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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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Dose

Dose

Dose

Dose

Dose

Drug name

Drug name

Drug name

Frequency

Frequency

Has the subject
taken any
medications pr

Has the subject
taken any
medications pr

Indication

Indication

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1000

UNKNOWN

1

DOXYCYC

DOXYCYCLINE HYCLATE

EVERY DAY

YES

SKIN

SKIN ACNE

UNKNOWN

1

1000

DOXYCYCLINE HYCLATE

DOXYCYCLINE

EVERY DAY

NO

YES

SKIN ACNE

03-SEP-2009 14:40:07

08-DEC-2009 14:33:53

08-DEC-2009 14:35:11

04-JAN-2010 16:56:39

11-MAR-2010 14:46:00

30-JUL-2009 13:34:59

03-SEP-2009 14:40:07

08-DEC-2009 14:33:53

03-SEP-2009 14:40:07

08-DEC-2009 14:33:53

03-SEP-2009 14:40:07

08-DEC-2009 14:33:53

30-JUL-2009 13:34:59

03-SEP-2009 14:40:07
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Indication

Ongoing

Ongoing

Start Date

Start Date

Start Date

Stop Date

Stop Date

Stop Date

Unit

Unit

Unit

Unit

other, specify
(frequency)

other, specify
(unit)

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

CHECKED

00-MAY-2009

00-00-2007

15-JUN-2009

MILLIGRAMS

OTHER

TABLET

OINTMENT

ACNE

CHECKED

00-00-2007

00-00-2009

15-JUN-2009

OTHER

TABLET

MILLIGRAMS

OINTMENT

08-DEC-2009 14:33:53

08-DEC-2009 14:33:53

04-JAN-2010 17:01:06

03-SEP-2009 14:40:07

08-DEC-2009 14:33:53

04-JAN-2010 16:56:39

03-SEP-2009 14:40:07

08-DEC-2009 14:33:53

04-JAN-2010 17:01:06

03-SEP-2009 14:40:07

08-DEC-2009 14:33:53

04-JAN-2010 16:56:39

11-MAR-2010 14:46:00

08-DEC-2009 14:33:53

08-DEC-2009 14:33:53

04-JAN-2010 16:56:39

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes
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Sharon Ladenes

Sharon Ladenes
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Sharon Ladenes

Stephanie Felton
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Sharon Ladenes

Sharon Ladenes
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ATC1 Text
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ATC2 Text

ATC3 Code

ATC3 Text

ATC4 Code

ATC4 Text

Dose

Dose

Drug name

Drug name

Drug name

Frequency

1

1

1

1

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A01

STOMATOLOGICAL
PREPARATIONS, A01

A01A

STOMATOLOGICAL
PREPARATIONS, A01A

A01AB

ANTIINFECT. AND
ANTISEPT. FOR LOCAL ORAL
TREATMENT, A01AB

30

ACCERALL XR

HYCLATE

WHENEVER NECESSARY

J

ANTIINFECTIVES FOR
SYSTEMIC USE, J

J01

ANTIBACTERIALS FOR
SYSTEMIC USE, J01

J01A

TETRACYCLINES, J01A

J01AA

TETRACYCLINES, J01AA

1000

HYCLATE

DOXYCYCLINE HYCLATE

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

03-SEP-2009 14:41:26

04-JAN-2010 16:59:47

03-SEP-2009 14:41:26

04-JAN-2010 16:59:47

15-MAR-2010 16:01:17

03-SEP-2009 14:41:26
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taken any
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Ongoing

Ongoing

Start Date
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Stop Date

Unit

Unit

other, specify
(frequency)

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

1

1

1

YES

ADULT ATTENTION DEFICIT
DISORDER

CHECKED

00-00-2005

MILLIGRAMS

EVERY DAY

NO

YES

ACNE

00-MAY-2009

15-JUN-2009

MILLIGRAMS

04-JAN-2010 16:59:47

03-SEP-2009 14:39:47

04-JAN-2010 16:59:47

03-SEP-2009 14:41:26

04-JAN-2010 16:59:47

03-SEP-2009 14:41:26

04-JAN-2010 16:59:47

03-SEP-2009 14:41:26

04-JAN-2010 16:59:47

04-JAN-2010 16:59:47

03-SEP-2009 14:41:26

04-JAN-2010 16:59:47

04-JAN-2010 16:59:47

04-JAN-2010 16:59:47
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Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

Row Inserted

Row Inserted

1

Document #:

Patient
Site

Visit

Visit Date

CRF
CRF Page

Section
Section Date

Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name



Report run by Brian Saari at 06-MAR-2013 16:35:47 119Page

R260796213

Page_39

CD_001

R5023 Pcm.2

CRF Header

DCI Blank Flag

1

N

Y

17-MAR-2010 12:15:21

Sharon Ladenes

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



Report run by Brian Saari at 06-MAR-2013 16:35:47 120Page

R260796913

Page_39

CD_001

R5023 Pcm.3

Pcm Page number 39 Pcm.3

CM1

ATC1 Code

ATC1 Text

ATC2 Code

ATC2 Text

Drug Modified
Reported Term

Drug name

Ongoing

Preferred Term

Preferred Term
Code

Stop Date

other, specify
(unit)

