CRF eport for Study 6270229

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF. Header Page Blank? N CRF Page #: 1
Visit;: SCREENING Visit Date: 03-04-2007 - Document #: R157748613
Entered Bv: Laura Vol Entry Time: 20-09-2007.12:05:10 CRF S5tatus: Entry Complete

Discrepancies: None Modification Time: 20-09-2007 12:07:07
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verfied Verification Time: Verifier:
Comment:
Section: Header_Inlo Blank? N Section Status: Enfry Comp!eté

Visit; SCREENING
Entered By: Laura Vol .

Section Date; 03-04-2007
Entry Time: 20-08-2007 12:05:10
Last Medificadon Time:  20-09-2007 12:07:07
Page number: 1

RDC CASE REPORT FORM SMOKER
Sponsor Name Investigator Site
RJ REYNOLDS TOBACCO COMPANY CAVID CARTER; M.D. AUSTIN
SWITCHING FROM USUAL BRAND CIGARETTES TO A TOBACCO-HEATING CIGARETTE OR SNUS
-A MULTICENTER EVALUATION OF HEALTH-RELATED QUALITY OF LIFE ASSESSMENTS ANC BIOMARKERS
OF EXPOSURE AND HARM

Repor ru_h'h,y Amanda Lynn at 26-12-2007 12:12:20 Page 2




age ID: D11870313

o:Covance CRU Austin
- vestigator:David Carter
ate:03-APR-2008

| Covance No. 6270-229

Data Clarification Form

Patient#:5012
Patient Initials:
Reviewer:Dawn Taylor

orm Name / Visit Name Page # Questions/Comments Resolution

Date
aboratory Evaluation 29 Disc ID 1297769613 added lab req #0958558 to the M’ Delete req #0958598 from unsched 01 gy
AB_UNSCHED 27APROY unsched lab assessment page. This lab req is the assessment b &pg
Disc ID: 1374695113 Closed: N scheduled W2 Carboxyhemoglobin result for which [ 1 Other: MY

Type: MANUAL

the req # is not to be recorded in the crf.

1ave completed, reviewed and either approved all the corrections on this form or made some corrections and initialled those changes. | verify that I have

ceived a copy of this form which will be filed with my copy of the appropriate Case Report Form.

O QPR 200K

L’
~

; [
A S, —

Jome

Jthorized Personnel Signature

Page 1 of 1

Date

DCF ID: 51816613

Revision #: 0



age ID: D11767213
! Covance No. 6270-229

Data Clarification Form

o:Covance CRU Austin Patient#:5012
vestigator:David Carter Patient Initials:
ate:19-MAR-2008 Reviewer:Dawn Taylor
orm Name / Visit Name Page # Questions/Comments Resolution
Date
roventil Administration 24 Please provide updates to the Proventil Adminstration M Data fields=ND
VEEK 24 (EQS) 31JULO7 and Postbronchodilator Spirometry as these [ ] Data modules=BLANK? Y
Disc ID: 1347149313 Closed: N assessments were ND. [ 1 Other:

Type: MANUAL

1ave completed, reviewed and either approved all the corrections on this form or made some corrections and initiafled those changes. i verify that | have
ceived a%of this form which will be filed with my copy of the appropriate Case Report Form.

[P _ 27 ATARK 2008

i o

athorized Personnel Signature Date

Page 1 of 1 DCF ID: 51206913 Revision #: 0



age ID: D11307613

o:Covance CRU Austin
vestigator:David Carter
ate:28-JAN-2008

I Covance No. 6270-229

Data Clarification Form

Patient#:5012
Patient Initials:
Reviewer:Dawn Taylor

orm Name [/ Visit Name Page # Questions/Comments Resolution

Date
Ised Study Tobacco-Heating 24 As this subject was randomized to SNUS, please M’Gpdate module Blank?=Y
sigarette Collection 31JuULo7 confirm that the W24 'Usual Study Tobacco-Heating

VEEK 24 (EOS)

Cigarette Collection' module is to be marked as

[ 1 Other:

Closed: N ' '
Disc ID: 1295163413 Blank'.
Type: MANUAL HEADER
Jsual Brand Cigarette Butt 5.1 Response to the W0 'Usual Brand Cigarette Butt [1]-Delete 'N/A
sollection 27APRO7 Collection' Any Product Deviation? Question is 'No',
VEEK 0 (BASELINE Closed: N however response is provided for 'If yes, number of [ 1 Other:

Disc ID: 1296737013
Type: MANUAL

butts other than usual brand' is provided.

