CRF Report for Study E8230249

Report run by Tamara Fisher at 14-AUG-2014 17:07:25

Report Parameters

Site: CDB_001
Discrepancy status choice: All statuses
Approval status choice: All statuses
Verification status choice: All statuses
Starting patient: 2043
Ending patient: 2043
Legend: How different values appear in the report
Prompt Abc 123
Data value Abc 123
Data value with discrepancy Abc 123

All time stamps displayed in this report are in the timezone of the database server.
The data contained in this report is current at the time of printing (time as shown above)




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  [B)(6)
Visit Name SCREEN 1 Is Blank D
Investigator:
[FARMER |

Information Correct?

EI Yes DNO

REMOTE DATA CAPTURE CASE REPORT FORM

SWITCHING FROM USUAL BRAND CIGARETTES TO CAMEL "SNUS." CAMEL
DISSOLVABLE TOBACCO "STICKS," "STRIPS." OR "ORBS." DUAL USE OF USUAL
BRAND CIGARETTES AND SNUS. OR TOBACCO ABSTINENCE -

A MULTI-CENTER EVALUATION OF SELECT MODERN SMOKE-FREE TOBACCO PRODUCTS

Protocol No. CSD0901
Covance Study No. 8230249

for

R.J. Reynolds Tobacco Company
Bowman Gray Technical Center
950 Reynolds Boulevard
Winston-Salem, North Carolina 27105

by

Covance Clinical Pharmacology Inc.
3402 Kinsman Boulevard
Madison, Wisconsin 53704

Verified  [v]Approved Locked Frozen Page Version No. PAGE_01(v1, 18-0CT-2010)
Document Number k346951313 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: 043 |
Covance Study Number: 8230249 Subject Initials:  [B)(6)
Visit Name  fs~oepn 1 Is Blank D

Inclusion Criteria

Subjects who meet the following criteria may be included in the study. Did the subject meet the following
criteria requirements for inclusion? (Check Yes or No)

<

es No*

Between 21 and 65 years of age. inclusive. ES
2 Self-reported daily use >= 10 cigarettes/day for >= 12 months. ES
Screening Fagerstrom dependence score of "low" or greater (ie, 3 to 10).

Screening urinary cotinine >= 200 ng/mL (via NicCheck I Test Strips with a positive result).

Screening expired-air CO level >= 15 ppm (sample taken 30-60 minutes after smoking a ES
single UB cigarette).

No intent to quit smoking during the trial period.

1] [0
0 f0

7 Willing to either switch cigarette use to any one of the MSFT test products, or completely
abstain from smoking or using any tobacco products, for a period of 5 consecutive days + the next
morning.

After confinement, able to adhere to a controlled diet for the duration of the trial, that
prohibits drinking "full-bodied" beer and eating grilled, charbroiled, smoked or smoke-flavored foods,
almond nuts, and kale.

In the opinion of the Investigators, participants will be free of clinically significant
health problems.

Negative tests for selected drugs of abuse at Screening and on Day -2. EI

Negative hepatitis panel (including HBsAg and anti-HCV) and negative HIV antibody screens E

(for participants who self-report they have been immunized against hepatitis B, a positive test result
is not exclusionary).

*If No, document on Subject Eligibility Page.

Page Version No. PAGE_02 (v1, 18-OCT-2010)

Verified Approved Locked El Frozen

Document Number k343513313 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  [B)(6)
Visit Name SCREEN 1 Is Blank D

Inclusion Criteria

Subjects who meet the following criteria may be included in the study. Did the subject meet the following
criteria requirements for inclusion? (Check Yes or No)

Yes  No*

Females will be non-pregnant (for all females, the urine pregnancy test results must be

negative at Screening; and for all females of child-bearing potential, the pregnancy test results must be

negative at Day -2), non lactating, and either postmenopausal (as verified by follicle stimulating

hormone [FSH] levels) for at least 1 year, surgically sterile (tubal ligation, hysterectomy, etc.) for

at least 90 days, or agree to use from the time of signing the informed consent until 30 days after

Day 6 (or Trial Completion) a form of contraception considered acceptable to the Investigators:

a non-hormonal TUD with spermicide; female condom with spermicide; contraceptive sponge with

spermicide; diaphragm with spermicide; cervical cap with spermicide; an intravaginal system

(eg. NuvaRing): oral, implantable, transdermal, or injectable contraceptives; a male sexual partner

who agrees to use a male condom with spermicide; or a sterile sexual partner.

Able to read, understand and complete informed consent documents and questionnaires E
in English.

*If No. document on Subject Eligibility Page.

Verified  [v]Approved Locked Frozen Page Version No. PAGE_03 (v1,15-OCT-2010)

Document Number k34851 3413 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 |
Covance Study Number: 8230249 Subject Initials:  [B)(6)
Visit Name SCREEN 1 Is Blank D

Exclusion Criteria

The following will exclude potential subjects from the study. Does the subject have any of the following?
(Check Yes or No)

Yes* No
Use of any type of smokeless tobacco or non-tobacco nicotine-containing product(s), or D

smoked marijuana-based materials within 30 days prior to trial start.

Have any unacceptable 'safety’ clinical evaluations. D
Use of injectable forms of medication (except birth control). D

Any self-reported or clinical indication(s) of acute or chronic health or psychiatric disorders
that, in the Investigator(s)' opinion, would place participants in an unacceptable risk, or limit the

participants ability to participate in and/or complete this clinical trial.

Intent to become pregnant during trial period, or current pregnancy or breast feeding. D

History of hypersensitivity or allergies to any drug compound unless approved by the E‘
Investigator(s).

Poor peripheral venous access. EI

Donation of blood from 30 days prior to Screening through Day 6 (or Trial Completion), D
inclusive; or of plamsa from 2 weeks prior to Screening through Day 6 (or Trial Completion), inclusive.

m Participant is an employee of Covance or RJIRT. D

*If Yes, document on Subject Eligibility Page.

Verified  [v]Approved Locked Frozen Page Version No. PAGE_04 (v1, 18-0CT-2010)
Document Number k348513513 |




R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name SCREEN 1

Subject Eligibility

Subject Number: |2043 |

Subject Initials:  (B)(6) |
Is Blank I:l

Date the Subject Signed the Informed Consent Form: |2 2-0CT-2010 |

DD/MMM/YYYY

Did the subject meet all of the inclusion/exclusion criteria?

Yes D No

If the subject did not meet all of the Inclusion/Exclusion criteria, provide criterion number and explanation below.

If Yes,

Inclusion/ Exemption = Date Granted
Category Exclusion No. Explanation Granted? DD/MMM/YYYY
[CJinclusion | | | | H Yes
[CJExclusion No
DInclusion I | I I D Yes |
DExclusion D No
DInclusion I I I I D Yes I
DExclusion D No

Verified Approved Locked Frozen

Page Version No. PAGE_05 (v1, 15-OCT-2010)

Document Number k34351 3613 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: 043 |
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name SCREEN 1 Is Blank D

Tobacco Abstinence Question

Was Tobacco Abstinence Question asked? Yes |:| No

Date
DD/MMM/YYYY Willing to be tobacco abstinent for a 5-day period?
b2-ocT-2010 | [¥] ves [INo

Fagerstrom (FTND) Questionnaire

Was FTND Questionnaire administered? Yes DNO

Date

DD/MMM/YYYY Score Comments

b2-ocT-2010 | [ | | |

Urine Cotinine Screen

Date Actual Time NicCheck I

DD/MMM/YYYY  24-hourclock  Results Not Done  Comments

b2-ocT-2010 | fo:s5 | [“] Positive [l [ |
D Negative

Verified  [v]Approved Locked [v] Frozen Page Version No. PAGE_06 (v1, 18-OCT-2010)

Document Number k34351 3713 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name SCREEN 1 Is Blank I:l

MSFT Taste Test

Was MSFT Taste Test administered? E Yes DNO

Date
DD/MMM/YYYY

b2-ocT-2010 |

Product Is taste of product acceptable? (Note: only one 'Yes' for SNUS is required)
SNUS Frost Yes D No

SNUS Mellow Yes D No

Preferred SNUS Type D Frost Mellow D None

Sticks Yes D No

Strips Yes D No

Orbs E Yes D No

Demographics

Date Date of Birth
DD/MMM/YYYY DD/MMM/YYYY Gender Ethnicity

b2-ocT-2010 | m__l Male  []Hispanic or Latino

D Female Not Hispanic or Latino

Race
White D Native Hawaiian or Other Pacific Islander
Black or African American American Indian/Alaskan Native
Asian Other: I I
Verified  [v]Approved Locked Frozen Page Version No. PAGE_07 (v1, 15-OCT-2010)

Document Number k34851 4013 |




R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Subject Number: |2043 |

Subject Initials:  (B)(6) |

Visit Name SCREEN 1

Is Blank I:l

Seated Vital Signs and HDYF? Inquiry

Were vital signs collected? Yes D No

Date
DD/MMM/YYYY

b2-ocT-2010 |

Parameter

Systolic Blood Pressure
Diastolic Blood Pressure
Pulse

Respiratory Rate

Oral Temperature

Actual Time
24-hour clock

Unit
mmHg
mmHg

beats/minute
breaths/minute

°C

Was HDYF?
question asked?

Yes DNo

Result
125
093
062
016

be7 ]

Body Measurements

Were Body Measurements Collected? E Yes D No

Parameter Unit
Height cm
Weight kg
BMI kg/m?

Note: Body Mass Index will be derived.

Verified Approved Locked Frozen

Result

183

80 .7

24 .1

Date
DD/MMM/YYYY

b2-ocT-2010 |

Page Version No. PAGE_08 (v1, 15-0CT-2010)

Document Number k34851 4313 |




008.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name

SCREEN 1

Subject Number: |2043 |

Subject Initials:  (B)(6) |
Is Blank I:l

Laboratory Evaluations

Were the scheduled laboratory samples obtained?

[¥] ves [INo (Specify samples not done, reason): I I

Date
DD/MMM/YYYY

b2-ocT-2010 |

Evaluations: Chem-19 and HgbA 1c (fasted at least 8 hours), CBC, and Urinalysis; FSH & Estradiol
(women only); Hepatitis Panel & HIV Screen

Requisition Number 1:

Requisition Number 2 (if applicable):
Requisition Number 3 (if applicable):
Requisition Number 4 (if applicable):
Requisition Number 5 (if applicable):

Y305413

Were there any clinically significant labs? D Yes (specify below) |[¥]No

Requisition Number

Test Name

Test Code ID

Verified Approved Locked Frozen

Page Version No. PAGE_09 (v1, 15-OCT-2010)

Document Number k34351 5013 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name SCREEN 1 Is Blank D

Urine Drug Screen

Was Urine Drug Screen Performed? Yes |:| No

Date
DD/MMM/YYYY Urine Drug Screen Result
b2-ocT-2010 | [JPositive [v]Negative

Urine Pregnancy Test

Was Urine Pregnancy Test performed? |:| Yes D No NA, Male

Date
DD/ MMM/YYYY Urine Pregnancy Test Result
| | [ Positive [] Negative
Verified  [v]Approved Locked [v] Frozen Page Version No. PAGE_10 (v1, 15-OCT-2010)

Document Number k34351 5213 |




R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name

ISCREEN 1

Subject Number:

Subject Initials:

boa3 |
b6 |

Medical History

Does the subject have any relevant medical history?

D Yes No

Date
DD/MMM/YYYY

b2-ocT-2010 |

Consider the following systems when performing the assessment:

01 Skin

02 Ears, Eyes, Nose, Throat (EENT)
03 Breasts

04 Respiratory

05 Cardiovascular

Code Diagnosis/Procedure

06 Lymphatic/Hematologic
07 Gastrointestinal

08 Genitourinary

09 Musculoskeletal

10 Endocrine

Date of Onset

Is Blank I:l

11 Neurological
12 Immunological
13 Psychological
14 Allergies

Date of Resolution

DD/MMM/YYYY DD/MMM/YYYY

%

[

Verified

Approved Locked Frozen

Document Number k34351 5413

D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing
D Ongoing

Page Version No. PAGE_11 (v1, 15-OCT-2010)



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name SCREEN 1 Is Blank I:l

Supine 12-Lead Electrocardiogram Report

Date Actual Time
Was ECG performed? DD/MMM/YYYY 24-hour clock
[7] Yes [JNo b2-ocr-2010 | [3:02 |
Parameter Unit Result
Ventricular Heart Rate beats/minute 055
PR Interval milliseconds 156
QRS Duration milliseconds 102
QT Interval milliseconds 132
QTc Interval milliseconds 419

ECG Interpretation:
E Normal |:| Abnormal, NCS |:| Abnormal, CS

Comments Regarding CS Findings:

Verified  [v]Approved Locked Frozen Page Version No. PAGE_12 (v1,15-OCT-2010)

Document Number k34351 5513 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name SCREEN 2 Is Blank I:l

Complete Physical Examination

Date
Does the subject have any relevant findings? DD/MMM/YYYY
[dYes [¥]No bo-ocT-2010 |
Consider the following systems when performing the assessment:
01 General Appearance 05 Pulmonary 09 Lymphatic
02 Skin 06 Chest 10 Musculoskeletal
03 Ears, Eyes, Nose, Throat 07 Cardiovascular 11 Neurological
04 Head/Neck 08 Abdomen and Liver/Spleen
Code Findings
Verified  [v]Approved Locked Frozen Page Version No. PAGE_13 (v1,15-OCT-2010)

Document Number k34351 5613 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name SCREEN 2 Is Blank I:l

Usual Brand Cigarette Pack Data

Date
DD/MMM/YYYY

bo-ocT-2010 |

Parameter Result
Usual Brand Name IPALL MALL RED I(Note: include color designation if any)
Filtered Yes [ ]No
Length D 72 mm D 100 mm
E] 85 mm D 120 mm
Width Regular D Super Slims

D Slims D Wides
Fire Standard Compliant? Yes []No
Packaging D Soft-pack Hard-pack (box)

Oral Health Examination

Was Oral Health Examination performed? [v] Yes []No

Date
DD/MMM/YYYY

bo-ocT-2010 |

Exam Determination Result If Yes, Please Describe
Evidence of Leukoplakia? D Yes No
Evidence of Other Oral Keratosis? D Yes No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_14 (1, 15-0CT-2010)
Document Number k343515713 |




R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name SCREEN 2

Subject Number: |2043 |
Subject Initials:  (B)(6) |
Is Blank

Seated Vital Signs and HDYF? Inquiry

Did Subject Smoke Single Cigarette? Yes [INo

Were Measurements Collected 30-60 Minutes Following Cigarette? [¥] ves [INo

Actual Time

Actual Time

Date Cigarette Smoked Vitals Collected Was HDYF?
DD/MMM/YYYY  24-hour clock 24-hour clock question asked?
bo-ocT-2010 | f3:52 | 14:34 [¥] ves [INo
Parameter Unit Result
Systolic Blood Pressure ~ mmHg 125
Diastolic Blood Pressure  mmHg 086
Pulse beats/minute 072
ECO ppm 37
Urine Cotinine Screen
Not Applicable |cHECKED |
Date Actual Time NicCheck I
DD/MMM/YYYY  24-hour clock  Results Not Done  Comments
| | | I D Positive D I |
D Negative
Verified  [v]Approved Locked [v] Frozen Page Version No. PAGE_15 (v1, 18-OCT-2010)

