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Abc 123

Abc 123

47710

All statuses

All statuses

3025

3025

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

























010.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF





011.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









014.OS.1

OverFlow Section For Document Number R346788213

CAMEL TURKISH AND DOMESTIC BLEND1





015.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





016.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







018.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



















025.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

















032.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF













036.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





037.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

















































058.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





059.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

















066.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF











069.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF

















076.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF













080.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





081.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









084.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





084.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





085.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





085.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





085.U2.OS.1

OverFlow Section For Document Number R346891613

GAVE SIERRA MIST 240 ML1







085.U4.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







087.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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R346786913

Page_11

47710

3025 Screen 1
011

Mh Page number 11 Screen 1

MH

Code

Date of Onset

Date of
Resolution

Diagnosis/Proced
ure

Does the subject
have any
relevant medic

Ongoing

1

1

1

1

1

1

NO

GASTRO

00-00-2009

INTERMITTENT INDIGESTION

YES

CHECKED

02-FEB-2011 15:06:33

02-FEB-2011 15:06:33

02-FEB-2011 15:06:33

02-FEB-2011 15:06:33

02-FEB-2011 15:05:46

02-FEB-2011 15:06:33

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Kim Freschly

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Data Entry Error

Row Inserted

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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R346788413

Page_15

47710

3025 Screen 2
015

Vs Page number 15 Screen 2

VS

ECO (ppm) (2)

1

18

15

28-JAN-2011 13:04:12

Lana Glaser

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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R346789313

Page_16

47710

3025 Screen 2
016

Sc Page number 16 Screen 2

SC

Randomized Group

1

SNUS

DUAL

28-JAN-2011 13:12:07

Lana Glaser

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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R346790013

Page_18

47710

3025 Baseline, Day -1
018

Eco Page number 18 Baseline, Day -1

PCB

% COHb (2)

2

1.

1.8

28-JAN-2011 13:08:55

Lana Glaser

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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R346795313

Page_25

47710

3025 Day 1
025

Eod_Snus Page number 25 Day 1

INDYN

Date

1

09-DEC-2010

08-DEC-2010

05-JAN-2011 09:26:58

Lana Glaser

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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R346804713

Page_36

47710

3025 Day 2
036

CRF Header

DCI Blank Flag

1

Y

N

28-JAN-2011 13:14:01

Lana Glaser

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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R346804713

Page_36

47710

3025 Day 2
036

Snus_Disp Page number 36 Day 2

SU

Seq.

1 1

28-JAN-2011 13:15:46

Lana Glaser

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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R346805513

Page_37

47710

3025 Day 2
037

CRF Header

DCI Blank Flag

1

Y

N

28-JAN-2011 13:17:56

Lana Glaser

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 Tamara Fisher at 15-AUG-2014 14:04:52 136Page

R346805513

Page_37

47710

3025 Day 2
037

Eod_Snus Page number 37 Day 2

INDYN

Date

Time of Day
Frozen (-70C)

Time of Day
Frozen (-70C)

1

1

1

ND

NA

UNK

09-DEC-2010

UNK

2338

20-APR-2011 10:36:29

29-MAR-2011 09:37:39

20-APR-2011 10:37:04

Lana Glaser

Kim Freschly

Lana Glaser

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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R346814513

Page_58

47710

3025 Day 4
058

CRF Header

DCI Blank Flag

1

Y

N

04-FEB-2011 08:56:21

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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R346814813

Page_59

47710

3025 Day 4
059

Eod_Snus Page number 59 Day 4

INDYN

Date

Time of Day
Frozen (-70C)

Time of Day
Frozen (-70C)

Time of Day
Frozen (-70C)

1

1

1

1

12-DEC-2010

0014

NA

UNK

11-DEC-2010

NA

UNK

0014

04-FEB-2011 08:51:52

28-JAN-2011 13:20:52

29-MAR-2011 09:39:36

20-APR-2011 10:38:52

Kim Freschly

Lana Glaser

Kim Freschly

Lana Glaser

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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R346831313

Page_80

47710

3025 Day 5/Early Term
080

Lb Page number 80 Day 5/Early Term

LB

Requisition
Number 2 (if
applicable): (2)
1

1111163770

28-JAN-2011 13:23:25

Lana Glaser

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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R346832113

