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All statuses

All statuses

R4019
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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.
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11.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





12.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 discrepancy details for this CRF











20.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF





21.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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







24.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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
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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





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.U4.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 audit history for this CRF

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
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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





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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R243288513

Page_11

P3880_0342

R4019 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

3

3

NO

NE

NE

NO

13-MAY-2009 11:32:31

19-JUN-2009 13:02:50

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error
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R278110513

Page_12

P3880_0342

R4019 Screening
12

Pe Page number 12 Screening

MH1

Does the subject
have any
abnormal findi

Findings

Sequence Number

Findings

Sequence Number

1

1

1

2

2

NO

YES

HEARING AID RIGHT EAR

1

DEAF LEFT EAR

2

08-JAN-2010 10:56:46

08-JAN-2010 10:56:46

08-JAN-2010 10:56:46

08-JAN-2010 10:56:46

08-JAN-2010 10:56:46

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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R253834113

Page_20

P3880_0342

R4019 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)

Was Subject
compliant (4)

1

1

0

NO

YES

04-JAN-2010 11:12:56

04-JAN-2010 11:12:56

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error
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R253834313

Page_21

P3880_0342

R4019 Ip, Week 8
21

Status Review Page number 21 Ip, Week 8

CHKYN

If Subject was
not compliant,
approximat (5)
1

0 06-NOV-2009 10:21:11

Kim Freschly

Data Entry Error
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R253834413

Page_22

P3880_0342

R4019 Ip, Week 10
22

Vs Page number 22 Ip, Week 10

VS

Weight

1

182.3

182.2

04-JAN-2010 11:14:59

Kim Freschly
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R253834613

Page_24

P3880_0342

R4019 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)
1

0 06-NOV-2009 10:22:15

Kim Freschly

Data Entry Error
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R278111913

Page_26

P3880_0342

R4019 Ip, Week 16
26

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 16:52:57
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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



Report run by Brian Saari at 05-MAR-2013 08:59:39 88Page

R278112413

Page_27

P3880_0342

R4019 Ip, Week 16
27

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 16:53:43
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R278113013

Page_28

P3880_0342

R4019 Ip, Week 16
28

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 16:53:49

Lana Glaser
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R278113213

Page_29

P3880_0342

R4019 Ip, Week 16
29

CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 16:53:56
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R278113413
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P3880_0342

R4019 Ip, Week 16
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1
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Y
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R278113413

Page_30

P3880_0342

R4019 Ip, Week 16
30

Behavioral Coun Page number 30 Ip, Week 16

EX1

Result

1 YES

06-NOV-2009 10:25:05

Kim Freschly

Data Entry Error
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R278113813

Page_31

P3880_0342

R4019 Ip, Week 16
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CRF Header

DCI Blank Flag

1

N

Y

18-MAR-2010 16:54:11
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R278114113

Page_32

P3880_0342

R4019 Fu, Week 20 & 24
32

Status Review Page number 32.1 Fu, Week 20 & 24

Section Header

DCM Blank flag

1

N

Y

26-MAR-2010 08:38:06

Lana Glaser
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R253834713

Page_39

P3880_0342

R4019 Pcm
39

Pcm Page number 39 Pcm

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

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G02

OTHER GYNECOLOGICALS,
G02

G02C

OTHER GYNECOLOGICALS,
G02C

G02CC

ANTIINFLAMMATORY
PRODUCTS FOR VAGINAL
ADMINISTRAT., G02CC

MENSTRUAL CRAMPS

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

ANTIINFLAMMATORY/ANTIRHE
UMATIC PROD.,NON-
STEROIDS, M01A

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

DYSMENORRHEA

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

06-NOV-2009 10:35:50

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Kim Freschly
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R253834913

Page_39

P3880_0342

R4019 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

Indication

1

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

MENSTRUAL CRAMPS

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

ANTIINFLAMMATORY/ANTIRHE
UMATIC PROD.,NON-
STEROIDS, M01A

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

DYSMENORRHEA

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

06-NOV-2009 10:36:08

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
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R253835113

Page_39

P3880_0342

R4019 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

Indication

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

MENSTRUAL CRAMPS

N

NERVOUS SYSTEM, N

N02

ANALGESICS, N02

N02B

OTHER ANALGESICS AND
ANTIPYRETICS, N02B

N02BA

SALICYLIC ACID AND
DERIVATIVES, N02BA

DYSMENORRHEA

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

06-NOV-2009 10:36:14

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
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R278117213

Page_39

P3880_0342

R4019 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

C

CARDIOVASCULAR SYSTEM, C

C05

VASOPROTECTIVES, C05

C05A

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

C05AD

LOCAL ANESTHETICS, C05AD

N

NERVOUS SYSTEM, N

N01

ANESTHETICS, N01

N01B

ANESTHETICS, LOCAL, N01B

N01BA

ESTERS OF AMINOBENZOIC
ACID, N01BA

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

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
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R278117413

Page_39

P3880_0342

R4019 Pcm.4

Pcm Page number 39 Pcm.4

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

C

CARDIOVASCULAR SYSTEM, C

C01

CARDIAC THERAPY, C01

C01E

OTHER CARDIAC
PREPARATIONS, C01E

C01EB

OTHER CARDIAC
PREPARATIONS, C01EB

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

ANTIINFLAMMATORY/ANTIRHE
UMATIC PROD.,NON-
STEROIDS, M01A

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

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
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Visit

Visit Date

CRF
CRF Page
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R278118013

Page_40

P3880_0342

R4019 Ae.1

Ae Page number 40 Ae.1

AE1

Action Taken

Outcome to Date

Relationship to
Date

Resolved Date

Resolved Time

1

1

1

1

1

OTHER DRUG

RECOVERED

UNLIKELY

11-OCT-2009

0900

05-JAN-2010 15:43:11

05-JAN-2010 15:43:11

05-JAN-2010 15:43:11

05-JAN-2010 15:43:37

05-JAN-2010 15:43:37

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

1
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R278118313

Page_42

P3880_0342

R4019 Additional Lab
42

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

11-AUG-2009

NA

YES

18-MAR-2010 16:54:26

18-MAR-2010 16:54:26

18-MAR-2010 16:54:26

18-MAR-2010 16:54:26

18-MAR-2010 16:54:26

18-MAR-2010 16:54:26

18-MAR-2010 16:54:26

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

Data Entry Error

1

Document #:
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CRF
CRF Page
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R278118413

Page_43

P3880_0342

R4019 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

1020

36.7

C

11-AUG-2009

70

MMHG

67

BEATS/MINUTE

SEATED

16

BREATHS/MINUTE

18-MAR-2010 16:54:51

18-MAR-2010 16:54:51

18-MAR-2010 16:54:51

18-MAR-2010 16:54:51
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