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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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Click here to navigate to audit history for this CRF
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Links to Discrepancy and Audit Sections
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Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF
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OverFlow Section For Document Number R266119113

SUBJECT HAD NOT BEEN USING PRODUCT FOR 14 DAYS AT VISIT1
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Click here to navigate to audit history for this CRF

Click here to navigate to discrepancy details for this CRF
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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
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WEEK 6 LABS DRAWN OUT OF WINDOW1
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Click here to navigate to audit history 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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1
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1

1
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1
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1
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DENTAL PAIN

R

RESPIRATORY SYSTEM, R

R05

COUGH AND COLD
PREPARATIONS, R05
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26-APR-2010 10:36:00
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1

1

1

1
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00-SEP-2009

UNK
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11-FEB-2010 14:11:54
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1

1

1

1

1

1

1

1

1

DENTAL AND GINGIVAL
CONDITIONS
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DENTAL PAIN AND
SENSATION DISORDERS

10044049

TOOTH PAIN

10059723

TOOTHACHE

10044055

GASTROINTESTINAL
DISORDERS

10017947
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Labs only

Test Name CS
Labs only

Were any
additional
Laboratory
evaluatio

1

1

1

1

1

1

1

NO

NO

WEEK 6 LABS DRAWN OUT OF
WINDOW

16-JUL-2009

NA

YES

18-MAR-2010 18:08:07

18-MAR-2010 18:08:07

18-MAR-2010 18:08:07

18-MAR-2010 18:08:07

18-MAR-2010 18:08:07
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18-MAR-2010 18:08:07
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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

1100

36.9

C

WEEK 6 VITALS COMPLETED
OUT OUT OF VISIT WINDOW.

16-JUL-2009

089

MMHG

067

BEATS/MINUTE

SEATED

16

BREATHS/MINUTE

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt
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Systolic Blood
Pressure

Systolic Blood
Pressure unit
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any addi (1)

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)

1

1

1

2

2

2

2

2

2

2

2

2

2

2

NO

134

MMHG

YES

1325

36.7

C

WEEK 10 VISIT COMPLETED
OUT OF WINDOW

18-AUG-2009

078

MMHG

061

BEATS/MINUTE

SEATED

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:06:24

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt
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Tricia Hunt

Tricia Hunt

Tricia Hunt
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Tricia Hunt
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R281646713

Page_43

CP_001

R3031 Additional Vs
43

Vs Page number 43 Additional Vs

VS

Respiratory Rate

Respiratory Rate
Unit

Systolic Blood
Pressure

Systolic Blood
Pressure unit

2

2

2

2

14

BREATHS/MINUTE

136

MMHG

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

18-MAR-2010 18:40:54

Tricia Hunt

Tricia Hunt

Tricia Hunt

Tricia Hunt
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Page_46

CP_001

R3031 Study Competion
46

Ds Page number 46 Study Competion

DS

Reason for
withdrawal
1

NA

24-NOV-2009 15:11:12

Marilyn Mindolovich

Investigator
Correction
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R250012813

CP_001 R30311683124413

SCREENING

LB 7PAGE_07

Were there any clinically significant la 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NO

Please answer this question.

Discrepancy Detail Report
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Visit:

CRF:
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Review Status:
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R266119113

CP_001 R303186037811

IP, WEEK 13

STATUS REVIEW 25PAGE_25

Comments (contacted by phone) 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

Date recorded (18-Aug-2009) is the date the visit was scheduled for, and the same date
recorded for the Week 10 visit. Please remove existing data and transcribe status review
data from Week 10 to here (Week 13).

DM Response: These data are inconsistent. How were responses provided if subject was not
contacted? Please remove comment in question 1 and update response to Yes. The date the
assessment occurred corresponds to Week 13. It was recorded in Week 10 in error. The data
in week 10 should have been transcribed exactly to week 13 as that is the timeframe in
which the assessment occurred.

The subject completed the week 10 visit on this day rather then the phone contact. I will
remove the comment, please advise if further steps are to be taken.

