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Abc 123

Abc 123

M01

All statuses

All statuses

1053

1053

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









002.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF















008.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







010.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF









013.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
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OverFlow Section For Document Number R340144813

MARLBORO GOLD PACK1



014.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





015.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF







017.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











020.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









023.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





























035.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

























045.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF





















054.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
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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







057.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

























067.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF

























077.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
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Links to Discrepancy and Audit Sections

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

Click here to navigate to audit history for this CRF





086.U1.LINKS

Links to Discrepancy and Audit Sections

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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R340144013

Page_10

M01

1053 Screen 1
010

CRF Header

DCI Blank Flag

DCI Blank Flag

1

1

N

Y

Y

N

20-NOV-2010 16:35:19

20-NOV-2010 16:35:46

Matthew Mickelson

Matthew Mickelson

Data Entry Error

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
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R340144013

Page_10

M01

1053 Screen 1
010

Drugscr Page number 10 Screen 1

DRUG

Date

Urine Drug
Screen Result

Was Urine Drug
Screen
Performed?

1

1

1

22-OCT-2010

NEGATIVE

YES

20-NOV-2010 16:35:46

20-NOV-2010 16:35:46

20-NOV-2010 16:35:46

Matthew Mickelson

Matthew Mickelson

Matthew Mickelson

Row Inserted

Row Inserted
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1

Document #:

Patient
Site

Visit

Visit Date
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resequence
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R340144013

Page_10

M01

1053 Screen 1
010

Preg Page number 10 Screen 1

ALC

Was Urine
Pregnancy Test
Performed?
1

NA MALE

20-NOV-2010 16:35:46

Matthew Mickelson

Row Inserted
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R340144513

Page_13

M01

1053 Screen 2
013

Pe Page number 13 Screen 2

VIS

Date

1

22-OCT-2010

28-OCT-2010

20-NOV-2010 16:37:13

Matthew Mickelson

Data Entry Error
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name

Field
Row

Changed From
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R340144813

Page_14

M01

1053 Screen 2
014

Usual Page number 14 Screen 2

INDYN

Usual Brand Name
Result (1)
1

MARBORO GOLD PACK

MARLBORO GOLD PACK

29-MAR-2011 10:36:29

Dawn Winter

Data Entry Error

1

Document #:
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CRF
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Qualifying Prompt Qualifying Value Section Visit 

Group # Group Name
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R341499913

Page_17

M01

1053 Check-In, Day -2
017

Vs Page number 17 Check-In, Day -2

VS

Was HDYF?
question asked?
(2)
1

YES

NO

21-FEB-2011 09:30:54

Dawn Winter

Data Entry Error
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Document #:
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R341503213

Page_20

M01

1053 Baseline, Day -1
020

Pcu Page number 20 Baseline, Day -1

PCU

Start Time

1

0708
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21-FEB-2011 09:34:27

Dawn Winter

Data Entry Error
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R341521813

Page_23

M01

1053 Day 1
023

Alc Page number 23 Day 1

SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

1

1

2

02

00

23-DEC-2010 11:00:22

23-DEC-2010 11:00:22

Luis Hernandez

Luis Hernandez

Data Entry Error

Data Entry Error

1

Document #:
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Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Tamara Fisher at 13-AUG-2014 17:47:09 128Page

R341521913

Page_35

M01

1053 Day 2
035

Alc Page number 35 Day 2

SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

1

1

2

02

00

23-DEC-2010 10:59:53

23-DEC-2010 10:59:53

Luis Hernandez

Luis Hernandez

Data Entry Error

Data Entry Error

1

Document #:
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R341522013

Page_45

M01

1053 Day 3
045

Alc Page number 45 Day 3

SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

1

1

2

02

00

23-DEC-2010 10:59:11

23-DEC-2010 10:59:11

Luis Hernandez

Luis Hernandez

Data Entry Error

Data Entry Error
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R341624513

Page_54
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1053 Day 3
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Ub_Disp Page number 54 Day 3

SU

If No, Comment

If No, Comment

If No, Comment

If No, Comment
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If No, Comment
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Length (mm)

