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Abc 123

Abc 123

CDB_001

All statuses

All statuses

R1004

R1004

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



















07.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







09.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





10.OS.1

OverFlow Section For Document Number R243307213

SUBJECT USED THE PATCH ONCE AND HAS USED NICORETTE GUM ABOUT 6 TIMES.1



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





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









15.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF







16.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









19.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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













25.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

Click here to navigate to discrepancy details for this CRF





32.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
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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









39.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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R243306813

Page_07

CDB_001

R1004 Screening
07

Lb Page number 7 Screening

LB

Requisition
Number 1: (1)

Were there any
clinically
significant la
(1)

1

1

09888880-4

062-552-1901-0

NO

18-MAY-2009 15:57:43

18-MAY-2009 15:57:43

Sharon Daly

Sharon Daly

Data Entry Error

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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R248877213

Page_09

CDB_001

R1004 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

Sequence Number

1

1

1

1

1

1

NO

02-MAR-2009

PARTIAL UPPER DENTURES

YES

CHECKED

1

07-JAN-2010 08:48:48

07-JAN-2010 08:48:48

07-JAN-2010 08:48:48

07-JAN-2010 08:46:57

07-JAN-2010 08:48:48

07-JAN-2010 08:48:48

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Sharon Daly

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

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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R243307213

Page_10

CDB_001

R1004 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Has subject used
smokeless
tobacco (1)

Has subject used
smokeless
tobacco (1)

1

1

NO

YES

YES

NO

23-MAY-2009 17:13:22

23-MAY-2009 17:13:34

Rossana Matos

Rossana Matos

Pass1

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
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R243307513

Page_11

CDB_001

R1004 Screening
11

Oral Health Exam Page number 11 Screening

EX1

Findings*

Findings*

1

1

NO

YES

YES

NO

23-MAY-2009 17:14:00

23-MAY-2009 17:14:17

Rossana Matos

Rossana Matos

Pass1

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
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R243307613

Page_12

CDB_001

R1004 Screening
12

Pe Page number 12 Screening

DTE

MH1

Date

Date

Does the subject
have any
abnormal findi

Does the subject
have any
abnormal findi

Findings

Findings

Findings

Findings

Sequence Number

Sequence Number

Sequence Number

1

1

1

1

1

1

1

1

1

1

1

02-MAR-2009

03-MAR-2009

YES

NO

WELL HEALED SURGICAL
SCAR

PARTIAL UPPER DENTURES-
NCS

1

03-MAR-2009

02-MAR-2009

NO

YES

<Row Deleted>

PARTIAL UPPER DENTURES-
NCS

PARTIAL UPPER DENTURES

<Row Deleted>

1.

01-JUL-2009 14:06:57

01-JUL-2009 14:07:54

24-JUN-2009 10:46:38

11-AUG-2009 09:59:42

24-JUN-2009 10:46:38

24-JUN-2009 10:46:38

11-AUG-2009 09:59:42

17-DEC-2009 16:24:34

24-JUN-2009 10:46:38

24-JUN-2009 10:46:38

11-AUG-2009 09:59:42

Rossana Matos

Rossana Matos

Rossana Matos

Christina Breedlove

Rossana Matos

Rossana Matos

Christina Breedlove

Christina Breedlove

Rossana Matos

Rossana Matos

Christina Breedlove

Changed to Yes and
added partial
upper dentures

data not relevant

updated info per
PI

Answered per query

data not relevant

Added partial
upper dentures
(relevant but NCS)

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Row Inserted

Data Entry Error

Investigator
Correction

Data Entry Error

Row Inserted

Data Entry Error

1

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group #

Group #

Group Name

Group Name

Field

Field

Row

Row

Changed From

Changed From

Changed To

Changed To

Impact on
resequence

Impact on
resequence

On

On

By

By

Reason

Reason

Comment

Comment



Report run by Brian Saari at 05-MAR-2013 16:59:10 74Page

R243307613

Page_12

CDB_001

R1004 Screening
12

Pe Page number 12 Screening

MH1

Sequence Number

Findings

Sequence Number

1

2

2

1.

PARTICAL UPPER DENTURES

2

1

<Row Deleted>

<Row Deleted>

03-MAR-2010 10:58:12

24-JUN-2009 10:46:38

24-JUN-2009 10:46:38

Krysia Magnuson

Rossana Matos

Rossana Matos

1. to 1 (removed
decimal). KAY
03Mar2010.

data not relevant

data not relevant

ODM/SEC

Data Entry Error

Data Entry Error

2

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R243307913

Page_15

CDB_001

R1004 Baseline, Week 0
15

Sc Page number 15 Baseline, Week 0

SC

Actual Time

1

1537

1541

23-MAY-2009 17:10:04

Rossana Matos

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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R243308013

Page_16

CDB_001

R1004 Sptp, Weeks 1-4
16

Status Review Page number 16A Sptp, Weeks 1-4

CHKYN

Date

1

23-MAR-2009

30-MAR-2009

18-MAY-2009 16:17:00

Sharon Daly

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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R243308313

Page_19

CDB_001

R1004 Ip, Week 6
19

Behavioral Coun Page number 19 Ip, Week 6

EX1

Result

Result

1

1

YES

NO

NO

YES

23-MAY-2009 17:07:59

23-MAY-2009 17:08:21

Rossana Matos

Rossana Matos

Pass1

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
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R248877113