DM Response: If subject completed visit in person rather than via telephone, please check
No for question 1 and add comment 'Assessment occurred in person'.
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Value Text:
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Resolution Text:
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FU, WEEK 28

LB 34PAGE_34

Were there any clinically significant la 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

Please provide a response.

No labs were obtained. This entry would not be valid.
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CP_001 R3031181060611

FU, WEEK 28

ECO 37PAGE_37

%COHb 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

2.8

Please verify/update COHB% value.

corrected

Verified.  JLM 03Aug2010
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FU, WEEK 28

STATUS REVIEW 38PAGE_38

If Subject was not compliant, approximat 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

21

Per source 3 is per day, CRF asks for per week.  Please review source and amend the CRF
page as applicable.
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CP_001

CP_001

R3031

R3031

R3031

1796615113

98544911

98545011

PCM

PCM

PCM

PCM

PCM

PCM

39

39

39

PAGE_39

PAGE_39

PAGE_39

Drug name

Indication

other, specify (frequency)

1

1

1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

AMOXICILLIN

LOWER LEFT MOLAR PAIN

Please correct spelling from amoxicillan to amoxicillin.

There is not event of molar pain.  Please verify and add adverse event 'molar pain.'

Please verify if this would be best represented as 3 times daily.

AE was added, however, the subject had the tooth extracted sameday which ended the AE,
the Con med contiued for 7 days. Please advise.

Updated

Verified.  JLM 21Apr2010

Verified.  JLM 21Apr2010
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CP_001

CP_001

R3031

R3031

106996411

1796614613

PCM.1

PCM.1

PCM

PCM

39

39

PAGE_39

PAGE_39

Dose

Indication

1

1

CURRENT

CURRENT

Confirmed

No Action Required

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

1

LEFT LOWER MOLAR PAIN

Combination drugs should be entered as # of tablets taken.  Please update dose and units.

Please change indication to match AE terminology. please change for amonxicillin too.

Updated.

Verfied.  JLM 26Apr2010
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CP_001

R3031
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1700283113

1700284813

AE

AE

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <GINGIVITIS>.
Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for GINGIVITIS but Resolved Date and/or Time are
missing.  Please reconcile.

Time UNK

Time UNK
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CP_001

R3031

R3031

1700283213

1700284913

AE.1

AE.1

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

No Action Required

No Action Required

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <SENSITIVE
TEETH>.  Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for SENSITIVE TEETH but Resolved Date and/or Time
are missing.  Please reconcile.

Time is UNK

Time is UNK

Document #:

Discrepancy ID:
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CRF:
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Field:
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Value Text:
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CP_001

R3031
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63686811

71442511

71438411

AE.2

AE.2

AE.2

AE

AE

AE

40

40

40

PAGE_40

PAGE_40

PAGE_40

Resolved Date 1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

No Action Required

No Action Required

UNIVARIATE

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

200909

Value of 00-SEP-2009 for Resolved Date is an incomplete date or time

Outcome to Date is equal to  RECOVERED for PHARYNGITIS but Resolved Date and/or Time are
missing.  Please reconcile.

Resolved Date and Time is missing and Ongoing is null for Adverse Event <PHARYNGITIS>.
Please either provide resolved date and time OR check Ongoing.

Time and Day resolved are UNK. Information is correct per source.

Resolved date and time are complete per source.

Resolved date and time are complete per source.
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111901411

111902311

AE.3

AE.3

AE

AE

40

40

PAGE_40

PAGE_40

CURRENT

CURRENT

Confirmed

Confirmed

MULTIVARIATE

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved Date and Time is missing and Ongoing is null for Adverse Event <LOWER LEFT MOLAR
PAIN>.  Please either provide resolved date and time OR check Ongoing.

Outcome to Date is equal to  RECOVERED for LOWER LEFT MOLAR PAIN but Resolved Date and/or
Time are missing.  Please reconcile.

Verified.  JLM 26Apr2010

Verified.  JLM 26Apr2010
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