Date

If No, Comment

Seq

Time UB
Dispensed (1)

Time UB Returned
(2)

1

2

3

4

5

6

7

7

7

7

7

7

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

01-DEC-2010 14:23:38

Luis Hernandez

Luis Hernandez

Luis Hernandez

Luis Hernandez

Luis Hernandez
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Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

Row Inserted

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

Field
Row

Changed From

Changed To
Impact on
resequence

On
By

Reason

Comment



Report run by Tamara Fisher at 13-AUG-2014 17:47:09 131Page

R341625913

Page_55
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1053 Day 3
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Pcu Page number 55 Day 3

PCU

Start Time

1

0708

0648
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SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

1

1

2
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00

23-DEC-2010 10:58:33
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Data Entry Error
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R341522213

Page_67

M01

1053 Day 5/Early Term
067

Alc Page number 67 Day 5/Early Term

SU

12-ounce serving
of Ultralight
Beer (1)

6-ounce serving
of White or Rose
Wine (2)

1

1

2

02

00

23-DEC-2010 10:49:18

23-DEC-2010 10:49:18

Luis Hernandez

Luis Hernandez

Data Entry Error

Data Entry Error

1

Document #:
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R341631613

Page_77

M01

1053 Day 5/Early Term
077

Pcu Page number 77 Day 5/Early Term

PCU

Start Time

1
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0648

21-FEB-2011 09:36:45

Dawn Winter

Data Entry Error

1

Document #:
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R341632713

Page_80

M01

1053 Day 5/Early Term
080

Lb Page number 80 Day 5/Early Term

LB

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

G799639 17-FEB-2011 07:59:19

Dawn Winter

Data Entry Error

1
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R340146413

Page_86

M01

1053 Vs Additional
086

Vs Page number 86 Vs Additional

VS

Actual
Time/Actual Time
Vitals Collected
(1)

Date

Diastolic Blood
Pressure (mmHg)

Oral Temperature
(C)

Oral Temperature
(C)

Pulse
(beats/minute)

Pulse
(beats/minute)

Respiratory Rate
(breaths/minute)
(1)

Respiratory Rate
(breaths/minute)
(1)

Systolic Blood
Pressure (mmHg)

Actual
Time/Actual Time
Vitals Collected
(1)

1

1

1

1

1

1

1

1

1

1

2

1310

28-OCT-2010

90

ND

NA

ND

NA

ND

NA

138

0654

0812

13-NOV-2010

94

NA

ND

NA

ND

NA

ND

140

0706

30-NOV-2010 18:25:58

30-NOV-2010 18:25:58

30-NOV-2010 18:25:58

30-NOV-2010 18:25:58

21-FEB-2011 10:12:16

30-NOV-2010 18:25:58

21-FEB-2011 10:12:16

30-NOV-2010 18:25:58

21-FEB-2011 10:12:16

30-NOV-2010 18:25:58

01-DEC-2010 14:49:52

Ashley Jeffrey

Ashley Jeffrey

Ashley Jeffrey

Ashley Jeffrey

Luis Hernandez

Ashley Jeffrey

Luis Hernandez

Ashley Jeffrey

Luis Hernandez

Ashley Jeffrey

Luis Hernandez

Pass1

Pass1

Pass1

Pass1

Data Entry Error

Pass1

Data Entry Error

Pass1

Data Entry Error

Pass1

Data Entry Error
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R340146413

Page_86

M01

1053 Vs Additional
086

Vs Page number 86 Vs Additional

VS

Oral Temperature
(C)

Pulse
(beats/minute)

Respiratory Rate
(breaths/minute)
(1)

2

2

2

NA

NA

NA

ND

ND

ND

21-FEB-2011 10:12:16

21-FEB-2011 10:12:16

21-FEB-2011 10:12:16

Luis Hernandez

Luis Hernandez

Luis Hernandez

Data Entry Error

Data Entry Error

Data Entry Error
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Document #:
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R341634413

Page_86

M01

1053 Vs Additional.1

Vs Page number 86 Vs Additional.1

VS

Oral Temperature
(C)

Pulse
(beats/minute)

Respiratory Rate
(breaths/minute)
(1)