1ave completed, reviewed and either approved all the corrections on this form or made some corrections and initialled those dhanges. | verify that | have

ceived a copy of this form which will be filed with my copy of the appropriate Case Report Form.

L

20 - Jan -1

athorized Personnel Signafiire

Page 9 of 9

Date

DCF ID: 48907113

Revision #:



age ID: D11306813

o:Covance CRU Austin
wvestigator:David Carter

ate:28-JAN-2008

I Covance No. 6270-229

Data Clarification Form

Patient#:5012
Patient Initials:
Reviewer:Dawn Taylor

' 5&‘1.»@?;

orm Name / Visit Name Paqge # Questions/Comments Resolution
Date
‘4-Hour Urine Collection 5 WO Spot Urine Collection notes a start time of 15:20  Spot Urine Start Time
VEEK 0 (BASELINE 26APRO7 while the 0-24H Urine Collection notes a start time of [d/l’S 20
Disc ID: 1295113113 Closed: N 15:30. Please verify the cgi;ﬁion ’umesk -{5 {]153
W y
Type: MANUAL (so Tl S i WL CORCCTIOA o0 e Start Time

kst \m ch m'\cjm 4 \5 13 [L75:20

?\*@%{ k?c(m}’@ . [115:30
lcohal Screen | 23 The date currently provided for the W24 Alcohol [}37-07-2007
VEEK 24 (EOS) 31JULO7 Screen is 09-08-2007. Please verify this date.
Disc ID: 1295119613 Closed: N [ ] Other:

Type: MANUAL

3 Slefe

1ave completed, reviewed and either approved all the corrections on this form or made some corrections and initialled those changes. | verify that | have

ceived a copy of this form which will be filed with my copy of the appropriate Case Report Form.

Qiniossele fy o

DD~ a7 %

1thorized Personnel Signature

Page | of 9

" Date

DCF ID: 48907113

Revision #:



age ID: D11306913

o:Covance CRU Austin
ivestigator:David Carter
ate:28-JAN-2008

{ Covance No. 6270-229

Data Clarification Form
Patient#:5012
Patient Initials:
Reviewer:Dawn Taylor

orm Name / Visit Name Page # Questions/Comments Resolution
Date
a <7
) b
.aboratory Evaluation 5 1) Lab paperwork for W0 Lab evaluations was not 1) : : e
VEEK 0 (BASELINE 26APR07 received. Please provide, [L%Iab documents are attached to this DCF
Disc ID: 1295143113 Closed: N

Type: MANUAL

2) Requisition Number 1 and 2 are the same [ ]1Other: a
(#0578086). Please confirm second Requision
Number or removal of the duplicate entry.

-~
REFAN

2) .
[(JReéquisition Number 2: Q’]‘j( 7.5

[ 1 Remove entry from Regquisition Number 2 field.

/ e
aboratory Evaluation 2 On the Screening lab requisition i#o4sz3os) the [LDOB is RIS . Lab paperwork 4 S
'CREENING 03APRO7 Date of rt is recorded as . CREF lists updated. Req attached. %;}"
Disc ID: 1295150313 Closed: N DOB as (ICHEE. Flcase reconcile. \e

Type: MANUAL HEADER

{ ] Other:

Is: toar .- : oy e ; _ " N G S
L8 TG Ty JI BTt oy _cnd R 1320, Aode = 150 5D vFGeB
7 o 2 /. :

1ave completed, reviewed and either approved all the corrections on this form or made some corrections and initialled those changes. | verify that | have
ceived a copy of this form which will be filed with my copy of the appropriate Case Report Form.