Document Number k34351 5913 |




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



R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Subject Number: |2043 |

Subject Initials:  (B)(6) |

Covance Study Number: 8230249

Visit Name SCREEN 2 Is Blank D
Randomization

Date

DD/MMM/YYYY Randomization Number Randomized Group

bs-nov-2010 |  |oa3 |  DOsnus
D Strips
Dual Use of UB Cigarettes and SNUS
D Sticks
D Tobacco Abstinence
D Orbs

Page Version No. PAGE_16 (v1, 15-OCT-2010)

Verified Approved Locked Frozen

Document Number k34851 6413 |




016.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name  lsHECK-IN, DAY -2 Is Blank I:l

Seated Vital Signs and HDYF? Inquiry

Were vital signs collected? Yes D No

Date Actual Time Was HDYF?
DD/ MMM/YYYY 24-hour clock question asked?
bs-Nov-2010 | [ ves [ONo
Parameter Unit Result

Systolic Blood Pressure mmHg h11

Diastolic Blood Pressure mmHg 79

Pulse beats/minute h72
Respiratory Rate breaths/minute 016 '

Oral Temperature °C EG .4

Urine Drug Screen

Was Urine Drug Screen Performed? Yes D No

Date
DD/MMM/YYYY Urine Drug Screen Result
los-Nov-2010 | [JPositive [v]Negative

Urine Pregnancy Test

Was Urine Pregnancy Test performed? D Yes D No NA, Male

Date
DD/ MMM/YYYY Urine Pregnancy Test Result
I [JPositive [] Negative
Verified  [v]Approved Locked Frozen Page Version No. PAGE_17 (v1,15-OCT-2010)

Document Number k34351 6613 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 |
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name

BASELINE, DAY -1

Is Blank I:l

Seated Vital Signs and HDYF? Inquiry

Were vital signs collected? Yes D No

Date Actual Time Was HDYF?
DD/ MMM/YYYY 24-hour clock question asked?
bo7-Nov-2010 | [ ves [No
Parameter Unit Result

Systolic Blood Pressure mmHg 22

Diastolic Blood Pressure mmHg 79

Pulse beats/minute b6e
Respiratory Rate breaths/minute 016

Oral Temperature °C 36.6

Blood Collection for COHb

Date Actual Time Not
DD/MMM/YYYY Scheduled Timepoint 24-hour clock Done Comments
07-Nov-2010 |pR2:00 lp2:s2 | O |

Expired Carbon Monoxide

Date Actual Time ECO Level
DD/MMM/YYYY Scheduled Timepoint  24-hour clock (ppm) % COHb Not Done Comments
07-NOV-2010 IO7:OO 07:46 18 3.5 D
07-NOV-2010 12:00 13:06 40 7.0 D
07-NOV-2010 22:00 22:53 47 8 .2 D
Verified  [v]Approved Locked Frozen Page Version No. PAGE_18 (v1,15-OCT-2010)

Document Number k34351 7213 |




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



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name  BASELINE, DAY -1 Is Blank I:l

UB Cigarette Dispensation/Collection

Time UB Time UB Cigarette

Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU? If No, Comment
1 07-NOV-2010 07:50 08:01 ef) [¥] ves [INo
> 07-NOV-2010 |jos:01 08:16 D6 O ves MNo |vo commenT NoTED
3 07-Nov-2010 |lo9:21 09:33 30 [¥] ves [INo
4 07-NOV-2010 09:33 09:42 D7 [¥] ves [INo
5 07-Nov-2010 |jo:36 10:54 B4 [¥] ves [INo
6 07-Nov-2010 |j1:22 11:33 31 [¥] ves [INo
7 07-NOV-2010 11:33 11:45 B4 [¥] ves [INo
8 07-Nov-2010 |p2:12 12:22 33 [¥] ves [INo
9 07-Nov-2010 |j3:35 13:50 30 [¥] ves [INo
10 07-NOV-2010 14:35 14:44 33 [¥] ves [INo
11 07-Nov-2010 |p6:18 16:28 30 [¥] ves [INo
12 07-Nov-2010 |j6:28 16:38 33 [¥] ves [INo
13 07-NOV-2010 17:20 17:29 B4 [¥] ves [INo
14 07-Nov-2010 |j8:36 18:49 B2 [ ves [InNo
End-of-Day Daily Composited YIU Filter Tip Disposition
Time of Day Daily YIU

Date End-of-Day Frozen (-70C) Does Count Agree with

DD/MMM/YYYY Total Tip Count 24-hour clock Usage Log-Comment

lo7-wov-2010 |ho | lo1:38 | INO-1 BUTT DISCARDED. PLACED IN FREEZE|
Verified  [v]Approved Locked Frozen Page Version No. PAGE_19 (v1,15-0CT-2010)

Document Number k34351 7813 |
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019.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



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name  BASELINE, DAY -1 Is Blank I:l

UB Cigarette Dispensation/Collection

Time UB Time UB Cigarette
Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?  If No, Comment
15 07-NOV-2010 |p9:24 19:42 32 [ ves [1no
16 07-NOV-2010 |Ro0:21 D0 :27 31 [“]ves [INo
17 07-NOV-2010 |p1:21 D1:41 37 [“]ves [INo
18 07-NOV-2010 |p1:42 D1:48 31 [ ves [1no
19 07-NOV-2010 |p2:12 D2:17 33 [“]ves [INo
20 07-NOV-2010 |R3:10 D3:25 32 [“]ves [INo
|:| Yes D No
I:I Yes D No
EI Yes El No
|:| Yes D No
I:I Yes D No
EI Yes El No
|:| Yes D No
D Yes D No
D Yes D No
D Yes D No
D Yes D No
D Yes D No
Verified  [v]Approved Locked Frozen Page Version No. PAGE_19.1 (v1, 02-NOV-2010)

Document Number k34351 9213 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name  BASELINE, DAY -1 Is Blank I:l

Urine Collection

Start Date/Time Stop Date/Time Total
DD/MMM/YYYY DD/MMM/YYYY Volume  Not
Scheduled Timepoint 24-hour clock 24-hour clock mL Done Comments

-24 HOURS TO 0 HOUR Ik7—NOV—2010 IbB—NOV—ZOlO |b309 |E] I

Plasma Nicotine/Cotinine and Thiocyanate Analytical Sample

Date Actual Time Not

DD/MMM/YYYY Scheduled Timepoint 24-hour clock Done Comments

07-NOV-2010 07:00 07:37 E]

07-NOV-2010 12:00 13:04 D

07-NOV-2010 22:00 22:52 D

Verified Approved Locked Frozen Page Version No. PAGE_20 (v1,15-OCT-2010)

Document Number k34351 9313 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name  BASELINE, DAY -1 Is Blank I:l

Fecal Collection

Not Applicable ICHECKED |
Collection Date/Time
DD/MMM/YYYY Weight

Scheduled Timepoint 24-hour clock g Not Done Comments
| | | | | | O |

| | | | | O |

| | | | | O |

| | | | | O |

| | | | | O |

| | | | | O |

| | | | | O |
Verified  [v]Approved Locked Frozen Page Version No. PAGE_21 (v1,15-0CT-2010)
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I

Covance Study Number: 8230249 Subject Initials:  (B)(6)

Visit Name  BASELINE, DAY -1 Is Blank I:l
Questionnaires

Date of Assessment
DD/MMM/YYYY Scheduled Timepoint

lo7-nov-2010 | ho:00 |

Questionnaire Was Questionnaire Administered?

B-QSU Yes [INo

MNWS Yes [No

Maximum Use Level

Date Maximum Product Use
DD/MMM/YYYY Allowed Per Day: 40% UB for Dual Use subjects: Comments
07-NOV-2010 | I9 I |8 ID NA., Not Dual Use group I
Verified  [v]Approved Locked Frozen Page Version No. PAGE_22 (v1, 02-NOV-2010)

Document Number k34351 9513 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 1 Is Blank I:l

Seated Vital Signs and HDYF? Inquiry

Were vital signs collected? Yes D No

Date Actual Time Was HDYF?
DD/ MMM/YYYY 24-hour clock question asked?
bs-Nov-2010 | [ ves [No
Parameter Unit Result

Systolic Blood Pressure mmHg h14

Diastolic Blood Pressure mmHg hgo

Pulse beats/minute bhe1
Respiratory Rate breaths/minute 6

Oral Temperature °C EG .7

Assessment of Daily Alcohol Consumption

Date of Assessment
Was Daily Alcohol Consumption Rate Assessed? DD/MMM/YYYY

[ yes [JNo [¥]NA. Not a Drinker | |

If Yes, Specify Daily Amount
12-ounce serving of Ultralight Beer
6-ounce serving of White or Rose Wine

Verified  [v]Approved Locked Frozen Page Version No. PAGE_23 (v1,15-0CT-2010)

Document Number k34353121 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 1 Is Blank I:l

SNUS Dispensation/Collection

NA, Not SNUS or Dual Use group NoTCHECK |

Date Time Dispensed Time Returned
Seq. DD/MMM/YYYY  24-hourclock  Amount Dispensed  Flavor Dispensed  24-hour clock
b | bs-Nov-2010 | ph2:13 | ; SNus Frost |
b | los-nov-2010 | he:36 | ;2%2 ﬁgﬁfo“
B | bs-Nov-2010 | p2:12 | ; :ﬁ: E‘e’lslfo“
B L1 Hixw Hio
. QN [V w—
| A 1 Hiw Mellow [
— I oy 15 e Hveios  —
| QR S - e m—
1 1 HiN: i [ N—
1 1 Hiaws m[OO
| QU e e s—
B L1 Hiaw i[OO m—
| QU e - e s—
. QU et © o —
B L1 Hiaw m[OO m—
e QI e - e a—
Verified Approved Locked Frozen Page Version No. PAGE_24 (v1,21-OCT-2010)

Document Number k34359351 3 |




Covance Study Number: 8230249

Visit Name

R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

DAY 1

SNUS Dispensation/Collection (Continued)

Subject Number: |2043 |

Subject Initials:  (B)(6) |

Is Blank I:l

NA, Not SNUS or Dual Use group I

Seq.

Date Time Dispensed
DD/MMM/YYYY 24-hour clock

1 SNUS

2 SNUS

| | | | | H
1 SNUS

| | | | | E
2 SNUS

| | [J1 sNus

]2 sNus

[J1snus

2 snus

| | 1 snus

]2 sNus

2 SNUS

Hl SNUS

[J1 snus

[J2 snus

[J1snus

2 snus

[J1 sNus

2 snus

Amount Dispensed

Time Returned

Flavor Dispensed 24-hour clock

Frost
Mellow

Frost
Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

Frost
Mellow

D Frost
D Mellow

D Frost

D Mellow

D Frost

D Mellow

JULOUU UL

Verified

End-of-Day Daily Composited SNUS Use

NA, Not SNUS or Dual Use group INOTCHECK

Time of Day
Date End-of-Day Frozen (-70C)
DD/MMM/YYYY Total SNUS Count 24-hour clock

Does Count Agree with
Usage Log-Comment

| b I b0:43 I

08-NOV-2010

lves

Approved Locked Frozen

Page Version No. PAGE_25 (v1, 21-OCT-2010)

Document Number k34859451 3 |




025.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 1 Is Blank I:l

Sticks Dispensation/Collection

NA., Not Sticks group ICHECKED

Date Time Dispensed
Seq. DD/MMM/YYYY  24-hour clock Completely Consumed? If No, Length Returned (mm)?

I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_26 (v1,15-OCT-2010)

Document Number k34333961 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 1 Is Blank I:l

Sticks Dispensation/Collection (Continued)

NA., Not Sticks group ICHECKED |

Date Time Dispensed
Seq. DD/MMM/YYYY  24-hour clock Completely Consumed? If No, Length Returned (mm)?

DYes DNO
DYes DNo
DYes DNO
DYes DNO
DYes DNo
DYes DNO
DYes DNO
DYes DNo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_27 (v1, 15-OCT-2010)

Document Number k34333971 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 1 Is Blank I:l

Strips Dispensation/Collection

NA, Not Strips group f-yrckeD |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| Il I | 1 strip [ ves
D 2 Strips D No

| I | | DOistip Lves |
]2 strips ONo

| " I I | D 1 Strip D Yes I
D 2 Strips D No

I I | | Oiswip Cves |
D 2 Strips D No

| I | | Dl swp Llves |
D 2 Strips D No

| " I I | D 1 Strip D Yes I
2 strips CINo

| | | | DOisuip B Yes |
D 2 Strips No

| I Il | Dlustrip LlYes |
2 Strips D No

I I | | DOisuip HYeS I
D 2 Strips No

| I | | DOisuip Lves |
D 2 Strips D No

I I | | DOisuip Lves |
D 2 Strips D No

| " | | | [11 strip [ ves |
2 Strips D No

| | | | DOisuip B Yes |
D 2 Strips No

| " I I | D 1 Strip D Yes I
D 2 Strips D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_28 (v1,15-0CT-2010)

Document Number k34333981 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 1 Is Blank I:l

Strips Dispensation/Collection (Continued)

NA, Not Strips group f-yrckeD |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

I I | | DOisuip Lves |
D 2 Strips D No

| I | | Distip Lves |
[]2 strips ONo

| | | | Distip Clves |
D 2 Strips D No

I I | | Oistip Cves |
D 2 Strips D No

| " | | | D 1 Strip D Yes |
D 2 Strips D No

| | | | Oistip Oves |
2 strips CINo

| | | | DOisuip B Yes |
D 2 Strips No

| I Il | Dlustip LlYes |
2 Strips D No

I I | | DOiswip HYeS I
D 2 Strips No

| I | | DOistip Lves |
D 2 Strips D No

I I | | DOisuip Lves |
D 2 Strips D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_29 (v1,15-OCT-2010)

Document Number k34333991 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 1 Is Blank I:l

Orbs Dispensation/Collection

NA. Not Orbs Gl'Ollp k:HECKED I
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| Il I | [J1om [ ves
D 2 Orbs D No

| Il | | [J1om O ves |
D 2 Orbs D No

| " I I | D 1 Orb D Yes I
D 2 Orbs D No

| " | I | D 1 Orb D Yes I
D 2 Orbs D No

| " | | | D 1 Orb D Yes |
D 2 Orbs D No

| " I I | D 1 Orb D Yes I
2 orbs [INo

| | | | [J1om B Yes |
D 2 Orbs No

| " | | | [J1 o [ ves |
D 2 Orbs D No

| Il I | [J1om B Yes |
D 2 Orbs No

| Il | | Oriom [] Yes |
D 2 Orbs D No

| Il I | J1om [ ves |
D 2 Orbs D No

| I ] Oiow Oves |
D 2 Orbs D No

| | | | [J1om B Yes |
D 2 Orbs No

| " I I | D 1 Orb D Yes I
D 2 Orbs D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_30 (v1,19-OCT-2010)

Document Number k34339001 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 1 Is Blank I:l

Orbs Dispensation/Collection (Continued)

NA. Not Orbs Gl'Ollp k:HECKED I
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| I ] oo Oves |
D 2 Orbs D No

| I | — P Oves |
D 2 Orbs D No

| I ] Oiow Oves |
D 2 Orbs D No

| I | — - Oves |
D 2 Orbs D No

| I | — Oves |
D 2 Orbs D No

| I ] Oiow Oves |
]2 orbs [INo

| | | | [J1om BYes |
D 2 Orbs No

| I ] Oiow Oves |
D 2 Orbs D No

| Il I | [J1om B Yes |
D 2 Orbs No

| I | — P Oves |
D 2 Orbs D No

| Il I | J1om [ ves |
D 2 Orbs D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_31(v1, 19-0CT-2010)

