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Abc 123
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All statuses

All statuses

R4079

R4079

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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Data value
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05.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











09.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF



















16.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF



















24.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







26.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





28.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





29.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





30.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





32.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







34.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF













39.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





39.1.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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





39.1.U4.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





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.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





39.1.U13.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







40.U1.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





44.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





45.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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R262440113

Page_05

P3880_0342

R4079 Screening
05

Dm Page number 5 Screening

DM

Ethnicity

1 NOTHISP

07-AUG-2009 10:07:04

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
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Impact on
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By
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R288635113

Page_09

P3880_0342

R4079 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Sequence Number

Sequence Number

5

5

5

5

5

5

5

5

5

01-JUN-2009

05-JUN-2009

TOOTH INFECTION

5

11-MAR-2010 18:05:23

12-MAR-2010 10:54:34

11-MAR-2010 18:05:23

12-MAR-2010 10:54:34

11-MAR-2010 18:05:23

12-MAR-2010 10:54:34

11-MAR-2010 18:05:23

11-MAR-2010 18:05:23

12-MAR-2010 10:54:34

Laurie Rydstrom

Kim Freschly

Laurie Rydstrom

Kim Freschly

Laurie Rydstrom

Kim Freschly

Laurie Rydstrom

Laurie Rydstrom

Kim Freschly

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

2

Document #:
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Visit

Visit Date

CRF
CRF Page
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Row
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Impact on
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Page_16

P3880_0342

R4079 Sptp, Weeks 1-4
16

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

CHKYN

Approximately
how many
cigarettes did
th (10)
1

30

42

19-JAN-2010 09:57:09

Kim Freschly

Data Entry Error

1

Document #:
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CRF
CRF Page
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Page_24

P3880_0342

R4079 Ip, Week 10
24

Ex Page number 24 Ip, Week 10

EX1

Date

1

09-SEP-2009

15-SEP-2009

19-JAN-2010 10:02:34

Kim Freschly

Data Entry Error

1

Document #:
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Visit Date
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CRF Page
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Qualifying Prompt Qualifying Value Section Visit 
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Field
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Impact on
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Comment
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R288640813

Page_26

P3880_0342

R4079 Ip, Week 16
26

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:53:17

Kim Freschly

Data Entry Error

0

Document #:
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Visit
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CRF
CRF Page
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R288641313

Page_27

P3880_0342

R4079 Ip, Week 16
27

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:53:46

Kim Freschly

Data Entry Error

0
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R288641513

Page_28

P3880_0342

R4079 Ip, Week 16
28

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:53:55

Kim Freschly

Data Entry Error

0
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R288641513

Page_28

P3880_0342

R4079 Ip, Week 16
28

Oral Health Exam Page number 28 Ip, Week 16

EX1

Date

Date

Date

1

2

3

04-NOV-2009

04-NOV-2009

04-NOV-2009

09-NOV-2009

09-NOV-2009

09-NOV-2009

12-MAR-2010 10:56:24

12-MAR-2010 10:56:24

12-MAR-2010 10:56:24

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

1

Document #:
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From
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R288641713

Page_29

P3880_0342

R4079 Ip, Week 16
29

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:54:05

Kim Freschly

Data Entry Error

0
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R288641713

Page_29

P3880_0342

R4079 Ip, Week 16
29

Pe Page number 29 Ip, Week 16

DTE

Date

1

04-NOV-2009

09-NOV-2009

12-MAR-2010 10:56:59

Kim Freschly

Data Entry Error

1
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Reason

Comment



Report run by Brian Saari at 05-MAR-2013 11:23:06 102Page

R288641913

Page_30

P3880_0342

R4079 Ip, Week 16
30

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:54:23

Kim Freschly

Data Entry Error

0
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R288642113

Page_31

P3880_0342

R4079 Ip, Week 16
31

CRF Header

DCI Blank Flag

1

N

Y

23-MAR-2010 10:54:35

Kim Freschly

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
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R288642613

Page_32

P3880_0342

R4079 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

Section Header

CHKYN

DCM Blank flag

Date

1

1

N

16-NOV-2009

Y

18-NOV-2009

23-MAR-2010 10:54:49

12-MAR-2010 10:58:03

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

0

1

Document #:

Patient
Site

Visit
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CRF
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R288643513

Page_34

P3880_0342

R4079 Fu, Week 28
34

Lb Page number 34 Fu, Week 28

LB

No (Specify
samples not
done, reason)/Co

No (Specify
samples not
done, reason)/Co

Requisition
Number 1: (1)

Were the
scheduled
laboratory
samples ob

Were there any
clinically
significant la
(1)

1

1

1

1

1

SUBECT REFUSED BLOOD
DRAW

NA

YES

NO

SUBECT REFUSED BLOOD
DRAW

SUBJECT REFUSED BLOOD
DRAW

NO

19-JAN-2010 10:08:04

22-MAR-2010 12:20:57

19-JAN-2010 10:08:04

19-JAN-2010 10:08:04

19-JAN-2010 10:08:04

Kim Freschly

Krysia Magnuson

Kim Freschly

Kim Freschly

Kim Freschly

Subect to Subject.
KAY 22May2010.