1

1

1

1

1

1

1

1

1

1

1

CERVICAL EPIDURAL
STERIOID

CERVICAL EPIDURAL
STERIOID

CHECKED

UNKNOWN

H

SYSTEMIC HORMONAL
PREP.,EXCL.SEX HORM.AND
INSULIN, H

H02

CORTICOSTEROIDS FOR
SYSTEMIC USE, H02

CERVICAL EPIDURAL
STEROID

CERVICAL EPIDURAL
STEROID

CORTICOSTEROID NOS

00768301001

12-AUG-2009

INJECTION

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00

26-APR-2010 10:36:00
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09-APR-2010 16:13:24
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ATC3 Text
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ATC4 Text

Frequency

Indication

1

1

1

1

1

1

1

1

1

1

A

ALIMENTARY TRACT AND
METABOLISM, A

A08

ANTIOBESITY
PREPARATIONS, EXCL. DIET
PRODUCTS, A08

A08A

ANTIOBESITY
PREPARATIONS, EXCL. DIET
PRODUCTS, A08A

A08AA

CENTRALLY ACTING
ANTIOBESITY PRODUCTS,
A08AA

ADULT DEFICIT DISORDER

N

NERVOUS SYSTEM, N

N06

PSYCHOANALEPTICS, N06

N06B

PSYCHOSTIM., AGENTS USED
FOR ADHD AND NOOTROPICS,
N06B

N06BA

CENTRALLY ACTING
SYMPATHOMIMETICS, N06BA

WHENEVER NECESSARY

ATTENTION DEFICIT
DISORDER

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
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ATC3 Text
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ATC4 Text

Dose

1

1

1

1

1

1

1

1

1

G

GENITO URINARY SYSTEM
AND SEX HORMONES, G

G02

OTHER GYNECOLOGICALS,
G02

G02C

OTHER GYNECOLOGICALS,
G02C

G02CC

ANTIINFLAMMATORY
PRODUCTS FOR VAGINAL
ADMINISTRAT., G02CC

550

M

MUSCULO-SKELETAL SYSTEM,
M

M01

ANTIINFLAMMATORY AND
ANTIRHEUMATIC PRODUCTS,
M01

M01A

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

M01AE

PROPIONIC ACID
DERIVATIVES, M01AE

500

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
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Number
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labs) (4)

Test Code ID CS
Labs only
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Labs only

Were any
additional
Laboratory
evaluatio

Clinically
Significant
(additional) (2)

Clinically
Significant
(additional) (2)

Comments

Date

1

1

1

1

1

1

1

2

2

2

2

NO

NO

28-SEP-2009

NA

YES

NO

09-MAR-2010 12:21:50

09-MAR-2010 12:21:50

09-MAR-2010 12:21:50

09-MAR-2010 12:21:50

09-MAR-2010 12:21:50

09-MAR-2010 12:21:50

09-MAR-2010 12:21:50

31-JAN-2012 16:10:23

07-FEB-2012 15:42:03
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31-JAN-2012 16:10:23
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Lb Page number 42 Additional Lab

LB

Date

Requisition
Number
(additional
labs) (4)

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Name CS
Labs only

Clinically
Significant
(additional) (2)

Clinically
Significant
(additional) (2)

Clinically
Significant
(additional) (2)

Comments

Comments

Date

Date

Date

2

2

2

2

2

3

3

3

3

3

3

3

3

NO

08-FEB-2010

05-OCT-2009

B426997

NO

<Row Deleted>

<Row Deleted>

08-FEB-2010

<Row Deleted>

07-FEB-2012 15:42:03

31-JAN-2012 16:10:23

07-FEB-2012 15:42:03

31-JAN-2012 16:10:23

31-JAN-2012 16:10:23

07-FEB-2012 15:43:04

20-MAR-2012 13:16:08

20-MAR-2012 13:17:15

07-FEB-2012 15:43:04

20-MAR-2012 13:17:15

07-FEB-2012 15:43:04

20-MAR-2012 13:16:08

20-MAR-2012 13:17:15

Sharon Ladenes

Lindsey Falor

Sharon Ladenes

Lindsey Falor

Lindsey Falor

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Data Entry Error

Row Inserted

Data Entry Error

Row Inserted
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42

Lb Page number 42 Additional Lab

LB

Requisition
Number
(additional
labs) (4)

Requisition
Number
(additional
labs) (4)

Requisition
Number
(additional
labs) (4)