Document Number k3488901 13 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 1 Is Blank I:l

UB Cigarette Dispensation/Collection

NA, Not Dual Use group NOTCHECK |

Time UB Time UB Cigarette

Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?  If No, Comment
1 08 -NOV-2010 08:01 08:14 D7 [ ves [ONo
08 -NOV-2010 09:19 09:36 B3 [ ves [ONo
3 08 -NOV-2010 11:54 12:13 B30 [¥] Yes [INo
4 08 -NOV-2010 13:40 13:53 B0 [ ves [ONo
5 08-NOV-2010 15:19 15:30 31 [ ves [ONo
6 08 -NOV-2010 18:36 18:47 B30 [¥] Yes [INo
7 08 -NOV-2010 19:39 19:47 D8 [ ves [ONo
8 08-NOV-2010 P1:57 22:03 B0 [ ves [ONo
I:IYes DNO
DYes DNo
DYes DNO
I:IYes DNO
DYes DNo
DYes DNO

End-of-Day Daily Composited YIU Filter Tip Disposition

NA, Not Dual Use group hOTCHECK |

Time of Day Daily YIU
Date End-of-Day Frozen (-70C) Does Count Agree with
DD/MMM/YYYY Total Tip Count 24-hour clock Usage Log-Comment
08-Nov-2010 |p | l00:43 | lves
Verified  [v]Approved Locked Frozen Page Version No. PAGE_32 (v1, 18-OCT-2010)

Document Number k34359521 3 |




032.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 |
Covance Study Number: 8230249 Subject Initials:  (B)(6)

Visit Name
DAY 1 Is Blank

UB Cigarette Dispensation/Collection

NA., Not Dual Use group | |

Time UB Time UB Cigarette
Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?  If No, Comment

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

DYes DNo

DYes DNO

DYes D No

DYes DNo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_32.1 (v1, 18-NOV-2010)

Document Number k34359561 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 1 Is Blank I:l

Urine Collection

Start Date/Time Stop Date/Time Total
DD/MMM/YYYY DD/MMM/YYYY Volume  Not
Scheduled Timepoint 24-hour clock 24-hour clock mL Done Comments

0 HOUR TO 24 HOURS IIOS—NOV—ZOlO Ib9—NOV—2010 ||4629 |D I

Plasma Nicotine/Cotinine and Thiocyanate Analytical Sample

Date Actual Time Not

DD/MMM/YYYY Scheduled Timepoint 24-hour clock Done Comments

08-NOV-2010 07:00 07:40 D

08-NOV-2010 12:00 12:52 D

08-NOV-2010 22:00 22:58 D
Verified  [v]Approved Locked Frozen Page Version No. PAGE_33 (v1,15-0CT-2010)

Document Number k3501 11013 |




R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name

DAY 1

Subject Number: |2043 |

Subject Initials:  (B)(6) |
Is Blank I:l

Blood Collection for COHb

Date
DD/MMM/YYYY Scheduled Timepoint

Actual Time Not
24-hour clock Done Comments

08-Nov-2010 |p2:00

|b2:58

| O |

Expired Carbon Monoxide

Date Actual Time ECO Level

DD/MMM/YYYY Scheduled Timepoint  24-hour clock (ppm) % COHb Not Done Comments

08-NOV-2010 IO7:OO 07:53 25 4 . 6 D

08-NOV-2010 12:00 12:55 26 4.8 D

08-NOV-2010 22:00 22:59 21 4 . 0 D
Questionnaires

Date of Assessment

DD/MMM/YYYY Scheduled Timepoint
los-nov-2010 | ho:00 |
Questionnaire Was Questionnaire Administered?
B-QSU Yes [INo
MNWS Yes []No

Verified Approved Locked Frozen

Page Version No. PAGE_34 (v1, 02-NOV-2010)

Document Number k3501 11813 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 2 Is Blank I:l

Seated Vital Signs and HDYF? Inquiry

Were vital signs collected? Yes D No

Date Actual Time Was HDYF?
DD/ MMM/YYYY 24-hour clock question asked?
bo-Nov-2010 | [ ves [ONo
Parameter Unit Result

Systolic Blood Pressure mmHg h17

Diastolic Blood Pressure mmHg hsa

Pulse beats/minute 59
Respiratory Rate breaths/minute 6 '

Oral Temperature °C EG .8

Assessment of Daily Alcohol Consumption

Date of Assessment
Was Daily Alcohol Consumption Rate Assessed? DD/MMM/YYYY

[ yes [JNo [¥]NA. Not a Drinker | |

If Yes, Specify Daily Amount
12-ounce serving of Ultralight Beer
6-ounce serving of White or Rose Wine

Verified  [v]Approved Locked Frozen Page Version No. PAGE_35 (v1,15-OCT-2010)

Document Number k34353291 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 2 Is Blank I:l

SNUS Dispensation/Collection

NA, Not SNUS or Dual Use group NoTCHECK |

Date Time Dispensed Time Returned
Seq. DD/MMM/YYYY  24-hourclock  Amount Dispensed  Flavor Dispensed  24-hour clock
b | bo-Nov-2010 | phi:57 | ;2%2 ﬁgﬂto“
b | lbo-nov-2010 | hs:20 | ;2%2 ﬁgﬁfo“
B | bo-Nov-2010 | p1:22 | ; :ﬁ: E‘e’lslfo“
B L1 Hixw Hio
. QN [V w—
| A 1 Hiw Mellow [
— I oy 15 e Hveios  —
| QR S - e m—
1 1 HiN: i [ N—
1 1 Hiaws m[OO
| QU e e s—
B L1 Hiaw i[OO m—
| QU e - e s—
. QU et © o —
B L1 Hiaw m[OO m—
e QI e - e a—
Verified Approved Locked Frozen Page Version No. PAGE_36 (v1, 21-OCT-2010)

Document Number k34359601 3 |




Covance Study Number: 8230249

Visit Name

R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

DAY 2

SNUS Dispensation/Collection (Continued)

Subject Number: |2043 |

Subject Initials:  (B)(6) |

Is Blank I:l

NA, Not SNUS or Dual Use group I

Seq.

Date Time Dispensed
DD/MMM/YYYY 24-hour clock

1 SNUS

2 SNUS

| | | | | H
1 SNUS

| | | | | E
2 SNUS

| | [J1 sNus

]2 sNus

[J1snus

2 snus

| | 1 snus

]2 sNus

2 SNUS

Hl SNUS

[J1 snus

[J2 snus

[J1snus

2 snus

[J1 sNus

2 snus

Amount Dispensed

Time Returned

Flavor Dispensed 24-hour clock

Frost
Mellow

Frost
Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

Frost
Mellow

D Frost
D Mellow

D Frost

D Mellow

D Frost

D Mellow

JULOUU UL

Verified

End-of-Day Daily Composited SNUS Use

NA, Not SNUS or Dual Use group INOTCHECK

Time of Day
Date End-of-Day Frozen (-70C)
DD/MMM/YYYY Total SNUS Count 24-hour clock

Does Count Agree with
Usage Log-Comment

| B |  p3:3z |

0S-NOV-2010

lves

Approved Locked Frozen

Page Version No. PAGE_37 (v1, 21-OCT-2010)

Document Number k34359621 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 2 Is Blank I:l

Sticks Dispensation/Collection

NA., Not Sticks group ICHECKED

Date Time Dispensed
Seq. DD/MMM/YYYY  24-hour clock Completely Consumed? If No, Length Returned (mm)?

I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_38 (v1, 15-0CT-2010)

Document Number k34991 2013 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 2 Is Blank I:l

Sticks Dispensation/Collection (Continued)

NA., Not Sticks group ICHECKED |

Date Time Dispensed
Seq. DD/MMM/YYYY  24-hour clock Completely Consumed? If No, Length Returned (mm)?

DYes DNO
DYes DNo
DYes DNO
DYes DNO
DYes DNo
DYes DNO
DYes DNO
DYes DNo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_39 (v1,15-OCT-2010)

Document Number k34991 2313 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 2 Is Blank I:l

Strips Dispensation/Collection

NA, Not Strips group f-yrckeD |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| Il I | 1 strip [ ves
D 2 Strips D No

| I | | DOistip Lves |
]2 strips ONo

| " I I | D 1 Strip D Yes I
D 2 Strips D No

I I | | Oiswip Cves |
D 2 Strips D No

| I | | Dl swp Llves |
D 2 Strips D No

| " I I | D 1 Strip D Yes I
2 strips CINo

| | | | DOisuip B Yes |
D 2 Strips No

| I Il | Dlustrip LlYes |
2 Strips D No

I I | | DOisuip HYeS I
D 2 Strips No

| I | | DOisuip Lves |
D 2 Strips D No

I I | | DOisuip Lves |
D 2 Strips D No

| " | | | [11 strip [ ves |
2 Strips D No

| | | | DOisuip B Yes |
D 2 Strips No

| " I I | D 1 Strip D Yes I
D 2 Strips D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_40 (v1,15-OCT-2010)

Document Number k34991 2613 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 2 Is Blank I:l

Strips Dispensation/Collection (Continued)

NA, Not Strips group f-yrckeD |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

I I | | DOisuip Lves |
D 2 Strips D No

| I | | Distip Lves |
[]2 strips ONo

| | | | Distip Clves |
D 2 Strips D No

I I | | Oistip Cves |
D 2 Strips D No

| " | | | D 1 Strip D Yes |
D 2 Strips D No

| | | | Oistip Oves |
2 strips CINo

| | | | DOisuip B Yes |
D 2 Strips No

| I Il | Dlustip LlYes |
2 Strips D No

I I | | DOiswip HYeS I
D 2 Strips No

| I | | DOistip Lves |
D 2 Strips D No

I I | | DOisuip Lves |
D 2 Strips D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_41 (v1, 15-0CT-2010)

Document Number k34991 2913 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 2 Is Blank I:l

Orbs Dispensation/Collection

NA. Not Orbs Gl'Ollp k:HECKED I
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| Il I | [J1om [ ves
D 2 Orbs D No

| Il | | [J1om O ves |
D 2 Orbs D No

| " I I | D 1 Orb D Yes I
D 2 Orbs D No

| " | I | D 1 Orb D Yes I
D 2 Orbs D No

| " | | | D 1 Orb D Yes |
D 2 Orbs D No

| " I I | D 1 Orb D Yes I
2 orbs [INo

| | | | [J1om B Yes |
D 2 Orbs No

| " | | | [J1 o [ ves |
D 2 Orbs D No

| Il I | [J1om B Yes |
D 2 Orbs No

| Il | | Oriom [] Yes |
D 2 Orbs D No

| Il I | J1om [ ves |
D 2 Orbs D No

| I ] Oiow Oves |
D 2 Orbs D No

| | | | [J1om B Yes |
D 2 Orbs No

| " I I | D 1 Orb D Yes I
D 2 Orbs D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_42 (v1,19-OCT-2010)

Document Number k34991 3213 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 2 Is Blank I:l

Orbs Dispensation/Collection (Continued)

NA. Not Orbs Gl'Ollp k:HECKED I
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| I ] oo Oves |
D 2 Orbs D No

| I | — P Oves |
D 2 Orbs D No

| I ] Oiow Oves |
D 2 Orbs D No

| I | — - Oves |
D 2 Orbs D No

| I | — Oves |
D 2 Orbs D No

| I ] Oiow Oves |
]2 orbs [INo

| | | | [J1om BYes |
D 2 Orbs No

| I ] Oiow Oves |
D 2 Orbs D No

| Il I | [J1om B Yes |
D 2 Orbs No

| I | — P Oves |
D 2 Orbs D No

| Il I | J1om [ ves |
D 2 Orbs D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_43 (v1,19-OCT-2010)

Document Number k34991 3413 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 2 Is Blank I:l

UB Cigarette Dispensation/Collection

NA, Not Dual Use group NOTCHECK |

Time UB Time UB Cigarette

Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?  If No, Comment
1 09-NOV-2010 07:03 07:12 B0 [¥] Yes [INo
09-NOV-2010 09:11 09:21 B0 [ ves [ONo
3 09-NOV-2010 09:22 09:34 31 [¥] Yes [INo
4 09-NOV-2010 12:37 12:51 B0 [¥] Yes [INo
5 09-NOV-2010 13:46 13:55 B2 [ ves [ONo
6 09-NOV-2010 16:14 16:30 B30 [¥] Yes [INo
7 09-NOV-2010 16:30 16:44 B1 [¥] Yes [INo
8 09-NOV-2010 17:40 17:54 D9 [IYes MINo |urnT FILTER
I:IYes DNO
DYes DNo
DYes DNO
I:IYes DNO
DYes DNo
DYes DNO

End-of-Day Daily Composited YIU Filter Tip Disposition

NA, Not Dual Use group hOTCHECK |

Time of Day Daily YIU
Date End-of-Day Frozen (-70C) Does Count Agree with
DD/MMM/YYYY Total Tip Count 24-hour clock Usage Log-Comment
09-Nov-2010 |f | p3:33 | INO- BUTT #8 WAS NOT KEPT
Verified  [v]Approved Locked Frozen Page Version No. PAGE_44 (v1, 18-OCT-2010)

Document Number k34359651 3 |




044.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



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 |
Covance Study Number: 8230249 Subject Initials:  (B)(6)

Visit Name
DAY 2 Is Blank

UB Cigarette Dispensation/Collection

NA., Not Dual Use group | |

Time UB Time UB Cigarette
Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?  If No, Comment

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

DYes DNo

DYes DNO

DYes D No

DYes DNo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_44.1 (v1, 18-NOV-2010)

Document Number k34354951 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 3 Is Blank I:l

Seated Vital Signs and HDYF? Inquiry

Were vital signs collected? Yes D No

Date Actual Time Was HDYF?
DD/ MMM/YYYY 24-hour clock question asked?
fo-Nov-2010 | [ ves [ONo
Parameter Unit Result

Systolic Blood Pressure mmHg 13

Diastolic Blood Pressure mmHg hss

Pulse beats/minute 51
Respiratory Rate breaths/minute 6

Oral Temperature °C EG .6

Assessment of Daily Alcohol Consumption

Date of Assessment
Was Daily Alcohol Consumption Rate Assessed? DD/MMM/YYYY

[ yes [JNo [¥]NA. Not a Drinker | |

If Yes, Specify Daily Amount
12-ounce serving of Ultralight Beer
6-ounce serving of White or Rose Wine

Verified  [v]Approved Locked Frozen Page Version No. PAGE_45 (v1, 15-0CT-2010)

Document Number k34353321 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 3 Is Blank I:l

SNUS Dispensation/Collection

NA, Not SNUS or Dual Use group NoTCHECK |

Date Time Dispensed Time Returned
Seq. DD/MMM/YYYY  24-hourclock  Amount Dispensed  Flavor Dispensed  24-hour clock
b | ho-Nov-2010 | phi1:16 | ;2%2 ﬁgﬂto“
b | ho-nov-2010 | h3:32 | ;2%2 ﬁgﬁfo“
B | ho-Nov-2010 | phe:a2 | ; :ﬁ: E‘e’lslfo“
la | ho-nov-2010 | hs:3s | ;:ﬁ: 11\:2:1512“
1 L1 Hiows o —
| | A L HE Mellow [
L1 1 B Hvenew  —
L1l ' HSw Haee
B 1 Hiavs Hrionen [
L1 1 Ko Hrienen [
L L1 HS i[O E—
B 1 Ko Hrionen [
! S = et [P m—
1 e & et i[O E—
B 1 Ko Huorew  —
11 S & et Huoow  —
Verified  [v]Approved Locked Frozen Page Version No. PAGE_46 (v1,21-OCT-2010)

Document Number k34354971 3 |




Covance Study Number: 8230249

Visit Name

R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

DAY 3

SNUS Dispensation/Collection (Continued)

Subject Number: |2043 |

Subject Initials:  (B)(6) |

Is Blank I:l

NA, Not SNUS or Dual Use group I

Seq.

