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Abc 123

Abc 123

47710

All statuses

All statuses

3021

3021

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



























011.OS.1

OverFlow Section For Document Number R346410813

RESPIRATORY1

CHRONIC OBSTRUCTIVE PULMONARY DISEASE2



011.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 discrepancy details for this CRF























025.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF

















032.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











035.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF











































054.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







055.OS.1

OverFlow Section For Document Number R346423913

VOIDED AT 1342, BUT DID NOT COLLECT URINE1



055.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











059.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

















066.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 discrepancy details for this CRF

















076.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF















081.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









084.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





084.U1.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





084.U2.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





085.LINKS

Links to Discrepancy and Audit Sections

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.



Report run by Tamara Fisher at 15-AUG-2014 14:04:16 121Page

R346410813

Page_11

47710

3021 Screen 1
011

Mh Page number 11 Screen 1

MH

Does the subject
have any
relevant medic
1

YES

08-FEB-2011 13:30:45

Lana Glaser

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



Report run by Tamara Fisher at 15-AUG-2014 14:04:16 122Page

R346417013

Page_32

47710

3021 Day 1
032

Ub_Disp Page number 32 Day 1

SU

Time UB
Dispensed (1)
2

0400

1400

27-JAN-2011 15:20:16

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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R346417013

Page_32

47710

3021 Day 1
032

Eod Page number 32 Day 1

INDYN

Date

1

09-DEC-2010

08-DEC-2010

27-JAN-2011 15:21:02

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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R346422213

Page_54

47710

3021 Day 3
054

Ub_Disp Page number 54 Day 3

SU

Time UB Returned
(2)

Time UB Returned
(2)

2

4

0353

0246

1353

2246

27-JAN-2011 15:23:34

27-JAN-2011 15:23:34

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
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R346423913

Page_55

47710

3021 Day 3
055

Pcu Page number 55 Day 3

PCU

Comments

Start Time

Start Time

Stop Date

1

1

1

1

0641

0645

10-DEC-2010

VOIDED AT 1342, BUT DID
NOT COLLECT URINE

0645

1342

11-DEC-2010

27-JAN-2011 15:25:25

27-JAN-2011 15:25:25

04-FEB-2011 15:46:42

29-MAR-2011 09:14:15

Kim Freschly

Kim Freschly

Lana Glaser

Kim Freschly

Data Entry Error

Data Entry Error

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
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R346425013

Page_59

47710

3021 Day 4
059

Eod_Snus Page number 59 Day 4

INDYN

Date

1

12-NOV-2010

11-DEC-2010

29-MAR-2011 09:15:16

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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R346467213

Page_81

47710

3021 Day 5/Early Term
081

Pe Page number 81 Day 5/Early Term

PE

Code

Does the subject
have any
relevant findi

Findings

1

1

1

SKIN

YES

FUNGAL RASH NOTED
BETWEEN TOES LEFT FOOT

<Row Deleted>

NO

<Row Deleted>

27-JAN-2011 15:27:35

27-JAN-2011 15:27:35

27-JAN-2011 15:27:35

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

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
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R346468713

Page_84

47710

3021 Pcm.1

Pcm Page number 84 Pcm.1

CM

ATC1

ATC1 Code

ATC2

ATC2 Code

ATC3

ATC3 Code

ATC4

ATC4 Code

1

1

1

1

1

1

1

1

DERMATOLOGICALS, D

D

ANTIBIOTICS AND
CHEMOTHERAPEUTICS FOR
DERMATOLOGIC, D06

D06

ANTIBIOTICS FOR TOPICAL
USE, D06A

D06A

OTHER ANTIBIOTICS FOR
TOPICAL USE, D06AX

D06AX

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01

MACROLIDES, LINCOSAMIDES
AND STREPTOGRAMINS, J01F

J01F

MACROLIDES, J01FA

J01FA

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

20-SEP-2011 17:20:11

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

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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R346412613

47710 3021285777311

SCREEN 2

SC 16PAGE_16

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Date of Randomization 07-DEC-2010 is more than 28 days prior to or is after Check-in Day
-2 06-DEC-2010 or is  less than 3 days after Screening Visit 1 10-NOV-2010. Please
reconcile.

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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R346416113

47710 3021277529611

DAY 1

EOD_SNUS 25PAGE_25

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Date is not the scheduled number of days from Day 1 08-DEC-2010. Please verify date of
collection.

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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R346417013

47710 3021282514011

DAY 1

UB_DISP 32PAGE_32

Time UB Dispensed 2

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

1400

please review

CORRECTED

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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R346417913

47710 3021277530311

DAY 2

VS 35PAGE_35

Pulse (beats/minute) 1

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

48

Value of 48 for Pulse (beats/minute) below expected minimum of 50

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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R346422213

47710

47710

3021

3021

282521411

282521511

DAY 3

DAY 3

UB_DISP

UB_DISP

54

54

PAGE_54

PAGE_54

Time UB Returned

Time UB Returned

2

4

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

1353

2246

please review

please review

CORRECTED

CORRECTED

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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R346423913

47710

47710

47710

3021

3021

3021

282522011

282521911

305508511

DAY 3

DAY 3

DAY 3

PCU

PCU

PCU

55

55

55

PAGE_55

PAGE_55

PAGE_55

Comments

Start Time

Stop Date

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

VOIDED AT 1342, BUT DID NOT COLLECT URINE

1342

20101211

please add coment, it appears void at 13:42 was not collected.

please review

Please verify the date, as it appears incorrect.  It seems like the date should be the
next calandar day since the collection is a 24hr window.

COMMENT ADDED

please review if start time was actually 13:42, as void at 06:45 was discarded and void
at 13:42 (footnote) was not collected.

TO BE CONSISTENT CORRECT AS ENTERED

date corrected

Document #:

Discrepancy ID:

Discrepancy ID:

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:
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R346425013

47710 3021319862811

DAY 4

EOD_SNUS 59PAGE_59

Date 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20101211

Please confirm the date/time.  The current date/time occurs before any product was
dispensed.  Since the time is 00:14, it appears that the date should be 12-DEC-2011.

per sponsor request we are to use date dispensed

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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R346426013

47710 3021277531211

DAY 4

EOD 66PAGE_66

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Date is not the scheduled number of days from Day 1 08-DEC-2010. Please verify date of
collection.

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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R346463213

47710 3021277670111

DAY 5/EARLY TER

EOD_SNUS 69PAGE_69

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Date is not the scheduled number of days from Day 1 08-DEC-2010. Please verify date of
collection.

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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R346464313

47710 3021277670211

DAY 5/EARLY TER

EOD 76PAGE_76

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Date is not the scheduled number of days from Day 1 08-DEC-2010. Please verify date of
collection.

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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R346468213

47710 3021282584511

PCM

PCM 84PAGE_84

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

please enter when med hx is complete

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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R346469113

47710 3021282585511

PCM.2

PCM 84PAGE_84

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

LYMPHADENOPATHY

Please confirm if conmed was taken as prescribed (per footnote 2).

Source/progress note requested

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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R346469713

47710 3021282587411

AE

AE 85PAGE_85

Adverse Event 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

LYMPHADENOPATHY

please add additional AE, when source available.

ADDED

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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Deleted CRFs Report