Page_20

CDB_001

R1004 Ip, Week 6
20

Status Review Page number 20 Ip, Week 6

CHKYN

If Subject was
not compliant,
approximat (5)
1

1

14

23-JUN-2009 16:17:03

Sharon Daly

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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R252968913

Page_25

CDB_001

R1004 Ip, Week 13
25

Status Review Page number 25 Ip, Week 13

CHKYN

If Subject was
not compliant,
approximat (5)
1

6-7

7

23-JUN-2009 16:22:12

Sharon Daly

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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R256382113

Page_31

CDB_001

R1004 Ip, Week 16
31

Status Review Page number 31 Ip, Week 16

CHKYN

If Subject was
not compliant,
approximat (5)
1

21

35

11-AUG-2009 10:58:53

Christina Breedlove updated info

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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R259810213

Page_32

CDB_001

R1004 Fu, Week 20 & 24
32

Status Review Page number 32 Fu, Week 20 & 24

CHKYN

If Subject was
not compliant,
approximat (5)
1

2

14

27-JUL-2009 09:46:18

Sharon Daly

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
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R272618413

Page_33

CDB_001

R1004 Fu, Week 28
33

Vs Page number 33 Fu, Week 28

VS

Body Temperature

1

036.6

036.8

19-NOV-2009 14:00:48

Christina Breedlove Confirmed that
temp is 36.8c

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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R272620113

Page_36

CDB_001

R1004 Fu, Week 28
36

Pe Page number 36 Fu, Week 28

MH1

Does the subject
have any
abnormal findi

Findings

Findings

Sequence Number

Sequence Number

Findings

Findings

Sequence Number

Sequence Number

Sequence Number

1

1

1

1

1

2

2

2

2

2

YES

WELL HEALED SURGICAL
SCARS

1

PARTIAL UPPER DENTURES

2

1

NO

<Row Deleted>

<Row Deleted>

<Row Deleted>

1

<Row Deleted>

20-JAN-2010 09:48:28

07-DEC-2009 15:33:42

24-MAR-2010 11:37:24

07-DEC-2009 15:33:42

24-MAR-2010 11:37:24

20-JAN-2010 09:48:28

24-MAR-2010 11:37:24

07-DEC-2009 15:33:42

20-JAN-2010 09:48:28

24-MAR-2010 11:37:24

Christina Breedlove

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Krysia Magnuson

Christina Breedlove

Christina Breedlove

Krysia Magnuson

Removed tattoos as
not relevant to
the study

Re-number to #1

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

Data Entry Error

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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R254138513

Page_39

CDB_001

R1004 Pcm
39

Pcm Page number 39 Pcm

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Drug Modified
Reported Term

Drug name

Preferred Term

Preferred Term
Code

1

1

1

1

1

1

1

1

1

1

1

1

GLUCOSANINE

GLUCOSANINE

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AX

OTHER
ANTIINFL./ANTIRHEUMATIC
AGENTS, NON-STEROIDS,
M01AX

GLUCOSAMINE

GLUCOSAMINE

GLUCOSAMINE

00943601001

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:39:56

20-APR-2010 11:29:16

09-APR-2010 11:37:16

20-APR-2010 11:39:56

20-APR-2010 11:39:56

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Carol Kraucyk

Joanne Mccaigue

Carol Kraucyk

Carol Kraucyk

Obvious spelling
error.  JLM
09Apr2010

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

ODM/SEC

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
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R243306813

CDB_001

CDB_001

R1004

R1004

1650056813

1650056913

SCREENING

SCREENING

LB

LB

7

7

PAGE_07

PAGE_07

Requisition Number 1:

Were there any clinically significant la

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

062-552-1901-0

NO

Please verify req number/ specimen number should be entered.

Please complete entry.

confirmed entered

confirmed entered

confirmed entered

confirmed entered

Discrepancy Detail Report
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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R243307613

CDB_001 R10041722494213

SCREENING

PE 12PAGE_12

Findings 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

PARTIAL UPPER DENTURES

Please delete NCS and dash.

Answered per query

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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R248877213

CDB_001 R100423091911

SCREENING

MH 9PAGE_09

Does the subject have any relevant medic 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please verify subject has partial upper dentures per PE.

verified, will add

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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R243308013

CDB_001 R10041650077513

SPTP, WEEKS 1-4

STATUS REVIEW 16APAGE_16

Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

20090330

Please verify date per source.

confirmed to be correct

confirmed to be correct

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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R248877113

CDB_001 R10041678184913

IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

14

Please verify per source. Data from diary should be used per CRF conventions

data corrected

confirmed to be correct

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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R252968913

CDB_001 R10041678187113

IP, WEEK 13

STATUS REVIEW 25PAGE_25

If Subject was not compliant, approximat 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

7

Please verifiy per source, also only enter one number instead of a range.

data correction

data correction

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 16:59:10 91Page

R256382113

CDB_001 R10041718430013

IP, WEEK 16

STATUS REVIEW 31PAGE_31

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

35

Please verify per source (diary should be used per CRF convention)

updated info

updated info

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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R272618413

CDB_001 R10041788922813

FU, WEEK 28

VS 33PAGE_33

Body Temperature 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

036.8

Please verify per source should be 36.8

Confirmed that temp is 36.8c

Confirmed that temp is 36.8c

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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R272620113

CDB_001 R10041788922913

FU, WEEK 28

PE 36PAGE_36

Does the subject have any abnormal findi 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please verify per CRF guidelines only relevant findings should entered.

Per PI, Partial dentures are relevant to the study.

Per PI, Partial dentures are relevant to the study.

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