Date Time Dispensed
DD/MMM/YYYY 24-hour clock

1 SNUS

2 SNUS

| | | | | H
1 SNUS

| | | | | E
2 SNUS

| | [J1 sNus

]2 sNus

[J1snus

2 snus

| | 1 snus

]2 sNus

2 SNUS

Hl SNUS

[J1 snus

[J2 snus

[J1snus

2 snus

[J1 sNus

2 snus

Amount Dispensed

Time Returned

Flavor Dispensed 24-hour clock

Frost
Mellow

Frost
Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

Frost
Mellow

D Frost
D Mellow

D Frost

D Mellow

D Frost

D Mellow

JULOUU UL

Verified

End-of-Day Daily Composited SNUS Use

NA, Not SNUS or Dual Use group INOTCHECK

Time of Day
Date End-of-Day Frozen (-70C)
DD/MMM/YYYY Total SNUS Count 24-hour clock

Does Count Agree with
Usage Log-Comment

| L |  p3:as |

10-NOV-2010

lves

Approved Locked Frozen

Page Version No. PAGE_47 (v1, 21-OCT-2010)

Document Number k34355031 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 3 Is Blank I:l

Sticks Dispensation/Collection

NA., Not Sticks group ICHECKED

Date Time Dispensed
Seq. DD/MMM/YYYY  24-hour clock Completely Consumed? If No, Length Returned (mm)?

I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_48 (v1, 15-OCT-2010)

Document Number k34991 3813 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 3 Is Blank I:l

Sticks Dispensation/Collection (Continued)

NA., Not Sticks group ICHECKED |

Date Time Dispensed
Seq. DD/MMM/YYYY  24-hour clock Completely Consumed? If No, Length Returned (mm)?

DYes DNO
DYes DNo
DYes DNO
DYes DNO
DYes DNo
DYes DNO
DYes DNO
DYes DNo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_49 (v1,15-OCT-2010)

Document Number k34991 4013 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 3 Is Blank I:l

Strips Dispensation/Collection

NA, Not Strips group f-yrckeD |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| Il I | 1 strip [ ves
D 2 Strips D No

| I | | DOistip Lves |
]2 strips ONo

| " I I | D 1 Strip D Yes I
D 2 Strips D No

I I | | Oiswip Cves |
D 2 Strips D No

| I | | Dl swp Llves |
D 2 Strips D No

| " I I | D 1 Strip D Yes I
2 strips CINo

| | | | DOisuip B Yes |
D 2 Strips No

| I Il | Dlustrip LlYes |
2 Strips D No

I I | | DOisuip HYeS I
D 2 Strips No

| I | | DOisuip Lves |
D 2 Strips D No

I I | | DOisuip Lves |
D 2 Strips D No

| " | | | [11 strip [ ves |
2 Strips D No

| | | | DOisuip B Yes |
D 2 Strips No

| " I I | D 1 Strip D Yes I
D 2 Strips D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_50 (v1,15-OCT-2010)

Document Number k34991 4313 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 3 Is Blank I:l

Strips Dispensation/Collection (Continued)

NA, Not Strips group f-yrckeD |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

I I | | DOisuip Lves |
D 2 Strips D No

| I | | Distip Lves |
[]2 strips ONo

| | | | Distip Clves |
D 2 Strips D No

I I | | Oistip Cves |
D 2 Strips D No

| " | | | D 1 Strip D Yes |
D 2 Strips D No

| | | | Oistip Oves |
2 strips CINo

| | | | DOisuip B Yes |
D 2 Strips No

| I Il | Dlustip LlYes |
2 Strips D No

I I | | DOiswip HYeS I
D 2 Strips No

| I | | DOistip Lves |
D 2 Strips D No

I I | | DOisuip Lves |
D 2 Strips D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_51(v1, 15-OCT-2010)

Document Number k34991 4813 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 3 Is Blank I:l

Orbs Dispensation/Collection

NA. Not Orbs Gl'Ollp k:HECKED I
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| Il I | [J1om [ ves
D 2 Orbs D No

| Il | | [J1om O ves |
D 2 Orbs D No

| " I I | D 1 Orb D Yes I
D 2 Orbs D No

| " | I | D 1 Orb D Yes I
D 2 Orbs D No

| " | | | D 1 Orb D Yes |
D 2 Orbs D No

| " I I | D 1 Orb D Yes I
2 orbs [INo

| | | | [J1om B Yes |
D 2 Orbs No

| " | | | [J1 o [ ves |
D 2 Orbs D No

| Il I | [J1om B Yes |
D 2 Orbs No

| Il | | Oriom [] Yes |
D 2 Orbs D No

| Il I | J1om [ ves |
D 2 Orbs D No

| I ] Oiow Oves |
D 2 Orbs D No

| | | | [J1om B Yes |
D 2 Orbs No

| " I I | D 1 Orb D Yes I
D 2 Orbs D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_52 (v1,19-OCT-2010)

Document Number k34991 5013 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 3 Is Blank I:l

Orbs Dispensation/Collection (Continued)

NA. Not Orbs Gl'Ollp k:HECKED I
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| I ] oo Oves |
D 2 Orbs D No

| I | — P Oves |
D 2 Orbs D No

| I ] Oiow Oves |
D 2 Orbs D No

| I | — - Oves |
D 2 Orbs D No

| I | — Oves |
D 2 Orbs D No

| I ] Oiow Oves |
]2 orbs [INo

| | | | [J1om BYes |
D 2 Orbs No

| I ] Oiow Oves |
D 2 Orbs D No

| Il I | [J1om B Yes |
D 2 Orbs No

| I | — P Oves |
D 2 Orbs D No

| Il I | J1om [ ves |
D 2 Orbs D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_S3 (v1,19-0CT-2010)

Document Number k34991 5213 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043

Covance Study Number: 8230249 Subject Initials:

Visit Name

DAY 3

Is Blank I:l

UB Cigarette Dispensation/Collection

NA, Not Dual Use group NOTCHECK |

(b) (6) |

If No. Comment

BURNT FILTER

BURNT FILTER

Time UB Time UB Cigarette
Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?
1 10-NOV-2010 [lo7:42 07:50 B4 [¥] Yes [INo
10-NOV-2010 08 :54 09:04 D5 [¥] Yes [INo
3 10-NOV-2010 12:12 12:21 efo [¥] Yes [INo
4 10-NOV-2010 |p3:23 13:31 B0 [¥] Yes [INo
5 10-NOV-2010 15:00 15:09 D8 O Yes [¥INo
6 10-NOV-2010 18:29 18:37 efo [¥] Yes [INo
7 10-NOV-2010 |pRO:16 00 :24 B0 [¥] Yes [INo
8 10-NOV-2010 D2:12 02:22 D7 O ves [[INo
I:IYes DNO
DYes DNo
DYes DNO
I:IYes DNO
DYes DNo
DYes DNO

End-of-Day Daily Composited YIU Filter Tip Disposition

NA, Not Dual Use group hOTCHECK |

Time of Day Daily YIU
Date End-of-Day Frozen (-70C) Does Count Agree with
DD/MMM/YYYY Total Tip Count 24-hour clock Usage Log-Comment

13 | R3:45 |

10-NOV-2010

INO— 2 BURNT FILTERS

Verified

Approved Locked Frozen

Page Version No. PAGE_54 (v1, 18-OCT-2010)

Document Number k34355061 3 |




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



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 |
Covance Study Number: 8230249 Subject Initials:  (B)(6)

Visit Name
DAY 3 Is Blank

UB Cigarette Dispensation/Collection

NA., Not Dual Use group | |

Time UB Time UB Cigarette
Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?  If No, Comment

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

DYes DNo

DYes DNO

DYes D No

DYes DNo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_54.1 (v1, 18-NOV-2010)

Document Number k343551 913 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 3 Is Blank I:l

Urine Collection

Start Date/Time Stop Date/Time Total
DD/MMM/YYYY DD/MMM/YYYY Volume  Not
Scheduled Timepoint 24-hour clock 24-hour clock mL Done Comments

lag HOURS TO 72 HOURS ||1o-Nov-201o |h1-Nov-201o [z679 ||:| |

Plasma Nicotine/Cotinine and Thiocyanate Analytical Sample

Date Actual Time Not

DD/MMM/YYYY Scheduled Timepoint 24-hour clock Done Comments

10-NOV-2010 07:00 07:38 D

10-NOV-2010 12:00 12:52 D

10-NOV-2010 22:00 22:52 D
Verified  [v]Approved Locked Frozen Page Version No. PAGE_S5 (v1,15-0CT-2010)

Document Number k3486521 13 |




R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name

DAY 3

Subject Number: |2043 |

Subject Initials:  (B)(6) |
Is Blank I:l

Blood Collection for COHb

Date
DD/MMM/YYYY Scheduled Timepoint

Actual Time Not
24-hour clock Done Comments

10-NOV-2010 |p2:00

|b2:52

| O |

Expired Carbon Monoxide

Date Actual Time ECO Level

DD/MMM/YYYY Scheduled Timepoint  24-hour clock (ppm) % COHb Not Done Comments

10-NOV-2010 IO7:OO 07:41 o 2.1 D

10-NOV-2010 12:00 12:55 19 3.7 D

10-NOV-2010 22:00 22:56 21 4 . 0 D
Questionnaires

Date of Assessment
DD/MMM/YYYY

ho-nov-2010 |

Scheduled Timepoint
ho: 00 |

Questionnaire Was Questionnaire Administered?
B-QSU Yes [INo
MNWS Yes []No

Verified Approved Locked Frozen

Page Version No. PAGE_56 (v1, 02-NOV-2010)

Document Number k34355271 3 |




056.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to audit history for this CRF



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 4 Is Blank I:l

Seated Vital Signs and HDYF? Inquiry

Were vital signs collected? Yes D No

Date Actual Time Was HDYF?
DD/ MMM/YYYY 24-hour clock question asked?
bi-Nov-2010 | [ ves [ONo
Parameter Unit Result

Systolic Blood Pressure mmHg h17

Diastolic Blood Pressure mmHg hsa

Pulse beats/minute bhe1
Respiratory Rate breaths/minute 4

Oral Temperature °C EG .4

Assessment of Daily Alcohol Consumption

Date of Assessment
Was Daily Alcohol Consumption Rate Assessed? DD/MMM/YYYY

[ yes [JNo [¥]NA. Not a Drinker | |

If Yes, Specify Daily Amount
12-ounce serving of Ultralight Beer
6-ounce serving of White or Rose Wine

Verified  [v]Approved Locked Frozen Page Version No. PAGE_57 (v1,15-OCT-2010)

Document Number k34353381 3 |




R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name

NA, Not SNUS or Dual Use group hOTCHECK

Subject Number: |2043

Subject Initials:  (B)(6) |

DAY 4

SNUS Dispensation/Collection

Date Time Dispensed
Seq. DD/MMM/YYYY 24-hour clock
L | L1-wov-2010 D |

Verified Approved Locked Frozen

Amount Dispensed
1 SNUS
2 SNUS
1 SNUS
2 SNUS
[J1 sNus
[J2 snus

[J1snus
2 snus

1 snus
]2 sNus

H 1 SNUS
2 SNUS
[J1 snus
2 snus

[J1snus
]2 snus

[J1snus
2 snus

11 sNus
]2 sNus

[J1snus
]2 snus

[J1snus
]2 snus

[J1snus
[]2 snus

[J1snus
]2 snus

[J1snus
]2 snus

1 snus
[]2 snus

Document Number k34865321 3

Is Blank I:l

Flavor Dispensed

Frost
Mellow

Frost
Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

Frost
Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

E] Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

I:] Mellow

Time Returned
24-hour clock

JUuuiiuuoout

Page Version No. PAGE_58 (v1, 21-OCT-2010)




058.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF



Covance Study Number: 8230249

Visit Name

R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

DAY 4

SNUS Dispensation/Collection (Continued)

Subject Number: |2043 |

Subject Initials:  (B)(6) |

Is Blank I:l

NA, Not SNUS or Dual Use group I

Seq.

Date Time Dispensed
DD/MMM/YYYY 24-hour clock

1 SNUS

2 SNUS

| | | | | H
1 SNUS

| | | | | E
2 SNUS

| | [J1 sNus

]2 sNus

[J1snus

2 snus

| | 1 snus

]2 sNus

2 SNUS

Hl SNUS

[J1 snus

[J2 snus

[J1snus

2 snus

[J1 sNus

2 snus

Amount Dispensed

Time Returned

Flavor Dispensed 24-hour clock

Frost
Mellow

Frost
Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

Frost
Mellow

D Frost
D Mellow

D Frost

D Mellow

D Frost

D Mellow

JULOUU UL

Verified

End-of-Day Daily Composited SNUS Use

NA, Not SNUS or Dual Use group INOTCHECK

Time of Day
Date End-of-Day Frozen (-70C)
DD/MMM/YYYY Total SNUS Count 24-hour clock

Does Count Agree with
Usage Log-Comment

| b | |

11-NOV-2010

hva

Approved Locked Frozen

Page Version No. PAGE_59 (v1, 21-OCT-2010)

Document Number k3486551 13 |




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



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 4 Is Blank I:l

Sticks Dispensation/Collection

NA., Not Sticks group ICHECKED

Date Time Dispensed
Seq. DD/MMM/YYYY  24-hour clock Completely Consumed? If No, Length Returned (mm)?

I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_60 (v1, 15-OCT-2010)

Document Number k34991 5413 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 4 Is Blank I:l

Sticks Dispensation/Collection (Continued)

NA., Not Sticks group ICHECKED |

Date Time Dispensed
Seq. DD/MMM/YYYY  24-hour clock Completely Consumed? If No, Length Returned (mm)?