Test Code ID CS
Labs only

Test Code ID CS
Labs only

Test Name CS
Labs only

Test Name CS
Labs only

3

3

3

3

3

3

3

S412493

S412493

<Row Deleted>

<Row Deleted>

<Row Deleted>

07-FEB-2012 15:43:04

20-MAR-2012 13:16:08

20-MAR-2012 13:17:15

07-FEB-2012 15:43:04

20-MAR-2012 13:17:15

07-FEB-2012 15:43:04

20-MAR-2012 13:17:15

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes
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Data Entry Error
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Data Entry Error
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Data Entry Error
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Vs Page number 43 Additional Vs

VS

Actual Time

Body Temperature

Body Temperature
Unit

Comments (2)

Date

Diastolic Blood
Pressure

Diastolic Blood
Pressure unit

Heart Rate

Heart Rate Unit

Other, specify
(1)

Position
(Unscheduled)
(2)

Respiratory Rate

Respiratory Rate
Unit

1

1

1

1

1

1

1

1

1

1

1

1

1

1715

37.0

C

28-SEP-2009

69

MMHG

63

BEATS/MINUTE

SEATED

20

BREATHS/MINUTE

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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VS

Systolic Blood
Pressure

Systolic Blood
Pressure unit

Were Vital Signs
Collected/Were
any addi (1)

1

1

1

NO

116

MMHG

YES

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

09-MAR-2010 12:22:23

Sharon Ladenes

Sharon Ladenes

Sharon Ladenes

Row Inserted
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SCREENING

MH 9PAGE_09

Diagnosis/Procedure 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

DEGENERATIVE DISC C3-C5

Please add location to lines 1 and 2.

Discrepancy Detail Report
Document #:
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Type:

Review Status:
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Section:

Patient:

Qualifying Value:

Row:
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BASELINE, WEEK 

ECO 14PAGE_14

%COHb 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1.9

Per source 1.9 vs 1.8.
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Review Status:
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Internal Comment:
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Qualifying Value:

Row:



Report run by Brian Saari at 06-MAR-2013 16:35:47 132Page

R265106313

CD_001 R5023115224811

SPTP, WEEKS 1-4

STATUS REVIEW 16PAGE_16

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ND

Please update date to 'ND' as assessment did not occur.

DM Response: Please replace the comment that was previously present (SUBJECT NOT AT
TELEPHONE NUMBER GIVEN).
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SPTP, WEEKS 1-4

STATUS REVIEW 16.1PAGE_16

Date 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

ND

Please update date to 'ND' as assessment did not occur.

DM Response: Please replace the comment that was previously present (SUBJECT'S TELEPHONE
NUMBER DISCONNECTED).

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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R5023

R5023

87082511

1766230713

SPTP, WEEKS 1-4

SPTP, WEEKS 1-4

STATUS REVIEW

STATUS REVIEW

16A

16A

PAGE_16

PAGE_16

Was Behavioral Counseling Given 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

YES

Please provide a response.

Please delete comments.
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Visit:

Visit:
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CRF:

Field:

Field:

Value Text:

Value Text:
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Type:

Review Status:

Review Status:
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Status:
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Section:

Section:
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Patient:
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Qualifying Value:

Row:

Row:
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SPTP, WEEKS 1-4

STATUS REVIEW 16BPAGE_16

Was subject reminded about the complete 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

YES

Please provide a response.
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Internal Comment:
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Section:
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IP, WEEK 8

STATUS REVIEW 21PAGE_21

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please provide a date.

Document #:
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Visit:
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Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:
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Resolution Text:
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IP, WEEK 16

LB 27PAGE_27

Were there any clinically significant la 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please answer question.
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PCM.1

PCM 39PAGE_39

CURRENT

Confirmed

MANUAL HEADER

Resolved-Response Edited

Previous query confirmed stop date.  Please remove medication (mark page blank).

done

Verified.  JLM 27Apr2010
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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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CD_001

R5023

R5023

80639211

111983911

PCM.4

PCM.4

PCM

PCM

39

39

PAGE_39

PAGE_39

Drug name

Indication

1

1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

ADDERALL XR

ATTENTION DEFICIT DISORDER

Please see  query on data clarification form.  Need clarification of Rx use.

Should this be 'ATTENTION deficit disorder?'   If so, please update.

The start date for the 20mg is14Jul 2009 and stop date is Jul2009. Subject states she
took this amount for approximately 1 month. The start date for the 30 mg  is 24Jul2009
and the usage is ongoing.

yes - updated

Verified.  JLM 27Apr2010
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PCM.5

PCM 39PAGE_39

Stop Date 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

Please review source progress note dated 11Jan10.  Verify if this med is still being
taken.

Updated CRF, verified source.
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CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:
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PCM.6

PCM 39PAGE_39

Dose 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

500

Please see source update for dose.  Please revise CRF page.

Updated CRF, verified source.
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ADDITIONAL LAB

LB 42PAGE_42

Date 2

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

20091005

Covance Clinical Laboratory Services has a requisition form for subject R5023, collection
on 05-Oct-2009.  As per previous correspondence with study manager, lab manager and
sponsor approval please use corresponding requisition form as source to update the
database accordingly.

updated

Updated, LCF 20Mar2012.
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