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All statuses

All statuses

R4005

R4005

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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03.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

















10.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





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





























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

















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

Click here to navigate to discrepancy details for this CRF





34.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.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.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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Links to Discrepancy and Audit Sections

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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R240061113

Page_03

P3880_0342

R4005 Screening
03

Ec Page number 3 Screening

IE

Exclusion
Criteria Answer
2

NAM

NO

10-JUN-2009 10:09:03

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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R240063613

Page_10

P3880_0342

R4005 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Comments (other
attemps) (7)

If yes, how many
(other attempts
to quit (6)

1

1

3

COLD TURKEY

2

11-SEP-2009 11:19:35

11-SEP-2009 11:19:35

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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R240064013

Page_11

P3880_0342

R4005 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

3

3

NO

NE

NE

NO

13-MAY-2009 11:28:07

10-JUN-2009 10:10:56

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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R275170713

Page_12

P3880_0342

R4005 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

TEMPORARY FILLING RIGHT
LOWER LATERAL INCISOR

1

SMALL UMBILICAL HERNIA

2

08-JAN-2010 09:47:15

08-JAN-2010 09:47:15

08-JAN-2010 09:47:15

08-JAN-2010 09:47:15

08-JAN-2010 09:47:15

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

Row Inserted

2

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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R251838413

Page_24

P3880_0342

R4005 Ip, Week 10
24

Status Review Page number 24 Ip, Week 10

CHKYN

If Subject was
not compliant,
approximat (5)

If Subject was
not compliant,
approximat (5)

1

1

5

<7

<7

7

10-JUN-2009 10:16:58

05-MAR-2010 11:23:50

Kim Freschly

Lana Glaser

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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R275172613

Page_31

P3880_0342

R4005 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

1

5

21-OCT-2009 11:45:08

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

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Brian Saari at 05-MAR-2013 08:32:28 74Page

R275194013

Page_33

P3880_0342

R4005 Fu, Week 28
33

Vs Page number 33 Fu, Week 28

VS

Was subject
seated for 5
Minutes? (2)
1

NO

YES

05-NOV-2009 16:50:47

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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R275194413

Page_34

P3880_0342

R4005 Fu, Week 28
34

Lb Page number 34 Fu, Week 28

LB

Were there any
clinically
significant la
(1)
1

NO

05-NOV-2009 16:51:24

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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R240082313

Page_39

P3880_0342

R4005 Pcm
39

Pcm Page number 39 Pcm

CM1

Indication

1

COLD SYMPTOMS

VIRAL URI

11-SEP-2009 11:20:41

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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R240082713

Page_39

P3880_0342

R4005 Pcm.1

Pcm Page number 39 Pcm.1

CM1

Indication

1

COLD SYMPTOMS

VIRAL URI

11-SEP-2009 11:21:25

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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R240064013

P3880_0342 R40051672657013

SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please update to "no" per CRF guidelines

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:



Report run by Brian Saari at 05-MAR-2013 08:32:28 79Page

R275170713

P3880_0342 R400536097411

SCREENING

PE 12PAGE_12

Does the subject have any abnormal findi 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

YES

Please add PE findings - per PE source and updated CRF guidelines.

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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R251838413

P3880_0342 R400578021611

IP, WEEK 10

STATUS REVIEW 24PAGE_24

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

7

Please enter only whole numbers. If a range is provided, maximum number should be
entered.

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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R275194013

P3880_0342

P3880_0342

R4005

R4005

53418911

1780572913

FU, WEEK 28

FU, WEEK 28

VS

VS

33

33

PAGE_33

PAGE_33

Date

Was subject seated for 5 Minutes?

1

1

CURRENT

CURRENT

No Action Required

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

20090915

YES

Please verify all Week 28 dates (15Sep2009). If correct, please provide a note to file as
15Sep2009 is outside the +/- 3 day window of the scheduled date (23Sep2009).

please review subject was seated for at least 5 minutes (per protocol).

date is correct as entered, visit is not outside of window no NTF needed baseline visit
was 03MAR2009 per study manager

See query comment. KAY 24Feb2010.

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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R275194413

P3880_0342 R40051780573013

FU, WEEK 28

LB 34PAGE_34

Were there any clinically significant la 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please 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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R240082313

P3880_0342 R40051672657713

PCM

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

VIRAL URI

please match AE verbatim

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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R240082713

P3880_0342 R40051672657813

PCM.1

PCM 39PAGE_39

Indication 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

VIRAL URI

Please match AE verbatim

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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R275196213

P3880_0342 R40051780611713

AE.1

AE 40PAGE_40

Adverse Event 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HYPERSALIVATION

Please add AE #3 and AE #4.

Source is not complete for AE#4 headcold.  Study Mananger will need to contact subject.

both 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