ﬁzmw A /f:i 078 i

D0 n-TH0F

sthorized Personnel Signatugé

Page 2 of 9

Date

DCF ID: 48907113 . Revision #: 0



05/0Q1/2007 12:44:25 AM -0400 Covance CLS PAGE 4 OF 14

Covance CLS
Marietta Hemeu, M.D., Directer
8211 SeiCor Drive - Indianapolis, I 6214-2585
Tel, +1 (800) 327 727D
LABORATORY REPORT

ACCESSION NO. 0578086

Page 1 of 1

INVESTIGATOR: (B17181) _ PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Mariamma Alesi RANDOMIZATION NUMBER:
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 24 HR UR
Austin, TX 78752 24 Hr Urine Collection

SPONSOR REPORT TO: COLLECTION TIME:15:20 DATE:26-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 28-Apr-2007
Medical Director _ DATE REPORTED BY LAB . _30-Apr~2007
Covance CRU, Inc. SEX: M BIRTHDATE: w AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
URTNE CREATININE, 24 HR : v
U2lth Creat 615 L 800-1800 mg/24hr [ g
UAlg2bCrea 77.0 mg/dL No Ref Rng
ELAPSED DATE AND TIME, 2uHR
Elpsd D&T 1443 min
2% HR COLLECTION INFORMATION
Start Date 26-Apr-2007
Start Time 15:20
Stop Date 27-Apr-2007
Stop Time 15:23
TOTAL 2uHR URINE VOLUME
Total Vel. 800 mb
e &5 Mon, &7
Investigator-Sighature: Date: { .

Hikich) or L{Low}=Values above er below Covance CLS reference rangs BT
T=Teleghoned P="Panic" EXzExclusion-as specified by the sponser

{IN)

LOCATION : Covance CLS RA TIME 04,30 *07 23:04



05/04/2007 4:59:55 AM -0400 Covance CLS FAGE 2 CF 2€E

Cowvance CLS
Herietia Henry, M.D., Direcler
8211 Scifor Drive - Indianapolis, TN L46214-2385
Tel, +1 (800) 327 7270
! ABORATORY REPORT

ACCESSTION NO. 0746625

Page 1 of 1

INVESTIGATCR: (B17181) PRCTOCOL 6270-229
David Carter, M.D. ' INVESTIGATOR NO.: b
c/o Marianna Alesi RANDOMIZATION NUMBER:
Covance-Austin PATLENT INITIALS:
313 East Anderson Lane 200 VISIT: 2 }
Austin, TX 78752 Week 0

SPONSOR REPORT TO: COLILECTION TIME:07:23 DATE:27-Rpr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 27-Apr-2007
Medical Director DATE RFPORTED BY LABORATORY: 03-May-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 34
3402 Kinsman Boulevard SCREENING NUMBFR: Sb0uz

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HAS PATIENT FASTED 8 HOURS?
Fasted? .Yes
- O% Moy 07
Investigator Signature: Datet

B7404

(INV)

LOCATION: Covarce CLS R¥ TIIE  0B-04 "07 04:09



05/04/2007 4:59:55 AM —0400 Covance CLS PAGE 3 OF 2B

Covance CLS
Marieiia Henry, H.0., Director
8211 SeiCor Jrive - Indianapolis, IN 46214-2983
Tel. +1 (800) 327 7240
LABORATORY REPORT

ACCESSICN NC. 0746625

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  ©270-229
David Carter, M.D. INVESTIGATOR NO.: &
c/0 Marianna Alesi RANDOMIZATION NUMBEER:
Covance-Austin PATIENT INITIALS:
313 East Anderson lLane #200 VISIT: 2
Austin, TX 78752 Week 0

SPONSOR REPORT TO: : COLLECTION TIME:07:23 DATE:27~-Apr-2007
Russell M, Dixon, MD DATE RECETVED TN LABORATCORY: 27-Apr-2007
Medical Directer DARTE REPORTED BY LABORATORY: 03-May-2007
Covance CRU, Inc. SEX: M BIRTHDATE; h RGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: S5042

