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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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02-DEC-2009 13:36:20

02-DEC-2009 13:36:20

02-DEC-2009 13:36:20

02-DEC-2009 13:36:20

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Data Entry Error

Data Entry Error

Data Entry Error
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Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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Row Inserted

Row Inserted

Row Inserted

Row Inserted
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Page_43

CDB_001

R1017 Additional Vs.1

Vs Page number 43 Additional Vs.1

VS

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

2

2

ND

BREATHS/MINUTE

139

MMHG

02-DEC-2009 13:36:20

02-DEC-2009 13:36:20

02-DEC-2009 13:36:20

02-DEC-2009 13:36:20

Christina Breedlove

Christina Breedlove

Christina Breedlove

Christina Breedlove

Row Inserted

Row Inserted

Row Inserted

Row Inserted
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Patient
Site

Visit
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CRF Page

Section
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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CDB_001 R101793291411

SCREENING

DM 5PAGE_05

Date of Birth 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

19620423

Please verify date of birth (23-Apr-1962) as it is 23-Apr-1961 in the electronic lab
file. Please amend here or send an updated lab file with the correct date.

Confirmed that date of birth is 23/Apr/1962

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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CDB_001 R10171679216913

SCREENING

ORAL HEALTH EXA 11PAGE_11

Findings* 3

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please verify per CRF conventions should be 'no'

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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IP, WEEK 6

STATUS REVIEW 20PAGE_20

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

42

Please verify per subject diary per CRF guidelines.

42

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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IP, WEEK 10

VS 22PAGE_22

Weight 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

116.0

Weight should be recorded with one decimal. Please update.

Decimal added 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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IP, WEEK 10

DIARY 24PAGE_24

CURRENT

Data value changed. Disc no longer applicable.

MANUAL HEADER

Resolved-Response Edited

Please verify per source diary was dispensed.

Subject diaries were dispensed on 24Jul2009 however eCRF page won't allow data to 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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IP, WEEK 13

STATUS REVIEW 25PAGE_25

If Subject was not compliant, approximat 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

28

Please verify per guidelines, ranges should not be entered. Please verify 28 should be
entered.

Corrected per query

Corrected 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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FU, WEEK 28

LB 34PAGE_34

Requisition Number 1: 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NA

Please provide requisition number or enter NA.

per query

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:
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Site:

Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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CDB_001

CDB_001

CDB_001

R1017

R1017

R1017

22507611

22507711

22507811

FU, WEEK 28

FU, WEEK 28

FU, WEEK 28

ORAL HEALTH EXA

ORAL HEALTH EXA

ORAL HEALTH EXA

35

35

35

PAGE_35

PAGE_35

PAGE_35

Findings*

Findings*

Findings*

1

2

3

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

NO

NO

NO

please verify this was examined

please verify this was examined

please verify this was examined

verified, answer should be no, will change

verified

verified
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Discrepancy ID:
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Value Text:
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Internal Comment:
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Resolution Text:
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Site:
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Visit Date:
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Visit Date:

Section:
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Section:

Patient:

Patient:

Patient:

Qualifying Value:
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Qualifying Value:

Row:

Row:
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CDB_001

CDB_001

CDB_001

R1017

R1017

R1017

129411611

22372411

22372711

ADDITIONAL VS

ADDITIONAL VS

ADDITIONAL VS

VS

VS

VS

43

43

43

PAGE_43

PAGE_43

PAGE_43

Actual Time

Body Temperature

Body Temperature

2

1

2

CURRENT

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

UNIVARIATE

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

ND

Value for Actual Time has not been supplied

Please verify should be NA

Please verify should be NA

Repeat vitals dated 04/Sep/2009 were entered twice, in error. The data for the repeated
vitals is on the second unplanned vitals page. This section of this page will be marked
blank.

will change

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:
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Internal Comment:

Internal Comment:

Internal Comment:

Resolution Type:

Resolution Type:

Resolution Type:
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Resolution Text:

Resolution Text:
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Status:

Status:

Site:
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Site:

Visit Date:

Visit Date:

Visit Date:

Section:

Section:

Section:
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Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:
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CDB_001

CDB_001

CDB_001

R1017

R1017

R1017

129412111

128978211

129411511

ADDITIONAL VS

ADDITIONAL VS

ADDITIONAL VS

VS

VS

VS

43

43

43

PAGE_43

PAGE_43

PAGE_43

Body Temperature

Date

Date

2

2

2

CURRENT

CURRENT

CURRENT

No Action Required

Data value changed. Disc no longer applicable.