Page_81

47710

3025 Day 5/Early Term
081

Pe Page number 81 Day 5/Early Term

PE

Does the subject
have any
relevant findi
1

YES

NO

05-JAN-2011 10:57:41

Lana Glaser

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



Report run by Tamara Fisher at 15-AUG-2014 14:04:52 141Page

R346834213

Page_84

47710

3025 Pcm
084

Pcm Page number 84 Pcm

CM

Frequency

1

ONCE

TWICE DAILY

05-JAN-2011 11:07:24

Lana Glaser

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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R346835013

Page_84

47710

3025 Pcm.1

Pcm Page number 84 Pcm.1

CM

Indication

1

MENSTRUAL CRAMPS

DYSMENORRHEA

02-FEB-2011 15:13:57

Kim Freschly

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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R346836113

Page_85

47710

3025 Ae
085

Ae Page number 85 Ae

AE

Action Taken
with Study
Treatment
1

NOT CHANGED

NA

06-APR-2011 13:43:26

Lana Glaser

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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R346891513

Page_85

47710

3025 Ae.1

Ae Page number 85 Ae.1

AE

Action Taken
with Study
Treatment
1

NOT CHANGED

NA

29-MAR-2011 09:43:12

Kim Freschly

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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R346785413

Page_87

47710

3025 Lb Additional
087

Lb Page number 87 Lb Additional

LB

Clinically
Significant?
(Additional)

Comments

Date

Requisition
Number
(Additional) (6)

Test Code ID (CS
Labs Only)

Test Name (CS
Labs Only)

5

5

5

5

5

5

NO

12-DEC-2010

1111163770

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

<Row Deleted>

28-JAN-2011 13:27:53

28-JAN-2011 13:27:53

28-JAN-2011 13:27:53

28-JAN-2011 13:27:53

28-JAN-2011 13:27:53

28-JAN-2011 13:27:53

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

Lana Glaser

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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R346785913

47710 3025318682811

SCREEN 1

DRUGSCR 10PAGE_10

Date 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20101201

Please verify the date, as all other assessments were performed in November.  Also, if
this was performed on 01DEC2010, please write a NTSF since Screen 2 is not 3 or more days
after Screen 1.

date correct as entered, please NTF

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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R346786913

47710

47710

3025

3025

297822811

283529611

SCREEN 1

SCREEN 1

MH

MH

11

11

PAGE_11

PAGE_11

Date of Onset

Does the subject have any relevant medic

1

1

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL

MANUAL

Resolved-Response Edited

Resolved-Response Edited

2009

YES

please review med hx source indicates "for about 7 years, on and off"

please review relevance of indigestion and menstrual cramps  due to on study conmed use
or AE

Source document updates requested.

SOURCE AND CRF CORRECTED

Source clarified

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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R346788413

47710 3025283163811

SCREEN 2

VS 15PAGE_15

ECO (ppm) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

15

please review - ECO

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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R346789313

47710

47710

3025

3025

283163011

283163611

SCREEN 2

SCREEN 2

SC

SC

16

16

PAGE_16

PAGE_16

Randomized Group 1

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

MANUAL

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

DUAL

please review

Date of Randomization 07-DEC-2010 is more than 28 days prior to or is after Check-in Day
-2 06-DEC-2010 or is  less than 3 days after Screening Visit 1 11-NOV-2010. Please
reconcile.

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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R346790013

47710 3025283164111

BASELINE, DAY -1

ECO 18PAGE_18

% COHb 2

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

1.8

please review

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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R346795313

47710 3025283164511

DAY 1

EOD_SNUS 25PAGE_25

Date 1

CURRENT

No Action Required

MANUAL

Resolved-Response Edited

20101208

This Date/Time occurs befosre any SNUS was dispensed.  Please confirm if the date should
be 09DEC2010.

date put in freezer is 09DEC2010, however we were told to use date dispensed, which is
08DEC2010

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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R346798013

47710 3025279587611

DAY 1

EOD 32PAGE_32

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Date is not the scheduled number of days from Day 1 08-DEC-2010. Please verify date of
collection.