Madison, WT United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HEMOGLOBIN R1C
Hgb Alc 5.3 Normals:
4.3-6.1%
Stable Diabetics:
4.2-11.2%
T o4 Mas, ©7
Investigator Signature: Datle;
H{High) or L{Low):Values above or below Covance CLS reference range Rt
T:Telehomed P="Panic" EX-Exclusion-as specified by the sponsor
(T

LOCATION :Covance CLS RE TIME OR/04 '07 04:09



05704/2007 4:58:55 AM -0400 Covance CLE PAGE 4 OF 26

Covance CLS
Harietla Henry, M0, Direcior
8211 Seifor Drive - Indiamapolis, IN 46214-2965
Tel, +1 (800) 327 7270
LABORATORY REPORT

ACCESSION NO. 0746625

Page 1 of 1

TNVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Alesi RANDOMIZATION NUMBER:
Covance-Austin PATIENT INTTIALS:
313 East fnderson lLane #200 VISIT: 2
Austin, TX 78752 Week O

SPONSCR REPORT TO: COLLECTION TIME:07:23 DATE:27-Apr-2007

~ Russell M. Dixon, MD PDATE RECETIVED IN LABORATORY: 27-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-May-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No

LIPTD PANEL

Triglycer 106 50-321 mg/dL

Cholest 182 150-264 mg/dL

HDL Dex-S L5 29-62 mg/dL

LOL Chol 116 78-185 mg/dL

@7/ 2 A[l /h 2a;0 7
Investigator Signature: Date: {

H(High} or L{Los)=Yalues above er below Covance (LS reference range B17181

T-Telephoned P="Panic™ EX-Exclusion-as specified by the sponser

{THY)

LOCATICN: Covance CLS R TIME 0504 07 04:08



05/04/2007 4:589:55 AM 0400 Covance CLES RPAGE S OF 28

Covance CLS
Havieita Heney, M.D,, Dirsctor
8211 SciCor Deive - Indianapolis, IN L6214-29%5
Tel. +f (800) 327 7270
[LRABORATORY REPORT

ACCESSION NO. 0746625

Page 1 of 1 '

TINVESTIGATOR: (B17181) PROTOCOL. 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER:
Covance-Austin PATIENT INLTIALS:
313 East Anderson iane #200 VISIT: 2 :
Austin, TX 78752 Week 0

SPONSOR REPORT TO: COLLECTION TIME:07:23 DATE:27-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 27-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-May-2007
Covance CRU, Tnc. . SEX: M BIRTHDATE: AGE: 34
3102 Kinsman Boulevard SCREENING NUMBER: S5042

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
OXIDTZED DL

OxidizelDL . To follow

éi o Mars 07

Investigator Signature: Datef:

H{igh) or L{Low)-Values above or below reference range. B17181
Testing performed by: Pacific Biosetrics '
220 Vst Harrison Sizeet; Seatile, WA 92119

(It)

LOCATION :Covarce CLS F¥ TIME  05-04 'Q7 04:09



05/04/2007 4:38:2%5 AM ~0400 Covance CLS PAGE 17 CF 26

Cowvance CLLS
Marietia Kenry, M.0,, Birecior
8211 SciCor Drive - T'ilancpcl‘;, I 46214-2985
~Tel, 1 {800) 327 7270
LABORATORY REPORT

ACCESSION NO. 0746625
Page 1 of 3
INVESTIGATOR: (B17181)
David Carter, M.D.
c/o0 Marianna Alesi
Covance-Austin
313 East anderson Lane ﬁ200
Austin, TX 78752
SPONSOR REFPORT TO:
Russell M, Dixon, MD
Medical Diresctor
Covance CRU, Inc.
3402 Kinsman Boulevard
Madison, WI United States 53704

PROTOCOL 6270229
INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER;
PATIENT INITIALS: [
VISIT: 2