DYes DNO
DYes DNo
DYes DNO
DYes DNO
DYes DNo
DYes DNO
DYes DNO
DYes DNo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_61 (v1, 15-0CT-2010)

Document Number k34991 5513 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 4 Is Blank I:l

Strips Dispensation/Collection

NA, Not Strips group f-yrckeD |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| Il I | 1 strip [ ves
D 2 Strips D No

| I | | DOistip Lves |
]2 strips ONo

| " I I | D 1 Strip D Yes I
D 2 Strips D No

I I | | Oiswip Cves |
D 2 Strips D No

| I | | Dl swp Llves |
D 2 Strips D No

| " I I | D 1 Strip D Yes I
2 strips CINo

| | | | DOisuip B Yes |
D 2 Strips No

| I Il | Dlustrip LlYes |
2 Strips D No

I I | | DOisuip HYeS I
D 2 Strips No

| I | | DOisuip Lves |
D 2 Strips D No

I I | | DOisuip Lves |
D 2 Strips D No

| " | | | [11 strip [ ves |
2 Strips D No

| | | | DOisuip B Yes |
D 2 Strips No

| " I I | D 1 Strip D Yes I
D 2 Strips D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_62 (v1,15-OCT-2010)

Document Number k34991 5613 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 4 Is Blank I:l

Strips Dispensation/Collection (Continued)

NA, Not Strips group f-yrckeD |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

I I | | DOisuip Lves |
D 2 Strips D No

| I | | Distip Lves |
[]2 strips ONo

| | | | Distip Clves |
D 2 Strips D No

I I | | Oistip Cves |
D 2 Strips D No

| " | | | D 1 Strip D Yes |
D 2 Strips D No

| | | | Oistip Oves |
2 strips CINo

| | | | DOisuip B Yes |
D 2 Strips No

| I Il | Dlustip LlYes |
2 Strips D No

I I | | DOiswip HYeS I
D 2 Strips No

| I | | DOistip Lves |
D 2 Strips D No

I I | | DOisuip Lves |
D 2 Strips D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_63 (v1,15-0CT-2010)

Document Number k34991 5913 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 4 Is Blank I:l

Orbs Dispensation/Collection

NA. Not Orbs Gl'Ollp k:HECKED I
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| Il I | [J1om [ ves
D 2 Orbs D No

| Il | | [J1om O ves |
D 2 Orbs D No

| " I I | D 1 Orb D Yes I
D 2 Orbs D No

| " | I | D 1 Orb D Yes I
D 2 Orbs D No

| " | | | D 1 Orb D Yes |
D 2 Orbs D No

| " I I | D 1 Orb D Yes I
2 orbs [INo

| | | | [J1om B Yes |
D 2 Orbs No

| " | | | [J1 o [ ves |
D 2 Orbs D No

| Il I | [J1om B Yes |
D 2 Orbs No

| Il | | Oriom [] Yes |
D 2 Orbs D No

| Il I | J1om [ ves |
D 2 Orbs D No

| I ] Oiow Oves |
D 2 Orbs D No

| | | | [J1om B Yes |
D 2 Orbs No

| " I I | D 1 Orb D Yes I
D 2 Orbs D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_64 (v1,19-OCT-2010)

Document Number k34991 6113 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 4 Is Blank I:l

Orbs Dispensation/Collection (Continued)

NA. Not Orbs Gl'Ollp k:HECKED I
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| I ] oo Oves |
D 2 Orbs D No

| I | — P Oves |
D 2 Orbs D No

| I ] Oiow Oves |
D 2 Orbs D No

| I | — - Oves |
D 2 Orbs D No

| I | — Oves |
D 2 Orbs D No

| I ] Oiow Oves |
]2 orbs [INo

| | | | [J1om BYes |
D 2 Orbs No

| I ] Oiow Oves |
D 2 Orbs D No

| Il I | [J1om B Yes |
D 2 Orbs No

| I | — P Oves |
D 2 Orbs D No

| Il I | J1om [ ves |
D 2 Orbs D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_65 (v1,19-OCT-2010)

Document Number k34991 6313 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name DAY 4 Is Blank I:l

UB Cigarette Dispensation/Collection

NA, Not Dual Use group NOTCHECK |

Time UB Time UB Cigarette

Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?  If No, Comment
1 11-NOV-2010 07:01 07:14 B3 [ ves [ONo
11-NOV-2010 07:15 07:27 31 [ ves [ONo
3 11-NOV-2010 09:06 09:18 31 [l ves [ONo
4 11-NOV-2010 09:19 09:25 B0 [ ves [ONo
5 11-NOV-2010 11:34 11:55 D9 [ ves [ONo
6 11-NOV-2010 11:56 12:06 D9 [l ves [ONo
7 11-NOV-2010 13:29 13:41 B1 [ ves [ONo
8 11-NOV-2010 13:41 13:52 R4 [ ves [ONo
I:IYes DNO
DYes DNo
DYes DNO
I:IYes DNO
DYes DNo
DYes DNO

End-of-Day Daily Composited YIU Filter Tip Disposition

NA, Not Dual Use group hOTCHECK |

Time of Day Daily YIU
Date End-of-Day Frozen (-70C) Does Count Agree with
DD/MMM/YYYY Total Tip Count 24-hour clock Usage Log-Comment
11-Nov-2010 |B | p3:30 | lves
Verified  [v]Approved Locked Frozen Page Version No. PAGE_66 (v1, 18-OCT-2010)

Document Number k34355651 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 |
Covance Study Number: 8230249 Subject Initials:  (B)(6)

Visit Name
DAY 4 Is Blank

UB Cigarette Dispensation/Collection

NA., Not Dual Use group | |

Time UB Time UB Cigarette
Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?  If No, Comment

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

DYes DNo

DYes DNO

DYes D No

DYes DNo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_66.1 (v1, 18-NOV-2010)
Document Number k34865711 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName Ay 5/EARLY TERM Is Blank I:l

Seated Vital Signs and HDYF? Inquiry

Were vital signs collected? Yes D No

Date Actual Time Was HDYF?
DD/ MMM/YYYY 24-hour clock question asked?
hi-Nov-2010 | [ ves [ONo
Parameter Unit Result

Systolic Blood Pressure mmHg 22

Diastolic Blood Pressure mmHg bss

Pulse beats/minute b6
Respiratory Rate breaths/minute 6 '

Oral Temperature °C EG .7

Assessment of Daily Alcohol Consumption

Date of Assessment
Was Daily Alcohol Consumption Rate Assessed? DD/MMM/YYYY

[ yes [JNo [¥]NA. Not a Drinker | |

If Yes, Specify Daily Amount
12-ounce serving of Ultralight Beer
6-ounce serving of White or Rose Wine

Verified  [v]Approved Locked Frozen Page Version No. PAGE_67 (v1,15-0CT-2010)

Document Number k34853421 3 |




067.LINKS

Links to Discrepancy and Audit Sections
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R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name

NA, Not SNUS or Dual Use group I

Seq.

Subject Number: |2043

Subject Initials:  (B)(6) |

DAY 5/EARLY TERM

SNUS Dispensation/Collection

Date
DD/MMM/YYYY

Time Dispensed
24-hour clock

Verified Approved Locked Frozen

Amount Dispensed
1 SNUS
2 SNUS
1 SNUS
2 SNUS
[J1 sNus
[J2 snus

[J1snus
2 snus

1 snus
]2 sNus

H 1 SNUS
2 SNUS
[J1 snus
2 snus

[J1snus
]2 snus

[J1snus
2 snus

11 sNus
]2 sNus

[J1snus
]2 snus

[J1snus
]2 snus

[J1snus
[]2 snus

[J1snus
]2 snus

[J1snus
]2 snus

1 snus
[]2 snus

Document Number k348557413

Is Blank

Flavor Dispensed

Frost
Mellow

Frost
Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

Frost
Mellow

D Frost
D Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

E] Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

Time Returned
24-hour clock

JUiuuiiuuog ot

Page Version No. PAGE_68 (v1, 21-OCT-2010)




068.LINKS

Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF



R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name

NA, Not SNUS or Dual Use group I

Seq.

Subject Number: |2043

Subject Initials:  (B)(6) |

DAY 5/EARLY TERM

SNUS Dispensation/Collection (Continued)

Date
DD/MMM/YYYY

Is Blank

Time Dispensed
24-hour clock

Amount Dispensed

1 SNUS
2 SNUS
1 SNUS
2 SNUS
[J1 sNus
]2 sNus

[J1snus
2 snus

1 snus
]2 sNus

H 1 SNUS
2 SNUS
[J1 snus
[J2 snus

[J1snus
]2 snus

[J1 sNus
2 snus

Frost
Mellow

Frost
Mellow

D Frost

D Mellow

D Frost

D Mellow

D Frost

D Mellow

Frost
Mellow

D Frost
D Mellow

D Frost

D Mellow

D Frost

D Mellow

Flavor Dispensed

Time Returned
24-hour clock

JULOUU UL

NA, Not SNUS or Dual Use group |

Date

DD/MMM/YYYY

End-of-Day Daily Composited SNUS Use

End-of-Day

Time of Day
Frozen (-70C)
Total SNUS Count 24-hour clock

Does Count Agree with
Usage Log-Comment

Verified Approved Locked Frozen

Document Number k34865771 3

Page Version No. PAGE_69 (v1, 21-OCT-2010)
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Links to Discrepancy and Audit Sections

Click here to navigate to discrepancy details for this CRF



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName Ay 5/EARLY TERM Is Blank

Sticks Dispensation/Collection

NA, Not Sticks group

Date Time Dispensed
Seq. DD/MMM/YYYY  24-hour clock Completely Consumed? If No, Length Returned (mm)?

I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo
DYes DNO
I:]Yes DNO
DYes I:INo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_70 (v1,15-OCT-2010)

Document Number k34991 6513 |
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName Ay 5/EARLY TERM Is Blank

Sticks Dispensation/Collection (Continued)

NA., Not Sticks group |

Date Time Dispensed
Seq. DD/MMM/YYYY  24-hour clock Completely Consumed? If No, Length Returned (mm)?

DYes DNO
DYes DNo
DYes DNO
DYes DNO
DYes DNo
DYes DNO
DYes DNO
DYes DNo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_71 (v1,15-OCT-2010)

Document Number k34991 7013 |
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Links to Discrepancy and Audit Sections
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName |y 5/EARLY TERM Is Blank

Strips Dispensation/Collection

NA, Not Strips group | |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| Il I | 1 strip [ ves
D 2 Strips D No

| I | | DOistip Lves |
]2 strips ONo

| " I I | D 1 Strip D Yes I
D 2 Strips D No

I I | | Oiswip Cves |
D 2 Strips D No

| I | | Dl swp Llves |
D 2 Strips D No

| " I I | D 1 Strip D Yes I
2 strips CINo

| | | | DOisuip B Yes |
D 2 Strips No

| I Il | Dlustrip LlYes |
2 Strips D No

I I | | DOisuip HYeS I
D 2 Strips No

| I | | DOisuip Lves |
D 2 Strips D No

I I | | DOisuip Lves |
D 2 Strips D No

| " | | | [11 strip [ ves |
2 Strips D No

| | | | DOisuip B Yes |
D 2 Strips No

| " I I | D 1 Strip D Yes I
D 2 Strips D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_72 (v1,15-OCT-2010)

Document Number k34991 7113 |
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Links to Discrepancy and Audit Sections
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName |y 5/EARLY TERM Is Blank

Strips Dispensation/Collection (Continued)

NA, Not Strips group | |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

I I | | DOisuip Lves |
D 2 Strips D No

| I | | Distip Lves |
[]2 strips ONo

| | | | Distip Clves |
D 2 Strips D No

I I | | Oistip Cves |
D 2 Strips D No

| " | | | D 1 Strip D Yes |
D 2 Strips D No

| | | | Oistip Oves |
2 strips CINo

| | | | DOisuip B Yes |
D 2 Strips No

| I Il | Dlustip LlYes |
2 Strips D No

I I | | DOiswip HYeS I
D 2 Strips No

| I | | DOistip Lves |
D 2 Strips D No

I I | | DOisuip Lves |
D 2 Strips D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_73 (v1,15-OCT-2010)

Document Number k34991 8213 |
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName |y 5/EARLY TERM Is Blank

Orbs Dispensation/Collection

NA, Not Orbs Group | |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| Il I | [J1om [ ves
D 2 Orbs D No

| Il | | [J1om O ves |
D 2 Orbs D No

| " I I | D 1 Orb D Yes I
D 2 Orbs D No

| " | I | D 1 Orb D Yes I
D 2 Orbs D No

| " | | | D 1 Orb D Yes |
D 2 Orbs D No

| " I I | D 1 Orb D Yes I
2 orbs [INo

| | | | [J1om B Yes |
D 2 Orbs No

| " | | | [J1 o [ ves |
D 2 Orbs D No

| Il I | [J1om B Yes |
D 2 Orbs No

| Il | | Oriom [] Yes |
D 2 Orbs D No

| Il I | J1om [ ves |
D 2 Orbs D No

| I ] Oion Oves |
D 2 Orbs D No

| | | | [J1om B Yes |
D 2 Orbs No

| " I I | D 1 Orb D Yes I
D 2 Orbs D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_74 (v1,19-OCT-2010)

Document Number k34991 8413 |
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName |y 5/EARLY TERM Is Blank

Orbs Dispensation/Collection (Continued)

NA, Not Orbs Group | |
Date Time Dispensed Completely

Seq. DD/MMM/YYYY 24-hour clock Amount Dispensed Consumed? If No, then Comment

| I ] oo Oves |
D 2 Orbs D No

| I | — P Oves |
D 2 Orbs D No

| I ] Oiow Oves |
D 2 Orbs D No

| I | — - Oves |
D 2 Orbs D No

| I | — Oves |
D 2 Orbs D No

| I ] Oiow Oves |
]2 orbs [INo

| | | | Oion B Yes |
D 2 Orbs No

| I ] Oiow Oves |
D 2 Orbs D No

| Il I | [J1om B Yes |
D 2 Orbs No

| I | — P Oves |
D 2 Orbs D No

| Il I | J1om [ ves |
D 2 Orbs D No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_75 (v1,13-OCT-2010)

Document Number k34991 8513 |
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName |y 5/EARLY TERM Is Blank

UB Cigarette Dispensation/Collection
NA, Not Dual Use group | |

Time UB Time UB Cigarette
Date Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?  If No, Comment

D Yes D No

D Yes D No

I:I Yes D No

D Yes D No

D Yes D No

I:I Yes D No

D Yes D No

D Yes D No

I:I Yes D No

D Yes D No

D Yes D No

I:I Yes D No

D Yes D No

D Yes D No

End-of-Day Daily Composited YIU Filter Tip Disposition

NA, Not Dual Use group | |

Time of Day Daily YIU
Date End-of-Day Frozen (-70C) Does Count Agree with
DD/MMM/YYYY Total Tip Count 24-hour clock Usage Log-Comment
Verified  [v]Approved Locked Frozen Page Version No. PAGE_76 (v1, 18-OCT-2010)

Document Number k34355331 3 |




R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name

NA, Not Dual Use group |

Date

Subject Number: |2043 |

Subject Initials:  (B)(6) |

DAY 5/EARLY TERM

Is Blank

UB Cigarette Dispensation/Collection

Time UB Time UB Cigarette
Dispensed Returned Butt Length Mouth-End Filter
Seq DD/MMM/YYYY 24-hour clock 24-hour clock mm Cut for YIU?  If No, Comment

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

EIYes DNo

|:|Yes DNO

DYes D No

DYes DNo

DYes DNO

DYes D No

DYes DNo

Verified  [v]Approved Locked Frozen Page Version No. PAGE_76.1 (v1, 18-NOV-2010)

Document Number k34355371 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName Ay 5/EARLY TERM Is Blank I:l

Urine Collection

Start Date/Time Stop Date/Time Total
DD/MMM/YYYY DD/MMM/YYYY Volume  Not
Scheduled Timepoint 24-hour clock 24-hour clock mL Done Comments

96 HOURS TO 120 HOURS II ” || | IET

[ 1 L[]

Plasma Nicotine/Cotinine and Thiocyanate Analytical Sample

Date Actual Time Not
DD/MMM/YYYY Scheduled Timepoint 24-hour clock Done Comments
07:00 ET
12:00 [ Er
22:00 ET
Verified  [v]Approved Locked Frozen Page Version No. PAGE_77 (v1,15-OCT-2010)

Document Number k34353561 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName |y 5/EARLY TERM Is Blank I:l

Fecal Collection

Not Applicable ICHECKED |
Collection Date/Time
DD/MMM/YYYY Weight

Scheduled Timepoint 24-hour clock g Not Done Comments
| | | | | | O |

| | | | | O |

| | | | | O |

| | | | | O |

| | | | | O |

| | | | | O |

| | | | | O |
Verified  [v]Approved Locked Frozen Page Version No. PAGE_78 (v1, 15-OCT-2010)

Document Number k34353561 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName Ay 5/EARLY TERM Is Blank

Blood Collection for COHb

Date Actual Time Not
DD/MMM/YYYY Scheduled Timepoint 24-hour clock Done Comments
Expired Carbon Monoxide
Date Actual Time ECO Level
DD/MMM/YYYY Scheduled Timepoint  24-hour clock (ppm) % COHb Not Done Comments

O

O

O

Date of Assessment
DD/MMM/YYYY

Questionnaire

B-QSU

MNWS

Exit - Product Attributes

Questionnaires

Scheduled Timepoint

Was Questionnaire Administered?

