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Abc 123

Abc 123

P3880_0342

All statuses

All statuses

R4025

R4025

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













04.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









07.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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.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





















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





39.1.U3.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history 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 discrepancy details for this CRF





43.LINKS

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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R253843113

Page_04

P3880_0342

R4025 Screening
04

Elig Page number 4 Screening

IE

Category

Did the subject
meet all of the
inclusio

Exemption
Granted?

Explanation (1)

If Yes, Date
Granted

Inclusion/Exclus
ion No.

1

1

1

1

1

1

E

NO

YES

HISTORY OF BLADDER
CANCER, DIABETES TYPE II

31-MAR-2009

5

<Row Deleted>

YES

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

12-NOV-2009 13:57:04

12-NOV-2009 13:57:04

12-NOV-2009 13:57:04

12-NOV-2009 13:57:04

12-NOV-2009 13:57:04

12-NOV-2009 13:57:04

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Data Entry Error

Data Entry Error

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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R253844713

Page_07

P3880_0342

R4025 Screening
07

Upreg Page number 7 Screening

Section Header

DCM Blank flag

1

Y

N

19-JUN-2009 14:46:33

Kim Freschly

Data Entry Error

0

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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R253844713

Page_07

P3880_0342

R4025 Screening
07

Drgscr Page number 7 Screening

Section Header

DCM Blank flag

1

Y

N

19-JUN-2009 14:46:33

Kim Freschly

Data Entry Error

0

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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R279274413

Page_09

P3880_0342

R4025 Screening
09

Mh Page number 9 Screening

MH1

Date of Onset

Date of Onset

Date of Onset

Date of Onset

Date of
Resolution

Date of
Resolution

Date of
Resolution

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Diagnosis/Proced
ure

Ongoing

Ongoing

Ongoing

3

3

3

3

3

3

3

3

3

3

3

3

3

3

<Row Deleted>

00-00-2004

<Row Deleted>

<Row Deleted>

HEADCOLD

<Row Deleted>

30-DEC-2009 11:51:33

02-FEB-2010 14:29:26

02-MAR-2010 11:34:01

03-MAR-2010 14:00:13

30-DEC-2009 11:51:33

02-FEB-2010 14:29:26

02-MAR-2010 11:34:01

30-DEC-2009 11:51:33

02-FEB-2010 14:29:26

02-MAR-2010 11:34:01

03-MAR-2010 14:00:13

30-DEC-2009 11:51:33

02-FEB-2010 14:29:26

02-MAR-2010 11:34:01

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Kim Freschly

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Kim Freschly

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

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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R279274413

Page_09

P3880_0342

R4025 Screening
09

Mh Page number 9 Screening

MH1

Ongoing

Sequence Number

Sequence Number

Sequence Number

Sequence Number

3

3

3

3

3

CHECKED

<Row Deleted>

3

03-MAR-2010 14:00:13

30-DEC-2009 11:51:33

02-FEB-2010 14:29:26

02-MAR-2010 11:34:01

03-MAR-2010 14:00:13

Kim Freschly

Laurie Rydstrom

Lana Glaser

Laurie Rydstrom

Kim Freschly

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

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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R253845513

Page_10

P3880_0342

R4025 Screening
10

Smoking History Page number 10 Screening

DRUGSCR

Attempted to
quit (Other
attempts) (5)

Attempted to
quit (Other
cessation aids)
(4)

Comments (NRT)
(4)

Comments (other
attemps) (7)

Comments (other
cessation aids)
(6)

Comments
(pharmaceuticals
) (5)

If Yes, how many
(nicotine
replacement) (3)

If Yes, how many
(other cessation
aids) (5)

If Yes, how many
(pharmaceuticals
) (4)

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

1

1

1

1

1

1

1

1

1

1

YES

YES

PATCH, GUM

COLD TURKEY

STOP SMOKING CLASS

CHANTIX, WELLBUTRIN

2

1

2

3

NO

NO

PATCH

CHANTIX X 1, WELLBUTRIN
X 2

4

3

12-NOV-2009 13:59:16

12-NOV-2009 13:59:16

12-NOV-2009 13:59:16

12-NOV-2009 13:59:16

12-NOV-2009 13:59:16

12-NOV-2009 13:59:16

12-NOV-2009 13:59:16

12-NOV-2009 13:59:16

12-NOV-2009 13:59:16

12-NOV-2009 13:59:16

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

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

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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R253847513

Page_31

P3880_0342

R4025 Ip, Week 16
31

CRF Header

DCI Blank Flag

1

Y

N

12-NOV-2009 14:02:05

Kim Freschly

Data Entry Error

0

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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R253849713

Page_39

P3880_0342

R4025 Pcm.1

Pcm Page number 39 Pcm.1

CM1

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

R01

NASAL PREPARATIONS, R01

R01A

DECONGESTANTS AND OTHER
NASAL PREP.FOR TOPICAL
USE, R01A

R01AB

SYMPATHOMIMETICS,COMBINA
TIONS EXCL
CORTICOSTEROIDS, R01AB

R05

COUGH AND COLD
PREPARATIONS, R05

R05C

EXPECTORANTS,EXCL
COMBINATIONS WITH COUGH
SUPPR., R05C

R05CA

EXPECTORANTS, R05CA

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Data Change

Data Change

Data Change

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
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R253849813

