BRONCHITIS

11-OCT-2009

14-OCT-2009

PREDNISONE

00044701001

13-OCT-2009

03-JUN-2010 15:19:50

03-JUN-2010 15:19:50

03-JUN-2010 15:19:50

26-APR-2010 12:04:29

26-APR-2010 12:04:29

03-JUN-2010 15:19:50

13-APR-2010 13:22:27

Christina Breedlove

Christina Breedlove

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Data Entry Error

Data Entry Error

Data Entry Error

Class. Change

Class. Change

Data Entry Error

Data Entry Error

1
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CRF
CRF Page
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CDB_001

R1024 Pcm.8

Pcm Page number 39 Pcm.8

CM1

Stop Date

Unit

1

1

13-OCT-2009

MILLIGRAMS

03-JUN-2010 15:19:50

03-JUN-2010 15:19:50

Christina Breedlove

Christina Breedlove

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Data Entry Error

Data Entry Error

1
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Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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Page_39

CDB_001

R1024 Pcm.9

CRF Header

DCI Blank Flag

1

N

Y

03-JUN-2010 15:24:56

Christina Breedlove

Key Change

0
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Page_39

CDB_001

R1024 Pcm.9

Pcm Page number 39 Pcm.9

CM1

ATC1 Code

ATC1 Code

ATC1 Text

ATC1 Text

ATC2 Code

ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

1

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A07

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

A07E

A

H

ALIMENTARY TRACT AND
METABOLISM, A

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

A07

H02

ANTIDIARR.,INTEST.
ANTIINFL./ANTIINFECT.
AGENTS, A07

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

A07E

H02A

INTESTINAL
ANTIINFLAMMATORY AGENTS,
A07E

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

1
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Page_39

CDB_001

R1024 Pcm.9

Pcm Page number 39 Pcm.9

CM1

ATC3 Text

ATC4 Code

ATC4 Code

ATC4 Text

ATC4 Text

Dose

Drug name

1

1

1

1

1

1

1

INTESTINAL
ANTIINFLAMMATORY AGENTS,
A07E

A07EA

CORTICOSTEROIDS ACTING
LOCALLY, A07EA

20

PREDNISONE

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

A07EA

H02AB

CORTICOSTEROIDS ACTING
LOCALLY, A07EA

GLUCOCORTICOIDS, H02AB

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

26-APR-2010 12:04:29

27-APR-2010 12:10:38

03-JUN-2010 15:23:17

03-JUN-2010 15:23:17

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Christina Breedlove

Christina Breedlove

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Class. Change

Class. Change

Class. Change

Class. Change

Class. Change

Data Entry Error

Data Entry Error

1

Document #:

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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Page_39
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Pcm Page number 39 Pcm.9

CM1

Frequency

Has the subject
taken any
medications pr

Indication

Preferred Term

Preferred Term
Code

1

1

1

1

1

EVERY DAY

YES

BRONCHITIS

PREDNISONE

00044701001

03-JUN-2010 15:23:17

03-JUN-2010 15:23:17

03-JUN-2010 15:23:17

26-APR-2010 12:04:29

26-APR-2010 12:04:29

Christina Breedlove

Christina Breedlove

Christina Breedlove

Joanne Mccaigue

Joanne Mccaigue

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Data Entry Error

Data Entry Error

Data Entry Error

Class. Change

Class. Change

1
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Visit

Visit Date

CRF
CRF Page
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Pcm Page number 39 Pcm.9

CM1

Start Date

Stop Date

Unit

1

1

1

14-OCT-2009

17-OCT-2009

MILLIGRAMS

03-JUN-2010 15:23:17

03-JUN-2010 15:23:17

03-JUN-2010 15:23:17

Christina Breedlove

Christina Breedlove

Christina Breedlove

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Subject went to ER
on 08-Oct-2009 and
was given
prednisone 20 mg
to take 3xday &
stopped medication
on 17-Oct-2009.
Prednisone con med
has been updated
on Pcm.6 pg39.

Data Entry Error

Data Entry Error

Data Entry Error

1
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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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40

CRF Header

DCI Blank Flag

1

N

Y

20-APR-2010 16:09:05

Christina Breedlove

Data Entry Error

0
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40

Ae Page number 40 Ae

AE1

Action Taken

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

1

1

1

1

1

1

1

1

OTHER DRUG

TINEA CORPORA

TINEA CORPORIS

FUNGAL INFECTIOUS
DISORDERS

10017528

TINEA INFECTIONS

10043870

TINEA CORPORIS

10043867

20-APR-2010 16:03:33

19-APR-2010 14:08:46

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Christina Breedlove

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Confirmed with
source, onset date
of "Tinea
Corporis" was
added to med hx
and CRF AE page
will be removed.
Subject's source
has been updated.