DYes DNO
DYes DNO
DYes DNO

Verified  [v]Approved Locked Frozen Page Version No. PAGE_79 (v1, 02-NOV-2010)

Document Number k34353731 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName Ay 5/EARLY TERM Is Blank I:l

Laboratory Evaluations

Were the scheduled laboratory samples obtained?
Yes []No (Specify samples not done, reason): I |

Date
DD/MMM/YYYY

hi-nov-2010 |

Evaluations: Chem-19 (fasted at least 8 hours), CBC. and Urinalysis

Requisition Number 1: V299448

Requisition Number 2 (if applicable):

Requisition Number 3 (if applicable):

Requisition Number 4 (if applicable):

Requisition Number 5 (if applicable):

Were there any clinically significant labs? D Yes (specify below) |[¥]|No

Requisition Number Test Name Test Code ID

Urine Pregnancy Test

Was Urine Pregnancy Test performed? [] Yes [[]No [¥]NA, Male

Date
DD/MMM/YYYY Urine Pregnancy Test Result
I [JPositive [] Negative
Verified  [v]Approved Locked Frozen Page Version No. PAGE_80 (v1, 18-OCT-2010)

Document Number k34979561 3 |
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name

Subject Number: |2043

(b) (6) |

Subject Initials:

DAY 5/EARLY TERM

Does the subject have any relevant findings?

DYes No

Is Blank I:l

Abbreviated Physical Examination

Date
DD/MMM/YYYY

h1-nov-2010 |

Consider the following systems when performing the assessment:

01 General Appearance

02 Skin
05 Pulmonary

Code

06 Chest
07 Cardiovascular
08 Abdomen and Liver/Spleen

Findings

Verified Page Version No. PAGE_81 (v1, 15-0CT-2010)

Approved Locked Frozen

Document Number k34979571 3 |
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName Ay 5/EARLY TERM Is Blank I:l

Supine 12-Lead Electrocardiogram Report

Date Actual Time
Was ECG performed? DD/MMM/YYYY 24-hour clock
[7] Yes [JNo hi-wov-2010 | |is:57
Parameter Unit Result
Ventricular Heart Rate beats/minute 52
PR Interval milliseconds 158
QRS Duration milliseconds Y]
QT Interval milliseconds 108
QTc Interval milliseconds 112

ECG Interpretation:
E Normal D Abnormal, NCS D Abnormal, CS

Comments Regarding CS Findings:

Oral Health Examination

Was Oral Health Examination performed? [v] Yes D No

Date
DD/MMM/YYYY

h1-nov-2010 |

Exam Determination Result If Yes, Please Describe
Evidence of Leukoplakia? D Yes No
Evidence of Other Oral Keratosis? D Yes No

Verified  [v]Approved Locked Frozen Page Version No. PAGE_82 (v1,15-0CT-2010)

Document Number k34979601 3 |




082.LINKS
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName | SCHARGE, DAY 6 Is Blank

Seated Vital Signs and HDYF? Inquiry

Were vital signs collected? D Yes D No

Date Actual Time Was HDYF?
DD/ MMM/YYYY 24-hour clock question asked?
| | : Oves [No
Parameter Unit Result
Systolic Blood Pressure mmHg
Diastolic Blood Pressure mmHg
Pulse beats/minute
Respiratory Rate breaths/minute
Oral Temperature °C
Verified  [v]Approved Locked Frozen Page Version No. PAGE_83 (v1,15-0CT-2010)

Document Number k34353751 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901

Covance Study Number: 8230249
Visit Name bCM

Subject Number: |2043 |

Subject Initials:  (B)(6) |

Is Blank I:l

Previous and Concomitant Medications

Has the subject taken any medications prior to the first dose and/or during the study as restricted by the protocol?
Yes, list below. []No

Drug Name: II'USSIN DM

Indication: |5TNUS CONGESTION

Dose:

Unit:

b smL

Select only one

[ grams

D micrograms
D milligrams
milliliter
D tablet

[ other. specify: [

Frequency: Select only one

one time D four times daily
D whenever necessary O every four hours
D every morning D every other day

D at bedtime D every week

D every day [other. specify: I

D twice daily

D three times daily
Route: Select only one D Intradermal

Oral D Ocular, Left

[] Topical [[] Ocular, Right

[[] Subcutaneous [] Ocular, Both

[J mtravenous [[] sublingual

D Intramuscular D Other, specify: I
Start Date Stop Date
DD/MMM/YYYY DD/ MMM/YYYY
10-0CT-2010 | fLo-ocT-2010 | [] Ongoing
Verified Approved Locked Frozen

Page Version No. PAGE_84 (v1, 15-OCT-2010)

Document Number k34353921 3 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901

Covance Study Number: 8230249

Visit Name bCM

Subject Number: |2043 |

Subject Initials:  (B)(6) |

Is Blank I:l

Previous and Concomitant Medications

Has the subject taken any medications prior to the first dose and/or during the study as restricted by the protocol?
Yes, list below. []No

Drug Name: [IBUPROFEN

Indication: |5TNUS CONGESTION

Dose:

Unit:

koo

Select only one
[ grams

D micrograms
milligrams
[] miltiliter

D tablet

[ other. specify: [

Frequency: Select only one

one time D four times daily
D whenever necessary O every four hours
D every morning D every other day

D at bedtime D every week

D every day [other. specify: I

D twice daily

D three times daily
Route: Select only one D Intradermal

Oral D Ocular, Left

[] Topical [[] Ocular, Right

[[] Subcutaneous [] Ocular, Both

[J mtravenous [[] sublingual

D Intramuscular D Other, specify: I
Start Date Stop Date
DD/MMM/YYYY DD/ MMM/YYYY
10-0CT-2010 | fLo-ocT-2010 | [] Ongoing
Verified Approved Locked Frozen

Page Version No. PAGE_84 (v1, 15-OCT-2010)

Document Number k34353961 3 |
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name bCM Is Blank I:l

Previous and Concomitant Medications

Has the subject taken any medications prior to the first dose and/or during the study as restricted by the protocol?
Yes, list below. []No

Dl’llg Name: MULTI VITA_MIN |
Indication: kUPPLEMENT |
Dose: h |
Unit: Select only one

D grams

D micrograms

D milligrams

[] miltiliter

E tablet

[ other. specify: [
Frequency: Select only one

[J one time [ four times daily

D whenever necessary D every four hours

D every morning D every other day

D at bedtime D every week
E every day [other. specify: I
[ twice daily
D three times daily
Route: Select only one D Intradermal
Oral D Ocular, Left
[] Topical [[] Ocular, Right

D Subcutaneous D Ocular, Both
[J mtravenous [[] sublingual

D Intramuscular D Other, specify: I I
Start Date Stop Date
DD/MMM/YYYY DD/MMM/YYYY
01-JUL-2010 | fonk | [] ongoing
Verified  [v]Approved Locked Frozen Page Version No. PAGE_84 (v1,15-0CT-2010)

Document Number k34353971 3 |




084.U2.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



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name bCM Is Blank I:l

Previous and Concomitant Medications

Has the subject taken any medications prior to the first dose and/or during the study as restricted by the protocol?
Yes, list below. []No

Drug Name: kALCIUM |
Indication: kUPPLEMENT |
Dose: |4 00 |
Unit: Select only one

[ grams

D micrograms

E milligrams

[] miltiliter

D tablet

[ other. specify: [
Frequency: Select only one

[J one time [ four times daily

D whenever necessary D every four hours

D every morning D every other day

D at bedtime D every week
E every day [other. specify: I
[ twice daily
D three times daily
Route: Select only one D Intradermal
Oral D Ocular, Left
[] Topical [[] Ocular, Right

D Subcutaneous D Ocular, Both
[J mtravenous [[] sublingual

D Intramuscular D Other, specify: I I
Start Date Stop Date
DD/MMM/YYYY DD/MMM/YYYY
01-JUL-2010 | fonk | [] ongoing
Verified  [v]Approved Locked Frozen Page Version No. PAGE_84 (v1,15-0CT-2010)

Document Number k34359091 3 |
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R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043
Covance Study Number: 8230249 Subject Initials:  (B)(6)
Visit Name AE Is Blank I:l

Adverse Events

Did the subject experience any adverse events? D Yes, list below. No

Event Number: |

Adverse Event: |

Onset Date Onset Time Resolved Date Resolved Time
DD/MMM/YYYY 24-hour clock DD/MMM/YYYY 24-hour clock

L] Ongoing
Severity: Select only one
[ wmild
D Moderate
D Severe
Action Taken Select only one
with Study D Dose increased D Treatment interrupted
Treatment: [ ] Dose not changed [] Treatment withdrawn
D Dose reduced D Not applicable

Other Action Select all that apply
Taken with D None
Subject: D Required concomitant medication

D Required withdrawal from study
[J other. Specify: | |

Relationship Select only one

to Study Treatment: D Not Related

D Possible
D Probable
D Definite

Serious Event: Select only one

D Yes
D No

Outcome: Select only one
[ Recovered/Resolved [CJRecovered/Resolved with Sequelae
D Recovering/Resolving D Fatal
D Not Recovered/Not Resolved D Unknown

Verified  [v]Approved Locked Frozen Page Version No. PAGE_85 (v1,19-0CT-2010)

Document Number k351 706013




R.J. Reynolds Tobacco Company
Protocol Number: CSD0901

Covance Study Number: 8230249

VisitName /s AppITIONAL

Subject Number: |2043 |
Subject Initials:  (B)(6) |

Is Blank

Additional Assessments - Vital Signs

Were any additional vital signs collected?

Yes, list below.

DNo

Date Actual Time
DD/MMM/YYYY  24-hour clock Position
B2-oct-2010 | f2:52 | [standing
Supine

Seated

[ other, Specify: |
Parameter Unit Result
Systolic Blood Pressure mmHg 130
Diastolic Blood Pressure mmHg 094
Pulse beats/minute 066
Respiratory Rate breaths/minute ND
Oral Temperature °C ND
Date Actual Time
DD/MMM/YYYY  24-hour clock Position
| | 1 | [] standing

Supine

D Seated

D Other, Specify: |
Parameter Unit Result
Systolic Blood Pressure mmHg
Diastolic Blood Pressure mmHg
Pulse beats/minute
Respiratory Rate breaths/minute
Oral Temperature °C

Verified  [v]Approved Locked Frozen Page Version No. PAGE_86 (v1, 18-OCT-2010)

Document Number k34353331 3 |
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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



R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName ) g ADDITIONAL Is Blank I:l

Additional Assessments - Laboratory Evaluations
Were any additional laboratory evaluations collected? [ ves. list below. No

Date Requisition Clinically Test Name Test Code ID
DD/MMM/YYYY Number Significant?  CS Labs Only CS Labs Only  Comments

D Yes E] No

EI Yes E] No

D Yes [:l No

D Yes E] No

EI Yes E] No

D Yes [:l No

D Yes E] No

EI Yes E] No

D Yes [:l No

D Yes E] No

EI Yes E] No

D Yes [:l No

D Yes E] No

EI Yes E] No

D Yes [:l No

Verified Approve J Locked Frozen Page Version No. PAGE_87 (v1, 15-OCT-2010)
Document Number k343537713 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName e ApDITIONAL Is Blank I:l

Additional Assessments - 12-Lead Electrocardiogram Report

Were any additional 12-lead ECGs collected? D Yes, list below. IZ' No

Date Actual Time
DD/MMM/YYYY 24-hour clock

Parameter Unit Result
Ventricular Heart Rate beats/minute

PR Interval milliseconds

QRS Duration milliseconds

QT Interval milliseconds

QTc Interval milliseconds

ECG Interpretation:

|:| Normal D Abnormal, NCS D Abnormal, CS

Comments Regarding CS Findings:

Date Actual Time
DD/MMM/YYYY 24-hour clock

Parameter Unit Result
Ventricular Heart Rate beats/minute

PR Interval milliseconds

QRS Duration milliseconds

QT Interval milliseconds

QTc Interval milliseconds

ECG Interpretation:

D Normal D Abnormal, NCS D Abnormal, CS

Comments Regarding CS Findings:

Verified Approved Locked Frozen Page Version No. PAGE_88 (v1, 15-OCT-2010)
Document Number k343538113 |




R.J. Reynolds Tobacco Company

Protocol Number: CSD0901 Subject Number: |2043 I
Covance Study Number: 8230249 Subject Initials:  (B)(6)
VisitName  ls1py COMPLETION Is Blank I:l

Study Completion

Date the subject completed OR withdrew from the study: |1 1-NOV-2010 I
DD/MMM/YYYY

Reason for Withdrawal (check one):

D NA, Completed Study
D Adverse Event, specify: |
D Terminated by Sponsor
Consent Withdrawn
D Lost to Follow-up

[ other. specify: I |

Investigator Comments (if none, leave blank):

By electronically approving this case report form, I have reviewed the data
and found them to be complete and accurate.

Page Version No. PAGE_89 (v1, 15-OCT-2010)

Verified Approved Locked Frozen

Document Number k34359281 3 |




Appendix: Audit and Discrepancy Information



Report run by Tamara Fisher at 14-AUG-2014 17:07:29

Page

129



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.

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page

130



Docunent #:

Pati ent
Site
2043
CDB 001

Section
Section Date

Goup #
0

Field
Row

DCl Bl ank Fl ag
1

DCl Bl ank Fl ag
1

R348514313

Visit
Visit Date
Screen 1

Qual i fying Pronpt

G oup Nane
CRF Header

Changed From
Changed To

Zz2 < < Z

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF

CRF Page
Page_ 08

008

| npact on
resequence By

Qual i fying Val ue

On

16- JAN- 2011 14:44: 39

Francene Barnes

16- JAN- 2011 14:47:13

Francene Barnes

Section Visit

Reason
Comment

Data Entry Error

Data Entry Error

Page

131



Docunent #:

Pati ent

Site

2043

CDB 001
Section
Section Date
Vs

Goup #
1

Field
Row

Act ual
Ti me/ Actual Tine
Vitals Col |l ected

(1)
1
Dat e

1

Di astolic Bl ood

Pressure (mrHg)
1

Oral Tenperature
(9
1

Position (1)
1
Pul se

(beat s/ m nut e)
1

Respiratory Rate
(breat hs/ m nut e)

(1)
1

Systolic Bl ood
Pressure (mrHg)
1

Was HDYF?
guesti on asked?