Data Entry Error

ODM/SEC

Data Entry Error

Data Entry Error

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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Row
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Changed To
Impact on
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By
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R262453013

Page_39

P3880_0342

R4079 Pcm
39

Pcm Page number 39 Pcm

CM1

Ongoing

Stop Date

1

1

CHECKED

24-AUG-2009

19-JAN-2010 10:13:28

19-JAN-2010 10:13:28

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
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Row

Changed From
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Impact on
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R262456213

Page_39

P3880_0342

R4079 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Ongoing

Stop Date

1

1

CHECKED

14-OCT-2009

19-JAN-2010 10:14:00

19-JAN-2010 10:14:00

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



Report run by Brian Saari at 05-MAR-2013 11:23:06 108Page

R262457113

Page_39

P3880_0342

R4079 Pcm.2

Pcm Page number 39 Pcm.2

CM1

Frequency

1

EVERY DAY

FOUR TIMES DAILY

12-MAR-2010 10:58:51

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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R262463513

Page_39

P3880_0342

R4079 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

D01

ANTIFUNGALS FOR
DERMATOLOGICAL USE, D01

D01A

ANTIFUNGALS FOR TOPICAL
USE, D01A

D01AC

IMIDAZOLE AND TRIAZOLE
DERIVATIVES, D01AC

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J02

ANTIMYCOTICS FOR
SYSTEMIC USE, J02

J02A

ANTIMYCOTICS FOR
SYSTEMIC USE, J02A

J02AC

TRIAZOLE DERIVATIVES,
J02AC

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

Class. 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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R288648713

Page_39

P3880_0342

R4079 Pcm.4

Pcm Page number 39 Pcm.4

CM1

Drug name

1

PHENTERMINE HCC

PHENTERMINE HCL

12-MAR-2010 11:00:41

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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R288651113

Page_39

P3880_0342

R4079 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

Indication

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D01

ANTIFUNGALS FOR
DERMATOLOGICAL USE, D01

D01A

ANTIFUNGALS FOR TOPICAL
USE, D01A

D01AC

IMIDAZOLE AND TRIAZOLE
DERIVATIVES, D01AC

SKIN INFECTION

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J02

ANTIMYCOTICS FOR
SYSTEMIC USE, J02

J02A

ANTIMYCOTICS FOR
SYSTEMIC USE, J02A

J02AC

TRIAZOLE DERIVATIVES,
J02AC

DERMATITIS-HANDS

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

19-JAN-2010 10:25:56

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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R288652313

Page_39

P3880_0342

R4079 Pcm.8

Pcm Page number 39 Pcm.8

CM1

Drug name

1

KLONIPIN

KLONOPIN

19-JAN-2010 10:21:37

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
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Comment
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R288654913

Page_39

P3880_0342

R4079 Pcm.11

Pcm Page number 39 Pcm.11

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Frequency

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

1

ROBITUSSIN DC

ROBITUSSIN DC

ONCE

R

RESPIRATORY SYSTEM, R

R05

COUGH AND COLD
PREPARATIONS, R05

R05F

COUGH SUPPRESSANTS AND
EXPECTORANTS,
COMBINATIONS, R05F

R05FA

OPIUM DERIVATIVES AND
EXPECTORANTS, R05FA

ROBITUSSIN DM

ROBITUSSIN DM

WHENEVER NECESSARY

TUSSIN DM

00979901001

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 12:15:59

12-MAR-2010 11:01:41

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

Obvious spelling
correction.  JLM
26Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment
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R288654913

Page_39

P3880_0342

R4079 Pcm.11

Pcm Page number 39 Pcm.11

CM1

Trade Name

Trade Name Code

1

1

ROBITUSSIN DM /00979901/

00979901023

26-APR-2010 12:25:24

26-APR-2010 12:25:24

Joanne Mccaigue

Joanne Mccaigue

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
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R288655513

Page_39

P3880_0342

R4079 Pcm.12

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

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
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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

A07

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

A07E

INTESTINAL
ANTIINFLAMMATORY AGENTS,
A07E

A07EA

CORTICOSTEROIDS ACTING
LOCALLY, A07EA

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D07AC

CORTICOSTEROIDS, POTENT
(GROUP III), D07AC
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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

04-NOV-2009

NA

YES
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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

2

2

2

2

2

2

2

2

2

2

2

2

2

1450

36.6

C

04-NOV-2009

64

MMHG

90

BEATS/MINUTE

SEATED

16

BREATHS/MINUTE
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Pressure unit
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SCREENING

MH 9PAGE_09

Diagnosis/Procedure 5
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MANUAL
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TOOTH INFECTION

Please review if tooth infection should be added to Med Hx as there is a conmed
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SPTP, WEEKS 1-4

STATUS REVIEW 16APAGE_16
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IP, WEEK 10

EX 24PAGE_24

Date 1
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MANUAL
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20090915

Please verify date of week 10 product dispensation (15-Sep-2009) as it is inconsistent
with all other week 10 assessments (09-Sep-2009). If incorrect, please update. If
correct, please provide an in-query comment to explain the deviation.

SUBJECT DID NOT RETURN PRODUCT ON 09SEP2009, RETURNED 15SEP2009 AND RECEIVED NEW PRODUCT
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PHENTERMINE HCL

Please review if this HCL instead of HCC
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Stop Date is missing and 'Ongoing' field was not completed for <KLONOPIN>.  Please
provide Stop Date or enter 'checked' in the 'Ongoing' field.

Marked ongoing in source

Subject changed dose level and frequency
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WHENEVER NECESSARY

Please review frequency - source indicates PRN
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Value for Severity has not been supplied

severity unknown
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