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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R346804713

47710

47710

47710

3025

3025

3025

294290611

294290711

294290811

DAY 2

DAY 2

DAY 2

SNUS_DISP

SNUS_DISP

SNUS_DISP

36

36

36

PAGE_36

PAGE_36

PAGE_36

Amount Dispensed

Flavor Dispensed

Time Returned

1

1

1

CURRENT

CURRENT

CURRENT

Confirmed

Confirmed

Confirmed

UNIVARIATE

UNIVARIATE

UNIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Value for Amount Dispensed has not been supplied

Value for Flavor Dispensed has not been supplied

Value for Time Returned has not been supplied

no snus dispensed

no snus dispensed

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:

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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R346804713

47710

47710

3025

3025

283166311

294302411

DAY 2

DAY 2

SNUS_DISP

SNUS_DISP

36

36

PAGE_36

PAGE_36

CURRENT

CURRENT

Confirmed

Confirmed

MANUAL HEADER

MULTIVARIATE

Resolved-Response Edited

Resolved-Response Edited

Per conversation with DM on 12Jan11, please add date, time = ND and close queries stating
no Snus was dispensed

'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Please reconcile.

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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R346805513

47710

47710

47710

3025

3025

3025

319917211

330070611

330070711

DAY 2

DAY 2

DAY 2

EOD_SNUS

EOD_SNUS

EOD_SNUS

37

37

37

PAGE_37

PAGE_37

PAGE_37

Time of Day Frozen (-70C) 1

CURRENT

CURRENT

CURRENT

Data value changed. Disc no longer applicable.

Confirmed

Confirmed

MANUAL

MANUAL HEADER

MANUAL HEADER

Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

2338

Please remove NA and report 'UNK' if the time is unknown.

The source data indicates that the empty vial (no SNUS were used) was frozen at 2338.
Please verify if this time should be used instead of "UNK"

For consistency, please see other entries for subject 3025. The study date  was listed
and 0 SNUS were given. Please verify if 09Dec2010 should be entered instead of "ND"
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added date and time
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CURRENT
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MANUAL HEADER

Resolved-Response Edited

please enter date, total of 0, time of day will be NA, count agrees YES.
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Amount Dispensed
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CURRENT
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Resolved-Response Edited

Resolved-Response Edited

Resolved-Response Edited

Value for Amount Dispensed has not been supplied

Value for Flavor Dispensed has not been supplied

'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Please reconcile.

DID NOT USE ANY SNUS ON DAY 4

DID NOT USE ANY SNUS ON DAY 4

DID NOT USE ANY SNUS ON DAY 4
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Date

Time of Day Frozen (-70C)
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Data value changed. Disc no longer applicable.
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Resolved-Response Edited
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Resolved-Response Edited

20101211

0014

If time is removed, perhaps the date should = day 4

Please remove NA and report 'UNK' if the time is unknown.

Per source data, there is a freeze time of 0014 (not Unknown). There were no SNUS used by
the subject, but it appears the empty bottle was still frozen. Please verify if this
entry should be 0014 instead of "UNK"

Day 4 = 11dec2010

CORRECTED DATE
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Resolved-Response Edited

Date is not the scheduled number of days from Day 1 08-DEC-2010. Please verify date of
collection.
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Resolved-Response Edited

Date is not the scheduled number of days from Day 1 08-DEC-2010. Please verify date of
collection.
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Date is not the scheduled number of days from Day 1 08-DEC-2010. Please verify date of
collection.
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1111163770

please add req # for EOS hematology report (12dec2010 @12:22)
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Indication 1

CURRENT
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DYSMENORRHEA

please add AE or med Hx for menstrual cramps as conmed was used.

Source update requested.

AE ADDED
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Action Taken with Study Treatment 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

NA

Since the AE occurred before any product was used, would this be better identified as
'Not Applicable'?

changed to NA
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Action Taken with Study Treatment 1

CURRENT

Data value changed. Disc no longer applicable.
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Resolved-Response Edited

NA

Since the AE occurred before any product was used, would this be better identified as
'Not Applicable'?

entry error
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Severity 1
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Resolved-Response Edited

Resolved-Response Edited
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Value for Severity has not been supplied

Did the subject experience any adverse events?' has been answered Yes, but details are
missing. Please reconcile.

The Subject has had an Adverse Event of  DYSMENORRHEA  with a Onset Date of  11-DEC-2010
but the Resolved Time is missing and Ongoing is not ticked. Please provide the Resolved
Time of the AE or clarify if Ongoing.

SEVERITY UNKNOWN

SEVERITY UNKNOWN

RESOLVE TIME UNKNOWN
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