(2)
1

Were vital signs
col | ected/ Veere
any addi (1)

1

R348514313
Visit CRF
Visit Date CRF Page
Screen 1 Page_ 08
008
Qual i fying Pronpt Qual i fying Val ue
Page nunber 8
G oup Nane
VS
Changed From I npact on On
Changed To resequence By
16- JAN- 2011 14: 47:
1249 Francene Barnes
16- JAN- 2011 14: 47:
22- OCT- 2010 Francene Bar nes
16- JAN- 2011 14: 47:
093 Francene Barnes
16- JAN- 2011 14: 47:
36.7 Francene Barnes
16- JAN- 2011 14: 47:
SEATED Francene Barnes
16- JAN- 2011 14: 47:
062 Francene Barnes
16- JAN- 2011 14: 47:
016 Francene Barnes
16- JAN- 2011 14: 47:
125 Francene Barnes
16- JAN- 2011 14: 47:
YES Francene Barnes
16- JAN- 2011 14: 47:
YES Francene Barnes

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

Section Visit

Screen 1
Reason
Comment

13 Row Inserted

13

13

13

13

13

13

13

13

13

Row | nserted

Row | nserted

Row | nserted

Row | nserted

Row | nserted

Row | nserted

Row | nserted

Row | nserted

Row | nserted

Page

132



Docunent #:

Pati ent

Site

2043

CDB 001
Section
Section Date
Bm

Goup #
1

Field
Row

Dat e
1

Hei ght (cm
1

Wi ght (kg)
1

Wer e Body
Measur enent s
Col | ect ed?

1

R348514313

Visit
Visit Date
Screen 1

Qual i fying Pronpt

Page nunber

G oup Nane
BM

Changed From
Changed To

22- CCT- 2010

183

80.7

YES

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF

CRF Page
Page_ 08

008

Qual i fying Val ue

8

| npact on

Section Visit

Screen 1

On

resequence By

16- JAN- 2011 14:47: 13
Francene Barnes

16- JAN- 2011 14: 47: 13
Francene Barnes

16- JAN- 2011 14:47: 13
Francene Barnes

16-JAN- 2011 14:47:13
Francene Barnes

Reason
Comment

Row | nserted

Row | nserted

Row | nserted

Row | nserted

Page

133



Docunent #:

Pati ent
Site
2043
CDB 001

Section
Section Date

Vs

Goup #
1

Field
Row

Actual Tine

Cigarette Snoked

(2)
1

ECO (ppm (2)
1

R348515913

Visit
Visit Date
Screen 2

Qual i fying Pronpt

Page nunber
G oup Nane
VS
Changed From
Changed To
1347
1352
016
37

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF
CRF Page

Page_15
015

Qual i fying Val ue

Section Visit

15 Screen 2

I npact on On
resequence By

18- JAN- 2011 10:58: 15
Chri stina Breedl ove

17- FEB- 2011 15: 37: 22
Chri stina Breedl ove

Reason
Comment

Data Entry Error
corrected to stop

time of cigarette

| nvesti gat or
Correction

Page 134



Docunent #: R348516413

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Screen 2 Page_ 16

CDB 001 016

Section Qual i fying Pronpt Qual i fying Val ue Section Visit
Section Date

Sc Page nunber 16 Screen 2
Goup # G oup Name

1 SC

Field Changed From I npact on On Reason
Row Changed To resequence By Comment
Dat e 07- NOv- 2010 18- JAN- 2011 10:56:45 Data Entry Error

1 06- NOV- 2010 Chri stina Breedl ove

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

Page 135



Docunent #:

Pati ent
Site
2043
CDB 001

Section
Section Date

Eco

Goup #
1

Field
Row

% COHb ( 2)
2

R348517213

Visit
Visit Date
Basel i ne, Day -1

Qual i fying Pronpt

Page nunber

G oup Nane
PCB

Changed From
Changed To

8.2
7.0

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF

CRF Page
Page 18
018

Qual i fying Val ue

18

I npact on On
resequence By

Section Visit

Baseline, Day -1

Reason
Comment

17- FEB- 2011 15:40:00 |Investigator

Chri stina Breedl ove

Correction

Page

136



Docunent #: R348517813

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Basel i ne, Day -1 Page 19

CDB 001 019

Section Qual i fying Pronpt Qual i fying Val ue Section Visit
Section Date

Ub_Disp Page nunber 19 Baseline, Day -1
Goup # G oup Nane

1 SuU

Field Changed From I npact on On Reason

Row Changed To resequence By Comment

I f No, Conmment 16- JAN- 2011 15:46:38 Data Entry Error
2 NO COMMENT NOTED Francene Bar nes

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

Page 137



Docunent #:

Pati ent

Site

2043

CDB 001
Section
Section Date
Eod

Goup #
1

Field
Row

Does Count Agree
wi th Usage Log-
Comrent

1

End- of - Day Tot al
Ti p Count
1

R348517813

Visit
Visit Date

Basel i ne, Day -1

Qual i fying Pronpt

Page nunber

G oup Nane
| NDYN

Changed From
Changed To

YES PLACED I N FREEZER ON

08NOV2010
NO- 1 BUTT DI SCARDED.
PLACED | N FREEZER ON
08NOV2010

20
19

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF
CRF Page

Page_19
019

Qual i fying Val ue

19

I npact on On
resequence By

16- JAN- 2011 15: 46: 38
Francene Barnes

17- FEB- 2011 15:41: 36
Chri stina Breedl ove

Basel i ne,

Section Visit

Day -1

Reason
Comment

Data Entry Error

| nvesti gat or
Correction

Page 138



Docunent #: R348595213

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Day 1 Page_ 32

CDB 001 032

Section Qual i fying Pronpt Qual i fying Val ue Section Visit
Section Date

Eod Page nunber 32 Day 1

Goup # G oup Name

0 Secti on Header

Field Changed From I npact on On Reason
Row Changed To resequence By Comment
DCM Bl ank fl ag Y 17-JAN-2011 11:02:33 Validation Status

! N Christina Breedl ove changed

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page 139



Docunent #: R348596513

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Day 2 Page_44

CDB_001 044

Section Qual i fying Pronpt Qual i fying Val ue Section Visit
Section Date

Eod Page nunber 44 Day 2

Goup # G oup Name

0 Secti on Header

Field Changed From I npact on On Reason
Row Changed To resequence By Comment
DCM Bl ank fl ag Y 10- FEB- 2011 08:49:05 |Investigator

1 N Christina Breedl ove Correction

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page



Docunent #:

Pati ent

Site

2043

CDB 001
Section
Section Date
Ub_Di sp

G oup #
1

Field
Row

Ti e UB Ret ur ned

(2)
6

I f No, Conment
7

R348650613

Visit
Visit Date
Day 3

Qual i fyi ng Pronpt

Page nunber

G oup Nane
SuU

Changed From
Changed To

1937
1837

NOT ANSWERED

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF

CRF Page
Page_54
054

Qual i fyi ng Val ue

54

I mpact on On
resequence By

17- FEB- 2011 15: 43: 36
Chri stina Breedl ove

28-JAN- 2011 00: 48: 44
Cara Rogers

Section Visit

Day 3

Reason
Comment

| nvesti gat or

Correction

Passl

Page
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Docunent #:

Pati ent

Site

2043

CDB 001
Section
Section Date
Eod

Goup #
1

Field
Row

Does Count Agree
wi th Usage Log-

Coment
1

Does Count Agree
wi th Usage Log-

Comment
1

R348650613

Visit
Visit Date
Day 3

Qual i fying Pronpt

Page nunber

G oup Nane
| NDYN

Changed From
Changed To

YES

YES
NGO 2 BURNT FI LTERS

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF

CRF Page
Page_54
054

Qual i fying Val ue

54

I npact on On
resequence By

28-JAN- 2011 00: 56: 49
Cara Rogers

17- FEB- 2011 16: 27: 53
Chri stina Breedl ove

Section Visit

Day 3

Reason
Comment

Data Entry Error

I nvesti gat or

Correction

Page

142



Docunent #:

Pati ent

Site

2043

CDB 001
Section
Section Date
Eco

G oup #
1

Field
Row

% COHb ( 2)
3

ECO Level
(1)
3

(ppm

R348652713

Visit

Visit Date

Day 3

Qual i fying Pronpt

Page nunber

G oup Nane
PCB

Changed From
Changed To

4.0

21

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF
CRF Page

Page_ 56
056
Qual i fying Val ue

56

I npact on On
resequence By

17-JAN- 2011 15:59: 26
Chri stina Breedl ove

17-JAN- 2011 15:59: 26
Chri stina Breedl ove

Section Visit

Day 3

Reason
Comment

Data Entry Error

Data Entry Error

Page 143



Docunent #: R348655113

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Day 4 Page_ 59

CDB 001 059

Section Qual i fying Pronpt Qual i fying Val ue Section Visit
Section Date

Eod_Snus Page nunber 59 Day 4
Goup # G oup Name

1 | NDYN

Field Changed From I npact on On Reason
Row Changed To resequence By Comment

Does Count Agree

wi th Usage Log- NA
Comrent

1

17-JAN- 2011 16:06: 52 Data Entry Error

Chri stina Breedl ove added NA. Can not
be answered Y or N

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page 144



Docunent #: R349916513

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Day 5/Early Term Page_70

CDB_001 070

Section Qual i fying Pronpt Qual i fying Val ue Section Visit

Section Date

Goup # G oup Name

0 CRF Header

Field Changed From I npact on On Reason

Row Changed To resequence By Comment

DCl Bl ank Fl ag N 10- FEB- 2011 08:52:22 Investigator

1 Y Christina Breedl ove Correction

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page



Docunent #:

Pat i ent

Site

2043

CDB 001
Section
Section Date
Sticks_Disp

Goup #
1

Field
Row

NA, Not Sticks

group
1

R349916513

Visit
Visit Date
Day 5/Early Term

Qual i fying Pronpt

Page nunber

G oup Nane
SuU

Changed From
Changed To

CHECKED

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF
CRF Page

Page_70
070

Qual i fying Val ue

Section Visit

70 Day 5/ Early Term

I npact on On
resequence By

10- FEB- 2011 08:51:11
Chri stina Breedl ove

Reason
Comment

I nvesti gat or
Correction

Page
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Docunent #: R349917013

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Day 5/Early Term Page_71

CDB_001 071

Section Qual i fying Pronpt Qual i fying Val ue Section Visit

Section Date

Goup # G oup Name

0 CRF Header

Field Changed From I npact on On Reason

Row Changed To resequence By Comment

DCl Bl ank Fl ag N 10- FEB- 2011 08:53:05 |Investigator

1 Y Christina Breedl ove Correction

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page



Docunent #: R349917113

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Day 5/Early Term Page_72

CDB_001 072

Section Qual i fying Pronpt Qual i fying Val ue Section Visit

Section Date

Goup # G oup Name

0 CRF Header

Field Changed From I npact on On Reason

Row Changed To resequence By Comment

DCl Bl ank Fl ag N 10- FEB- 2011 08:53:36 Investigator

1 Y Christina Breedl ove Correction

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page



Docunent #: R349918213

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Day 5/Early Term Page_73

CDB_001 073

Section Qual i fying Pronpt Qual i fying Val ue Section Visit

Section Date

Goup # G oup Name

0 CRF Header

Field Changed From I npact on On Reason

Row Changed To resequence By Comment

DCl Bl ank Fl ag N 10- FEB- 2011 08:54: 17 |Investigator

1 Y Christina Breedl ove Correction

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page



Docunent #: R349918413

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Day 5/Early Term Page_74

CDB_001 074

Section Qual i fying Pronpt Qual i fying Val ue Section Visit

Section Date

Goup # G oup Name

0 CRF Header

Field Changed From I npact on On Reason

Row Changed To resequence By Comment

DCl Bl ank Fl ag N 10- FEB- 2011 08:54:50 |Investi gator

1 Y Christina Breedl ove Correction

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page



Docunent #: R349918513

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Day 5/Early Term Page_75

CDB_001 075

Section Qual i fying Pronpt Qual i fying Val ue Section Visit

Section Date

Goup # G oup Name

0 CRF Header

Field Changed From I npact on On Reason

Row Changed To resequence By Comment

DCl Bl ank Fl ag N 10- FEB- 2011 08:55:49 |Investigator

1 Y Christina Breedl ove Correction

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page



Docunent #:

Pati ent
Site
2043
CDB 001

Secti on
Section Date

Pcm

Goup #
1

Field
Row

ATC1
1

ATCl Code

ATC2

ATC2 Code

ATC3

ATC3 Code

ATCA

ATC4 Code

R348589613

Visit
Visit Date
Pcm 1

Qual i fyi ng Pronpt

Page nunber

G oup Nane
™M

Changed From
Changed To

CARDI OVASCULAR SYSTEM C
MUSCULO- SKELETAL SYSTEM

M

C
M

CARDI AC THERAPY, (01
ANTI | NFLAMVATORY AND
ANTI RHEUVATI C PRODUCTS,
MD1

co1

MD1

OTHER CARDI AC

PREPARATI ONS, CO1E

ANTI | NFLAMVATORY AND
ANTI RHEUMATI C PRODUCTS,
NON-S, MD1A

CO1E
MO1A

OTHER CARDI AC
PREPARATI ONS, CO1EB
PROPI ONI C ACI D

DERI VATI VES, M1AE
CO1EB

M)1AE

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF
CRF Page
Page_ 84

Qual i fyi ng Val ue

84

I npact on On
resequence By

20- SEP- 2011 17:

Carol Kraucyk

20- SEP- 2011 17:

Carol Kraucyk

20- SEP- 2011 17:

Carol Kraucyk

20- SEP- 2011 17:

Carol Kraucyk

20- SEP- 2011 17:

Carol Kraucyk

20- SEP- 2011 17:

Carol Kraucyk

20- SEP- 2011 17:

Carol Kraucyk

20- SEP- 2011 17:

Carol Kraucyk

20:

20:

20:

20:

20:

20:

20:

20:

Section Visit

Pcm 1
Reason
Comment
11 d ass. Change
11 dass. Change
11 d ass. Change
11 dass. Change
11 dass. Change
11 dass. Change
11 d ass. Change
11 dass. Change

Page
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Docunent #: R348589713

Pat i ent Visit CRF

Site Visit Date CRF Page

2043 Pcm 2 Page_84

CDB 001

Section Qual i fying Pronpt Qual i fying Val ue Section Visit
Section Date

Pcm Page nunber 84 Pcm 2

Goup # G oup Name

1 ™M

Field Changed From I npact on On Reason
Row Changed To resequence By Comment
Dose 1 TAB 24- FEB- 2011 18:31:45 Investigator

1 1 Christina Breedl ove Correction

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page



Docunent #:

Pati ent

Site

2043

CDB 001
Section
Section Date
Pcm

Goup #
1

Field
Row

ATC2
1

ATC2 Code
1

ATC3
1

ATC3 Code
1

ATCA
1

ATC4 Code
1

R348590913

Visit
Visit Date
Pcm 3

Qual i fyi ng Pronpt

Page nunber

G oup Nanme
c™m

Changed From
Changed To

DRUGS FOR ACI D RELATED
DI SORDERS, A02

M NERAL SUPPLEMENTS, A12
A02

Al2

ANTACI DS, A02A
CALCI UM Al12A

A02A
Al12A

CALCI UM COVPOUNDS, A02AC
CALCI UM Al12AA

A02AC
Al12AA

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF
CRF Page
Page_ 84

Qual i fyi ng Val ue

84

I npact on On
resequence By

03- OCT- 2011 15:

Carol Kraucyk

03- OCT- 2011 15:

Car ol Kraucyk

03- OCT- 2011 15:

Carol Kraucyk

03- OCT- 2011 15:

Carol Kraucyk

03- OCT- 2011 15:

Carol Kraucyk

03- OCT- 2011 15:

Car ol Kraucyk

44.

