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2060

2060

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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010.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF















016.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





























































































057.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF

























067.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







069.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





















077.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













082.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF











084.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







085.U1.OS.1

OverFlow Section For Document Number R350267913

WARM PACK APPLIED EVERY 2 HOURS FOR 20 MINUTES1



085.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
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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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R350259613

Page_10

CDB_001

2060 Screen 1
010

Drugscr Page number 10 Screen 1

DRUG

Urine Drug
Screen Result
1

POSITIVE

NEGATIVE

29-JAN-2011 01:52:28

Cara Rogers

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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R350260213

Page_16

CDB_001

2060 Screen 2
016

Sc Page number 16 Screen 2

SC

Date

1

19-NOV-2010

03-DEC-2010

23-FEB-2011 10:02:46

Christina Breedlove

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
resequence

On
By

Reason

Comment
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R350267013

Page_69

CDB_001

2060 Day 5/Early Term
069

Eod_Snus Page number 69 Day 5/Early Term

INDYN

End-of-Day Total
SNUS Count
1

8

9

23-FEB-2011 11:12:40

Christina Breedlove

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
resequence

On
By

Reason

Comment
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R350276813

Page_77

CDB_001

2060 Day 5/Early Term
077

Pcu Page number 77 Day 5/Early Term

PCU

Stop Date

1

09-DEC-2010

10-DEC-2010

23-FEB-2011 11:25:10

Christina Breedlove

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
resequence

On
By

Reason

Comment
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R350267713

Page_84

CDB_001

2060 Pcm.2

Pcm Page number 84 Pcm.2

CM

Dose

other, specify:
(Unit) (1)

1

1

DAB

DAB

1

FINGERTIP

31-MAR-2011 14:58:45

31-MAR-2011 14:58:45

Christina Breedlove

Christina Breedlove

Fingertip amount
of salve to the
affected area as
needed.
Application was
noted to be used
over a 3 day
period

Fingertip amount
of salve to the
affected area as
needed.
Application was
noted to be used
over a 3 day
period

Investigator
Correction

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
resequence

On
By
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Comment
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R350267913

Page_85

CDB_001

2060 Ae.1

Ae Page number 85 Ae.1

AE

Adverse Event

High Level Group
Code

High Level Group
Term

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

Required
concomitant
medication

System Organ
Class

System Organ
Class Code

Verbatim

1

1

1

1

1

1

1

1

1

1

1

1

1

FURUNCLE/CELLULITIS

FURUNCLE/CELLULITIS

FURUNCLE WITH CELLULITIS

10021879

INFECTIONS - PATHOGEN
UNSPECIFIED

SKIN STRUCTURES AND SOFT
TISSUE INFECTIONS

10040786

FURUNCLE

10017553

FURUNCLE

10017553

CHECK

INFECTIONS AND
INFESTATIONS

10021881

FURUNCLE WITH CELLULITIS

30-SEP-2011 17:09:29

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

23-FEB-2011 11:36:24

04-OCT-2011 10:28:07

04-OCT-2011 10:28:07

03-OCT-2011 15:44:41

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Christina Breedlove

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Investigator
Correction

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Investigator
Correction

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



Report run by Tamara Fisher at 14-AUG-2014 18:17:24 118Page

R350260213

CDB_001 2060299908911

SCREEN 2

SC 16PAGE_16

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20101203

Please verify date.  For others in this study group, date of 03-DEC-2010 was used.

Discrepancy Detail Report
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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R350265413

CDB_001 2060294451911

DAY 4

VS 57PAGE_57

Pulse (beats/minute) 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

49

Value of 49 for Pulse (beats/minute) below expected minimum of 50

pulse ranges are 40-100. Subjects pulse rate was 49

pulse ranges are 40-100. Subjects pulse rate was 49

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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R350265513

CDB_001 2060294452011

DAY 5/EARLY TER

VS 67PAGE_67

Pulse (beats/minute) 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

049

Value of 049 for Pulse (beats/minute) below expected minimum of 50

pulse ranges are 40-100. Subjects pulse rate was 49

pulse ranges are 40-100. Subjects pulse rate was 49

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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R350267013

CDB_001 2060299960811

DAY 5/EARLY TER

EOD_SNUS 69PAGE_69

End-of-Day Total SNUS Count 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

9

Please verify count.  Source indicates 9 used and count agrees.

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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R350276813

CDB_001 2060299961511

DAY 5/EARLY TER

PCU 77PAGE_77

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Please record the total volume for Day 5 Urine collection (2919 mL).

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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R350277713

CDB_001 2060294453011

DAY 5/EARLY TER

EG 82PAGE_82

Ventricular Heart Rate (beats/minute) 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

43

Value of 43 for Ventricular Heart Rate (beats/minute) below expected minimum of 50

confirmed to be 43bpm

confirmed to be 43bpm

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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R350267713

CDB_001 2060320369111

PCM.2

PCM 84PAGE_84

Dose 1

CURRENT

Due Diligence

MANUAL

Resolved-Response Edited

1

Please remove 'Dab' as this is not a Dose. Please provide the number of dabs used.

Fingertip amount of salve to the affected area as needed. Application was noted to be
used over a 3 day period

Fingertip amount of salve to the affected area as needed. Application was noted to be
used over a 3 day period

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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R350267913

CDB_001

CDB_001

2060

2060

413666011

299963111

AE.1

AE.1

AE

AE

85

85

PAGE_85

PAGE_85

Adverse Event

Required concomitant medication

1

1

CURRENT

CURRENT

No Action Required

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

FURUNCLE WITH CELLULITIS

CHECK

Please split into two separate AEs.

Please verify if "required concomitant medication" should also be checked here.

confirmed with Sub-Investigator that this is one AE.

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:
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Deleted CRFs Report