No Action Required

UNIVARIATE

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Value for Body Temperature has not been supplied

Two additional vitals assessments are recorded for 04-Sep-2009 at 10:10 with all data the
same. Please remove the duplicate assessment or verify that two assessments were
performed at this time.

Value for Date has not been supplied

Repeat vitals dated 04/Sep/2009 were entered twice, in error. The data for the repeated
vitals is on the second unplanned vitals page. This section of this page will be marked
blank.

Repeat vitals dated 04/Sep/2009 were entered twice, in error. The data for the repeated
vitals is on the second unplanned vitals page. This section of this page will be marked
blank.

Repeat vitals dated 04/Sep/2009 were entered twice, in error. The data for the repeated
vitals is on the second unplanned vitals page. This section of this page will be marked
blank.

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:
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Status:

Status:

Site:

Site:
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Visit Date:

Visit Date:

Visit Date:
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Section:

Section:

Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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CDB_001

CDB_001

R1017

R1017

R1017

1689810313

129411811

22372211

ADDITIONAL VS

ADDITIONAL VS

ADDITIONAL VS

VS

VS

VS

43

43

43

PAGE_43

PAGE_43

PAGE_43

Diastolic Blood Pressure

Diastolic Blood Pressure

Heart Rate

1

2

1

CURRENT

CURRENT

CURRENT

Confirmed

No Action Required

Data value changed. Disc no longer applicable.

UNIVARIATE

UNIVARIATE

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

102

ND

Value of 102 for Diastolic Blood Pressure above expected maximum of 100

Value for Diastolic Blood Pressure has not been supplied

please verify should be NA

Repeat vitals dated 04/Sep/2009 were entered twice, in error. The data for the repeated
vitals is on the second unplanned vitals page. This section of this page will be marked
blank.

will change

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:
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Visit Date:
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Patient:

Patient:

Patient:

Qualifying Value:
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Qualifying Value:

Row:
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CDB_001

CDB_001

R1017

R1017

R1017

22372511

129411911

129412211

ADDITIONAL VS

ADDITIONAL VS

ADDITIONAL VS

VS

VS

VS

43

43

43

PAGE_43

PAGE_43

PAGE_43

Heart Rate

Heart Rate

Position (Unscheduled)

2

2

2

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

No Action Required

MANUAL

UNIVARIATE

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Please verify should be NA

Value for Heart Rate has not been supplied

Value for Position (Unscheduled) has not been supplied

Repeat vitals dated 04/Sep/2009 were entered twice, in error. The data for the repeated
vitals is on the second unplanned vitals page. This section of this page will be marked
blank.

All Data has been removed. System will not allow me to mark this section "Blank".

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:
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Patient:

Patient:

Patient:

Qualifying Value:

Qualifying Value:

Qualifying Value:

Row:

Row:

Row:
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CDB_001

CDB_001

R1017

R1017

R1017

22372311

22372611

129412011

ADDITIONAL VS

ADDITIONAL VS

ADDITIONAL VS

VS

VS

VS

43

43

43

PAGE_43

PAGE_43

PAGE_43

Respiratory Rate

Respiratory Rate

Respiratory Rate

1

2

2

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Data value changed. Disc no longer applicable.

No Action Required

MANUAL

MANUAL

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

ND

Please verify should be NA

Please verify should be NA

Value for Respiratory Rate has not been supplied

will change

Repeat vitals dated 04/Sep/2009 were entered twice, in error. The data for the repeated
vitals is on the second unplanned vitals page. This section of this page will be marked
blank.

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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CDB_001

R1017

R1017

129411711

141871911

ADDITIONAL VS

ADDITIONAL VS

VS

VS

43

43

PAGE_43

PAGE_43

Systolic Blood Pressure 2

CURRENT

CURRENT

No Action Required

Confirmed

UNIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Value for Systolic Blood Pressure has not been supplied

Response is Yes for 'Were vital signs collected?' but data is missing.  Please reconcile.

Repeat vitals dated 04/Sep/2009 were entered twice, in error. The data for the repeated
vitals is on the second unplanned vitals page. This section of this page will be marked
blank.

Verified.  JLM 02Jun2010
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Type:

Review Status:

Review Status:

Discrepancy:

Discrepancy:

Internal Comment:
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Section:
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Row:

Row:
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