Obvious spelling
correction.  JLM
19Apr2010

Investigator
Correction

ODM/SEC

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

1
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Ae Page number 40 Ae

AE1

Onset Date

Onset Time

Outcome to Date

Preferred Term

Preferred Term
Code

1

1

1

1

1

22-JUN-2009

UNK

RECOVERED

BODY TINEA

10005913

20-APR-2010 16:03:33

20-APR-2010 16:03:33

20-APR-2010 16:03:33

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Christina Breedlove

Christina Breedlove

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Confirmed with
source, onset date
of "Tinea
Corporis" was
added to med hx
and CRF AE page
will be removed.
Subject's source
has been updated.

Confirmed with
source, onset date
of "Tinea
Corporis" was
added to med hx
and CRF AE page
will be removed.
Subject's source
has been updated.

Confirmed with
source, onset date
of "Tinea
Corporis" was
added to med hx
and CRF AE page
will be removed.
Subject's source
has been updated.

Investigator
Correction

Investigator
Correction

Investigator
Correction

Data Change

Data Change

1
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Ae Page number 40 Ae

AE1

Relationship to
Date

Resolved Date

Resolved Time

Serious Event

1

1

1

1

NOT RELATED

22-AUG-2009

0800

NO

20-APR-2010 16:03:33

20-APR-2010 16:03:33

20-APR-2010 16:03:33

20-APR-2010 16:03:33

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Confirmed with
source, onset date
of "Tinea
Corporis" was
added to med hx
and CRF AE page
will be removed.
Subject's source
has been updated.

Confirmed with
source, onset date
of "Tinea
Corporis" was
added to med hx
and CRF AE page
will be removed.
Subject's source
has been updated.

Confirmed with
source, onset date
of "Tinea
Corporis" was
added to med hx
and CRF AE page
will be removed.
Subject's source
has been updated.

Confirmed with
source, onset date
of "Tinea
Corporis" was
added to med hx
and CRF AE page
will be removed.
Subject's source
has been updated.

Investigator
Correction

Investigator
Correction

Investigator
Correction

Investigator
Correction

1
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AE1

Severity

System Organ
Class

System Organ
Class Code

Verbatim Term

1

1

1

1

MILD

TINEA CORPORA

INFECTIONS AND
INFESTATIONS

10021881

TINEA CORPORIS

20-APR-2010 16:03:33

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Confirmed with
source, onset date
of "Tinea
Corporis" was
added to med hx
and CRF AE page
will be removed.
Subject's source
has been updated.

Investigator
Correction

Data Change

Data Change

Data Change

1
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Group # Group Name



Report run by Brian Saari at 06-MAR-2013 12:27:19 122Page

R279072013

Page_40

CDB_001

R1024 Ae.2

Ae Page number 40 Ae.2

AE1

Action Taken

1

OTHER TREATMENT

OTHER DRUG

31-DEC-2009 11:58:58

Sharon Daly

Data Entry Error

1
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1

1

1

1
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1
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NA

0902

NA

0902

NA

ND
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0902
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MMHG

NA

ND
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SEATED

10-FEB-2010 18:12:20
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10-FEB-2010 18:12:20
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10-FEB-2010 18:12:20
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1

1
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10-FEB-2010 18:12:20

25-FEB-2010 13:38:10
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Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.
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MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

2001

CHRONIC COUGH

Please verify if date of resolution should be present. If subject continues to require a
full set of dentures, please remove resolution date and check 'Ongoing'.

please verify that chronic cough and acne.

Confirmed to be ongoing
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Please verify per guidlines "no" should be checked.
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PAGE_39
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CURRENT
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Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL
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MICONAZOLE NITRATE

CREAM

Please enter ast documented on con med form.

Please specify.
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Confirmed

MANUAL
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Resolved-Response Edited

Resolved-Response Edited

TINEO CORPORA

CREAM

Please verify if indication should be "Tineo Corpora" as noted by PI on source (see AE
#2).

Please specify other.

spelling correction
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Confirmed data was corrected.
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Please verify per source.
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OTHER

UNK

Please verify if three times daily should be changed to unknown.  Per source, it is not
clear.

This medication needs to be split into 3 separate medications - 1 for each frequency.
Please add separate medication forms for the TID, BID and QD frequencies.

unk

Separated decending doses

Confirmed data was corrected.

Verified.  JLM 19Apr2010
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Please verify per source.

Please verify stop date per source, see footnote one.  Follow up with subject if
necessary.
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YES
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