Page_39

P3880_0342

R4025 Pcm.2

Pcm Page number 39 Pcm.2

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AD

OTHER AGENTS FOR LOCAL
ORAL TREATMENT, A01AD

B

BLOOD AND BLOOD FORMING
ORGANS, B

B01

ANTITHROMBOTIC AGENTS,
B01

B01A

ANTITHROMBOTIC AGENTS,
B01A

B01AC

PLATELET AGGREGATION
INHIBITORS EXCL.
HEPARIN, B01AC

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

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

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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R253850013

Page_39

P3880_0342

R4025 Pcm.3

Pcm Page number 39 Pcm.3

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

AVANDAMENT

AVANDAMENT

A

ALIMENTARY TRACT AND
METABOLISM, A

A10

DRUGS USED IN DIABETES,
A10

A10B

BLOOD GLUCOSE LOWERING
DRUGS, EXCL. INSULINS,
A10B

A10BD

COMBINATIONS OF ORAL
BLOOD GLUCOSE LOWERING
DRUGS, A10BD

AVANDAMET

AVANDAMET

AVANDAMET

01633701001

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

12-APR-2010 11:02:42

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
correction.  JLM
12Apr2010

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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R279278613

Page_40

P3880_0342

R4025 Ae.1

Ae Page number 40 Ae.1

AE1

Action Taken

Action Taken

Adverse Event

High Level Group
Term

High Level Group
Term Code

High Level Term

High Level Term
Code

Lower Level Term

Lower Level Term
Code

Preferred Term

Preferred Term
Code

System Organ
Class

System Organ
Class Code

1

1

1

1

1

1

1

1

1

1

1

1

1

DISCON OF DRUG

DISCONTINUATION

DYSGUESIA

DISCONTINUATION

NONE

DYSGEUSIA

NEUROLOGICAL DISORDERS
NEC

10029305

SENSORY ABNORMALITIES
NEC

10040021

DYSGEUSIA

10013911

DYSGEUSIA

10013911

NERVOUS SYSTEM DISORDERS

10029205

12-NOV-2009 14:06:54

07-JAN-2010 15:27:18

26-APR-2010 16:41:56

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

26-APR-2010 16:50:41

Kim Freschly

Lana Glaser

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Joanne Mccaigue

Obvious spelling
correction.  JLM
26Apr2010

Data Entry Error

Data Entry Error

ODM/SEC

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

Data Change

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
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R279278613

Page_40

P3880_0342

R4025 Ae.1

Ae Page number 40 Ae.1

AE1

Verbatim Term

1

DYSGUESIA

DYSGEUSIA

26-APR-2010 16:50:41

Joanne Mccaigue

Data Change

1

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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R279279413

Page_40

P3880_0342

R4025 Ae.2

Ae Page number 40 Ae.2

AE1

Action Taken

Action Taken

1

1

DISCON OF DRUG

DISCONTINUATION

DISCONTINUATION

NONE

12-NOV-2009 14:06:46

07-JAN-2010 15:28:16

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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R253843113

P3880_0342 R40251731034513

SCREENING

ELIG 4PAGE_04

Did the subject meet all of the inclusio 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

YES

Subject did meet all I/E - A waiver for was sent to Dr. Dixon for clarification purposes
only.  Please update CRF.

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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R253845513

P3880_0342 R40251731036413

SCREENING

SMOKING HISTORY 10PAGE_10

Attempted to quit (Nicotine Replacement) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

YES

Please review to Smoking Hx Clarification form dated 05Aug2009

Due to significantly different responses by the subject, a NTF will be requested to
clarify which source will be used for CRF entry.

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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R279274413

P3880_0342 R402576424111

SCREENING

MH 9PAGE_09

Diagnosis/Procedure 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

HEADCOLD

Please review if Med Hx of Head cold should be added.  Subject has ongoing Head cold
since 2004 and took a conmed for head cold on 3/13/09 prior to baseline visit.

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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R253847513

P3880_0342 R40251731038913

IP, WEEK 16

STATUS REVIEW 31PAGE_31

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

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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R253850613

P3880_0342 R40251731039613

AE

AE 40PAGE_40

Adverse Event 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

GINGIVAL EDEMA

Please add AE's #2 and #3 (Dysguesia and dry mouth)

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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R279278613

P3880_0342 R402533407211

AE.1

AE 40PAGE_40

Action Taken 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NONE

Please review action taken, as subject decided not to take study product and PI did not
withdraw subject

Source updates needed.

updated

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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R279279413

P3880_0342

P3880_0342

R4025

R4025

33407811

76433211

AE.2

AE.2

AE

AE

40

40

PAGE_40

PAGE_40

Action Taken

Adverse Event

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

NONE

DRY MOUTH

Subject stopped taking study drug however PI did not withdraw subject from study

Please add AE Gingival pain Start date 4/8/09 16:00; stop date 4/8/09 22:00

Source correction needed

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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R253845213

P3880_0342 R40251731039413

ADDITIONAL LAB

LB 42PAGE_42

CURRENT

No Action Required

MANUAL HEADER

Resolved-Response Edited

Please mark page complete.

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:
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