44.

44:

44:

44.

44.

Section Visit

Pcm 3
Reason
Conmment
41 dass. Change
41 dass. Change
41 dass. Change
41 dass. Change
41 dass. Change
41 dass. Change

Page
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Docunent #: R348588313

Pat i ent Visit

Site Visit Date
2043 Vs Addi tional
CDB_001

Secti on Qual i fyi ng Pronpt
Section Date

Vs Page nunber
G oup # G oup Nane

1 VS

Field Changed From
Row Changed To

Oral Tenperature NA
(10) ND

Respiratory Rate NA
(breaths/minute) pNp

(1)
1

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CRF

CRF Page

Page_ 86

086

Qual i fyi ng Val ue Section Visit

86 Vs Addi tional
I npact on On Reason
resequence By Comrent

30- MAR- 2011 10: 57: 44
Chri stina Breedl ove

30- MAR- 2011 10: 57: 44
Chri stina Breedl ove

| nvesti gat or
Correction

| nvesti gat or
Correction

Page
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Discrepancy Detail Report
Docurment #: R348515913

Di screpancy | D 298411611 Site: CDB_001 Patient: 2043
Visit: SCREEN 2 vVisit Date:
CRF: PAGE_15 Section: VS Qualifying Value: 15
Field: ECO (ppm Row 1
Val ue Text: 37
Type: NMANUAL St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited

Di screpancy: Please verify that the ECO reading from SCR V2 is recorded here, not the Resp Rate. ECO
measurenent is recorded on p 3 of 3 of the source (37 ppm.

I nternal Comment :
Resol ution Type: Data val ue changed. Disc no | onger applicable.
Resol ution Text:

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page 156



Docunent #: R348517213

Di screpancy | D 298413211 Site: CDB_001 Patient: 2043
Visit: BASELINE, DAY -1 Visit Date:
CRF: PAGE_18 Secti on: ECO Qualifying Value: 18
Field: % COHb Row. 2
Val ue Text: 7.0
Type: NMANUAL St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited
Di screpancy: Please verify value for %COHb at 13:06 (7.0).
I nternal Conment:
Resol ution Type: Confirnmed
Resol ution Text:

Report run by Tamara Fisher at 14-AUG-2014 17:07:29
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Docunent #: R348517813

Di screpancy | D 298413711 Site: CDB_001 Patient: 2043
Visit: BASELINE, DAY -1 Visit Date:
CRF: PAGE_19 Secti on: ECD Qualifying Value: 19
Field: End-of-Day Total Tip Count Row. 1
Val ue Text: 19
Type: NMANUAL St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited
Di screpancy: Please verify if total should be 19.
I nternal Conment:
Resol ution Type: Confirnmed
Resol ution Text:

Report run by Tamara Fisher at 14-AUG-2014 17:07:29
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Docunent #: R348594513

Di screpancy | D 292539411 Site:
Visit: DAY 1 vVisit Date:
CRF: PAGE_25 Sect i on:

Fi el d:

Val ue Text:
Type: NMANUAL HEADER St at us:

Revi ew St at us: Resol ved- Response Edited
Di screpancy: please mark page bl ank
I nternal Conment:
Resol ution Type: No Action Required
Resol ution Text:

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CDB_001

SNUS_DI SP

CURRENT

Patient: 2043

Qual i fying Val ue: 25
Row.

Page
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Docunent #:

Di screpancy | D:
Visit:

CRF:

Fi el d:

Val ue Text:
Type:

Revi ew St at us:
Di screpancy:

I nternal Conment:
Resol ution Type:
Resol ution Text:

R348596513

298017311 Site: CDB_001
DAY 2 Visit Date:

PAGE_44 Secti on: ECD
MANUAL HEADER St at us: CURRENT

Resol ved- Response Edited
pl ease conpl ete

Dat a val ue changed. Disc no | onger applicable.

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

Patient: 2043

Qual i fying Val ue: 44
Row.

Page
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Docurment #. R348650613

Di screpancy | D: 298417911 Site: CDB_001
Visit: DAY 3 vVisit Date:
CRF: PAGE_54 Section: UB_DI SP

Field: Time UB Returned
Val ue Text: 1837
Type: NMANUAL St at us: CURRENT
Revi ew St at us: Resol ved- Response Edited
Di screpancy: Please verify end time (18:37).

I nternal Conment:

Resol ution Type: Confirnmed

Resol ution Text:

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

Patient: 2043

Qual i fying Val ue: 54
Row. 6

Page
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Docunent #:

Di screpancy | D:
Visit:

CRF:

Fi el d:

Val ue Text:
Type:

Revi ew St at us:

Di screpancy:

I nternal Conment:
Resol ution Type:
Resol ution Text:

R348650613

298418011 Site: CDB_001
DAY 3 vVisit Date:

PACE_54 Secti on: EOD

Does Count Agree with Usage Log- Comrent
NO- 2 BURNT FI LTERS

MANUAL St at us: CURRENT
Resol ved- Response Edited

Patient: 2043

Qual i fying Val ue: 54
Row. 1

Pl ease change response to NO since 2 butts were not collected.

Confi rned

Report run by Tamara Fisher at 14-AUG-2014 17:07:29
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Docunent #: R348653213

Di screpancy | D 285843311 Site: CDB_001 Patient: 2043
Visit: DAY 4 Visit Date:
CRF: PAGE_58 Secti on: SNUS_DI SP Qual i fying Val ue: 58
Field: Anmount Dispensed Row. 1
Val ue Text:
Type: UN VAR ATE St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited
Di screpancy: Value for Anmount Di spensed has not been supplied
Internal Conmment: No value to enter
Resol ution Type: No Action Required
Resol ution Text:

Di screpancy | D 285843411 Site: CDB_001 Patient: 2043
Visit: DAY 4 Visit Date:
CRF: PAGE_58 Sect i on: SNUS_DI SP Qualifying Vval ue: 58
Field: Flavor Dispensed Row: 1
Val ue Text:
Type: UNI VARI ATE St at us: CURRENT

Revi ew St atus: Resol ved- Response Edited
Di screpancy: Value for Flavor Di spensed has not been supplied
Internal Comment: No value to enter
Resol ution Type: No Action Required
Resol ution Text:

Di screpancy | D: 285843511 Site: CDB_001 Patient: 2043
Visit: DAY 4 vVisit Date:
CRF: PAGE 58 Secti on: SNUS_DI SP Qual i fying Value: 58
Fi el d: Row:

Val ue Text:
Type: MILTI VARI ATE St at us: CURRENT
Revi ew Status: Resol ved- Response Edited

Di screpancy: 'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Pl ease reconcil e.

Internal Conmment: Subject did not use any Snus on Day 4. Marked NA per "RIJIR CRF entry for product use CRF
when no use" enmil dated 12Jan2011.

Resol ution Type: No Action Required

Resol ution Text: Subject did not use any Snus on Day 4. Marked NA per "RJR CRF entry for product use CRF
when no use" enmil dated 12Jan2011.

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page 163



Docunent #: R348655113

Di screpancy | D 285844711 Site: CDB_001 Patient: 2043
Visit: DAY 4 vVisit Date:
CRF: PAGE_59 Secti on: EOD_SNUS Qual i fying Val ue: 59
Fi el d: Row:
Val ue Text:
Type: MJILTI VARI ATE St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited

Di screpancy: 'NA, Not SNUS or Dual Use Group' is not ticked, but details have not been recorded.
Pl ease reconcile.

Internal Conment: Subject did not use any Snus on Day 4. Marked NA per "RJR CRF entry for product use CRF
when no use" emmil dated 12Jan2011.

Resol ution Type: No Action Required

Resol ution Text: Subject did not use any Snus on Day 4. Marked NA per "RJR CRF entry for product use CRF
when no use" emmil dated 12Jan2011.

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page 164



Docunent #: R348584213

Di screpancy | D 285718111 Site: CDB_001 Patient: 2043
Visit: DAY 5/EARLY TER Visit Date:
CRF: PAGE_67 Section: VS Qualifying Value: 67
Fi el d: Row.
Val ue Text:
Type: MJILTI VARI ATE St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited

Di screpancy: Date of vital signs 11-NOV-2010 is not the schedul ed nunber of days from Baseline, Day -1
Vital Signs 07-NOV-2010. Please verify date and tine of vital signs collection.

Internal Conment: Subject w thdrew consent on 11Nov2010 & early term procedures were conpleted prior to the
subj ect leaving the unit.

Resol ution Type: Confirmed

Resol ution Text: Subject withdrew consent on 11Nov2010 & early term procedures were conpleted prior to the
subj ect leaving the unit.
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Document #: R348657413

Di screpancy | D 298017511 Site: CDB_001
Visit: DAY 5/EARLY TER Visit Date:
CRF: PAGE_68 Sect i on: SNUS_DI SP
Fi el d:
Val ue Text:
Type: NMANUAL HEADER St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited
Di screpancy: please enter ND on first |line, per Data Managenent
I nternal Conment:
Resol ution Type: Confirnmed
Resol ution Text: Subject terminated prior to this day

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

Pati ent:

Row:

2043

Qual i fying Val ue: 68

Page
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Document #: R348657713

Di screpancy | D 298017611 Site: CDB_001
Visit: DAY 5/EARLY TER Visit Date:
CRF: PAGE_69 Sect i on: EOD_SNUS
Fiel d:
Val ue Text:
Type: MNMANUAL HEADER St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited
Di screpancy: pl ease conplete
I nternal Conment:
Resol ution Type: Confirnmed
Resol ution Text: Subject terminated prior to this day

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

Patient: 2043

Qual i fying Val ue: 69
Row.

Page
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Docurment #: R349795613

Di screpancy | D 292832711 Site: CDB_001 Patient: 2043
Visit: DAY 5/EARLY TER Visit Date:
CRF: PAGE 80 Section: LB Qual i fying Val ue: 80
Fi el d: Row.
Val ue Text:
Type: MJILTI VAR ATE St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited

Di screpancy: Date of |ab evaluation 11-NOV-2010 is not the schedul ed nunber of days from Day 1 08- NOv-
2010. Pl ease verify date of collection.

Internal Conment: Subject early terned
Resol ution Type: Confirmed
Resol ution Text: Subject early ternmed

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page 168



Docunment #: R349795713

Di screpancy | D 292832811 Site: CDB_001 Patient: 2043
Visit: DAY 5/EARLY TER Visit Date:
CRF: PAGE_81 Section: PE Qual i fying Value: 81
Fi el d: Row.
Val ue Text:
Type: MJILTI VAR ATE St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited

Di screpancy: Date of Abbreviated Physical exam nation 11-NOV-2010 is not the schedul ed nunber of days
fromDay 1 08-NOV-2010. Please verify date of collection.

Internal Conment: Subject early terned
Resol ution Type: Confirmed
Resol ution Text:

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page 169



Docurment #. R349796013

Di screpancy | D 292832911 Site: CDB_001 Patient: 2043
Visit: DAY 5/EARLY TER Visit Date:
CRF: PAGE_82 Section: EG Qual i fying Val ue: 82
Fi el d: Row.
Val ue Text:
Type: MJILTI VAR ATE St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited

Di screpancy: Date of ECG 11- NOV-2010 is not the schedul ed nunber of days from Day 1 08- NOv-2010.
Pl ease verify date of collection.

Internal Conmment: subject early terned
Resol ution Type: Confirmed
Resol ution Text: subject early ternmed

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page



Docunent #:

Di screpancy | D:
Visit:

CRF:

Fi el d:

Val ue Text:
Type:

Revi ew St at us:
Di screpancy:

I nternal Conmment:
Resol ution Type:
Resol ution Text:

Di screpancy | D:
Visit:

CRF:

Fi el d:

Val ue Text:
Type:

Revi ew St at us:
Di screpancy:

I nternal Comrent:
Resol ution Type:
Resol ution Text:

R349796013

292833211 Site:
DAY 5/ EARLY TER Visit Date:
PACE_82 Secti on:
MANUAL HEADER St at us:

Resol ved- Response Edited

subj ect early termed
No Action Required

292833011 Site:
DAY 5/ EARLY TER Visit Date:
PAGE 82 Secti on:
MULTI VARI ATE St at us:

Resol ved- Response Edited

Date 11- NOV-2010 is not the
verify date of collection.

confirmed to be 46bpm
Confirned
confirmed to be 46bpm

Report run by Tamara Fisher at 14-AUG-2014 17:07:29

CDB 001 Patient: 2043

ORAL Qual i fying Val ue: 82
Row.

CURRENT

CDB_001 Patient: 2043

CORAL Qual i fying Val ue: 82
Row:.

CURRENT

schedul ed nunber of days from Day 1 08- NOV-2010.

Pl ease

Page
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Docunent #: R348589713

Di screpancy | D 303342411 Site: CDB_001 Patient: 2043
Visit: PCM 2 Visit Date:
CRF: PAGE_84 Secti on: PCM Qualifying Value: 84
Field: Dose Row. 1
Val ue Text: 1
Type: NMANUAL St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited

Di screpancy: Please omit the word ' TAB' (since the tablet checkbox is checked bel ow).

I nternal Comment:
Resol ution Type: Data val ue changed. Di sc no | onger applicable.
Resol ution Text:

Report run by Tamara Fisher at 14-AUG-2014 17:07:29
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Docurment #: R348588313

Di screpancy | D 319334011 Site: CDB_001 Patient: 2043
Visit: VS ADDI TI ONAL visit Date:
CRF: PAGE_86 Section: VS Qual i fying Val ue: 86
Field: Oal Tenperature (C Row. 1
Val ue Text: ND
Type: NMANUAL St at us: CURRENT

Revi ew St at us: Resol ved- Response Edited

Di screpancy: Per the conpletion guidelines, any assessnents not done should be reported as 'ND .
Pl ease update.

I nternal Comment :
Resol ution Type: Data val ue changed. Disc no | onger applicable.
Resol ution Text:

Di screpancy | D: 319333911 Site: CDB_001 Patient: 2043
Visit: VS ADDI TI ONAL vVisit Date:
CRF: PAGE_86 Section: VS Qual i fying Val ue: 86
Field: Respiratory Rate (breaths/ninute) Row. 1
Val ue Text: ND
Type: NMANUAL St at us: CURRENT

Revi ew St atus: Resol ved- Response Edited

Di screpancy: Per the conpletion guidelines, any assessments not done should be reported as 'ND .
Pl ease update.

I nternal Conment:
Resol ution Type: Data val ue changed. Disc no |onger applicable.
Resol ution Text:

Report run by Tamara Fisher at 14-AUG-2014 17:07:29 Page



Deleted CRFs Report





