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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4084

R4084

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

















06.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





07.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





08.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







































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





40.LINKS

Links to Discrepancy and Audit Sections

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.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







42.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF











46.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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1

1

1

1

1

1
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Result

1 NEGATIVE
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Eg Page number 8 Screening

EG

Actual Time
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1

1

1110

01-JUL-2009

1134
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Data Entry Error
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ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code
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ATC4 Code
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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
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Pcm Page number 39 Pcm.2
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ATC1 Text
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ATC2 Code

ATC2 Text

ATC2 Text

ATC3 Code

ATC3 Code

ATC3 Text

ATC3 Text

1

1

1

1

1

1

1

1

1

1

1

1

D

DERMATOLOGICALS, D

D07

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

D07A

CORTICOSTEROIDS, PLAIN,
D07A

D

H

DERMATOLOGICALS, D

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

D07

H02

CORTICOSTEROIDS,
DERMATOLOGICAL
PREPARATIONS, D07

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

D07A

H02A

CORTICOSTEROIDS, PLAIN,
D07A

CORTICOSTEROIDS FOR
SYSTEMIC USE, PLAIN,
H02A

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

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue
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Joanne Mccaigue
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Joanne Mccaigue
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Trade Name

Trade Name Code

1

1

1

1

1

1

1

1

1

1

D07AA

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

VARIOUS

PLANTAR FASCITIS PAIN

D07AA

H02AB

CORTICOSTEROIDS, WEAK
(GROUP I), D07AA

GLUCOCORTICOIDS, H02AB

UNKNOWN

PLANTAR FASCIITIS PAIN

METHYLPREDNISOLONE

00049601001

MEDROL /00049601/

00049601003

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 13:13:02

12-APR-2010 12:18:35

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Joanne Mccaigue
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Carol Kraucyk

Carol Kraucyk

Carol Kraucyk
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42

Lb Page number 42 Additional Lab

LB

Comments

Test Code ID CS
Labs only

Test Name CS
Labs only

Comments

Test Code ID CS
Labs only

Test Name CS
Labs only

Comments

Test Code ID CS
Labs only

Test Name CS
Labs only

1

1

1

2

2

2

3

3

3

19-JAN-2010 13:03:26

19-JAN-2010 13:03:26

19-JAN-2010 13:03:26

19-JAN-2010 13:03:26

19-JAN-2010 13:03:26

19-JAN-2010 13:03:26

19-JAN-2010 13:03:26

19-JAN-2010 13:03:26

19-JAN-2010 13:03:26

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly
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Kim Freschly
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Ds Page number 46 Study Competion
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Date the subject
completed OR
withdrew f

Date the subject
completed OR
withdrew f

1

1

28-SEP-2009

15-OCT-2009
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11-SEP-2009
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R262516713

P3880_0342 R40841790978613

SCREENING

VS 6PAGE_06

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090612

Please add additional VS on 7/1/09 as unscheduled - see source baseline visit page 2 of 2

Discrepancy Detail Report
Document #:
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SCREENING

EG 8PAGE_08

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090612

Please add 6/12/09 ECG here and 7/1/09 ECG on unscheduled CRF
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P3880_0342

P3880_0342

R4084

R4084

R4084

99114411

106261011

111875611

PCM.2

PCM.2

PCM.2

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Dose 1

CURRENT

CURRENT

CURRENT

No Action Required

Confirmed

Confirmed

MANUAL

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

UNKNOWN

Each separate dose needs to be captured as it's own medication per day. Please add each
separate medication for each of the 5 days.

This medication needs to be split into the separate dose levls (1 for each day) to
account for the number of tablets per day.

Since # of tables per day is not known, please update Dose to Unknown.

no documentation on source as to strength and number of tablets taken per day

corrected

Verified.  JLM 26Apr2010

Verified.  JLM 26Apr2010
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AE

AE 40PAGE_40

Adverse Event 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

GINGIVAL PAIN

Please add laceration and concusion

Document #:
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Visit:

CRF:
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P3880_0342

R4084

R4084

R4084

119554611

84027211

85843811

AE.1

AE.1

AE.1

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Adverse Event

Outcome to Date

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

UNIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

SCALP LACERATION

Onset date (19-Sep-2009) is after date of study completion (11-Sep-2009). Please verify
dates. If ocrrect, please remove AE.

Value for Outcome to Date has not been supplied

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

subject's last in house visit was Aug 17, 2009.  Subject reported AEs on Sep 25, 2009.
Subject dropped off product on Sep 28, 2009 and left before any procedures were done.

unknown subject lost to follow-up

subject lost to followup, date/time not documented
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Discrepancy ID:

Visit:

Visit:

Visit:

CRF:

CRF:

CRF:

Field:

Field:

Field:

Value Text:

Value Text:

Value Text:

Type:

Type:

Type:

Review Status:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Discrepancy:

Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:

Resolution Text:

Resolution Text:

Resolution Text:

Status:

Status:

Status:

Site:

Site:

Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:



Report run by Brian Saari at 05-MAR-2013 11:42:49 86Page

R298087713

P3880_0342

P3880_0342

P3880_0342

R4084

R4084
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85843911

AE.2

AE.2

AE.2

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Onset Date

Outcome to Date

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

MANUAL

UNIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

20090919

Onset date (19-Sep-2009) is after date of study completion (11-Sep-2009). Please verify
dates. If ocrrect, please remove AE.

Value for Outcome to Date has not been supplied

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

subject's last in house visit was Aug 17, 2009.  Subject reported AEs on Sep 25, 2009.
Subject dropped off product on Sep 28, 2009 and left before any procedures were done.

unknown lost to follow-up

subject lost to followup, date/time not documented
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STUDY COMPETION

DS 46PAGE_46

Date the subject completed OR withdrew f 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090911

Please review if this should be date of last visit contact 11Sep09
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