1

1

1

NA

NA

NA

ND

ND

ND

21-FEB-2011 10:13:06

21-FEB-2011 10:13:06

21-FEB-2011 10:13:06

Luis Hernandez

Luis Hernandez

Luis Hernandez

Data Entry Error

Data Entry Error
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R340142613

M01 1053261976811

SCREEN 1

IC 2PAGE_02

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Inclusion Criterion #5 is Yes, but Expired-Air CO (ECO) level is less than 15 ppm at
Screening. Please verify inclusion criterion response and Expired-Air CO (ECO) level
response and update as appropriate.

was repeated

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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R340143713

M01 1053247206811

SCREEN 1

BM 8PAGE_08

CURRENT

Confirmed

MULTIVARIATE

Resolved-Response Edited

Subject's BMI 31.5 is less than 18.0 or greater than 30.0 kg/m2.  Please reconcile.

Document #:

Discrepancy ID:

Visit:

CRF:
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Value Text:

Type:

Review Status:

Discrepancy:
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Resolution Type:

Resolution Text:

Status:
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Visit Date:

Section:

Patient:

Qualifying Value:

Row:
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R340144513

M01 1053299359811

SCREEN 2

PE 13PAGE_13

Does the subject have any relevant findi 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please clarify if tremor considered relevant to study.

Docs marked it as ncs

Document #:

Discrepancy ID:

Visit:
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Value Text:
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Review Status:

Discrepancy:
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Visit Date:
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Row:
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M01 1053308401211

SCREEN 2

USUAL 14PAGE_14

Usual Brand Name Result 1

CURRENT

Data value changed. Disc no longer applicable.

MANUAL

Resolved-Response Edited

MARLBORO GOLD PACK

Please verify the Usual Brand Name, as this is not recognizable.

spelling corrected

Document #:

Discrepancy ID:

Visit:
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Review Status:
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Visit Date:
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Row:
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R340145413

M01 1053247207411

SCREEN 2

VS 15PAGE_15

ECO (ppm) 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

14

on 03nov2010,  ECO was 19

Document #:

Discrepancy ID:

Visit:

CRF:
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Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:
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Resolution Text:

Status:
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Visit Date:

Section:

Patient:
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Row:



Report run by Tamara Fisher at 13-AUG-2014 17:47:09 144Page

R341499913

M01 1053299678111

CHECK-IN, DAY -2

VS 17PAGE_17

Was HDYF? question asked? 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

NO

Please update per source. It appears HDYF was not asked.

Document #:

Discrepancy ID:

Visit:

CRF:
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Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:
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Visit Date:

Section:

Patient:
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Row:
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R341503213

M01 1053299682411

BASELINE, DAY -1

PCU 20PAGE_20

Start Time 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

0648

Please clarify nominal urine collection start time (07:08 vs 06:48).

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:
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Visit Date:

Section:

Patient:
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Row:
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R341624513

M01 1053259897411

DAY 3

UB_DISP 54PAGE_54

Mouth-End Filter Cut for YIU? 7

CURRENT

Confirmed

UNIVARIATE

Resolved-Response Edited

Value for Mouth-End Filter Cut for YIU? has not been supplied

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:
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Resolution Text:
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Visit Date:

Section:

Patient:
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Row:
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R341625913

M01 1053299690811

DAY 3

PCU 55PAGE_55

Start Time 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

0648

Please clarify nominal urine collection start time (07:08 vs 06:48).

Document #:

Discrepancy ID:

Visit:

CRF:

Field:

Value Text:

Type:

Review Status:

Discrepancy:

Internal Comment:

Resolution Type:

Resolution Text:

Status:

Site:

Visit Date:

Section:

Patient:
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Row:
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R341631613

M01 1053299691211

DAY 5/EARLY TER

PCU 77PAGE_77

Start Time 1

CURRENT

Confirmed

MANUAL

Resolved-Response Edited

0648

Please clarify nominal urine collection start time (07:08 vs 06:48).

Document #:

Discrepancy ID:

Visit:

CRF:
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Type:

Review Status:

Discrepancy:

Internal Comment:
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Row:
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