Week O

COLI ECTION TIME:07:23 DATE:27-Apr-2007

DATE RECFIVED TN LABORATORY: 27-Apr-2007

DATE REPORTED BY LABORATORY: 03-May-2007
SEX: M BIRTHDATE: AGE: 34
SCREENING NUMBER: Sb

Is this Clinically
Significant/ Adverse

Event?
Yes No

CHEMISTRY PANEL

Total Bili 0.5 0.2-1.2 mg/dL

Alk Phos 70 31-129 U/L

ALT (SGPT) . 6-43 U/L

AST (S5GOT) 20 11-36 U/L

GGT 28 10-81 U/L

LDH 161 53-234 U/L

Urea Nitr 7 4-24 mg/dL

Creatinine 1.3 0.5-1.2 mg/dL [ A

Glucose 83 70-11% mg/dlL

Uric Acid 5.1 2.1-8.2 mg/dL

Calcium 10.0 8.3-10.6 mg/dL

Phosphorus 3.3 2.2-5.1 mg/dL

Total Prot 7.6 6.1-8.4 g/d_

Albumin k.5 3.3-4.9 g/dL

Sodium 143 132-147 mEg/L

Potassium 4.5 3.4-5.4 mEg/L

Chloride 105 94-112 meEg/L

_— i My 07
Investigator Signature: Date:
H{High} or L{Low):Values zbove or belou Covance CLS reference range B3
T:Telephoned P="Panic” EXsExciusion-as specified by the sponsor
(TN}

LOCATION :Covance CLS

RX TIME

0504 Q7 03:48



05/04/2007 4:38:25 AM -0400 Covance CLS PACE 18 OF 28

.

Covance CLS
Harictta Henry, H.D., Director
8241 SeiCor Drive - Indianapolis, TN UG214-798%
Tel, +1 (800) 327 7270
ILABORATORY REPORIT

ACCESSION NO. 0746625

Page 2 of 3

INVESTIGATOR: (B17181) PROTOCOL. 6270-229
David Carter, M.D. INVESTIGATOR NO.: B
c/o Marianna Rlesi RANDOMLZATTON NUMBER:
Covance-Austin PATIENT TNITIALS:
313 East Anderson Lane #200 VISIT: 2
Austin, TX 78752 Week O

SPONSOR REPORT TO: COLLECTTON TIME:07:23 DATE:27-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 27-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-May-2007
Covance CRU, Tnc. SEX: M BIRTHDATE: AGE: 34
3102 Kinsman Boulevard SCRFENING NUMBFR: S5042

Madison, WT United States 53704

Is this Clinically
Significant/ Adverse

Event?
‘ Yes No
HEMATOLOGY& DTFFERENTIAL PANFL
HGB 15.6 12.7-18.1 g/dL
HCT U5 39-04 %
RBC 5.0 4.5-6.ux106/uL
MoV 91 79-86 fL
‘ MCH 32 26-34 pg
MCHC 35 31-38 g/dl
ROW 3.8 12.0-15.0 %
REBC Mecrph Nermocytic
usc 7.03 3.80-10.70 x103/uL
Neutrophil 2.66 1.96-7.23 x103/ul
Lymphocyte 3.81 0.91-14.28 x103/ul.
Monccytes 0.42 0.12-0.92 x103/ul.
Eosinophil 0.09 0.00-0.57 x103/uL
Basophils 0.05 0.00-0.20 x103/ul.
Neutrophil 37.8 L 40.5-75.0 % L1 e
Lumphocyte 54.2 K 15.4-48.5% [ ] eA
Mcnocytes 6.0 2.6-10.1 %
Fosinophil 1.3 0.0-6.8 %
Basophils 0.7 0.0-2.0 %
Platelets 289 140-400 x7103/ul

ﬁ//. - P4 Moy 07

~Investigator Signature: Datk:

HKich) or L{Low)=Valuas zbove or below Covanca CLS reference range B8
T=Telephoned P-"Panic” EX-Exclusion-as specifisd by the sponsor

()

LECATION :Covance (LS RX TIME  05-04 07 03148



05/04/2007 4:38:25 AM -0400 Covance CLS PAGE 19 OF 25

Covance CL.S
Marietis Henry, M.B., Direcior
8211 SeiCor Drive - Incianapolis, TN '46214-2%85
Tel. +1 (B0D) 327 7270
| ABORATORY REPORT

ACCESSTION NO. 0746625

Page 3 of 3

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER:
Covance-Rustin PATIENT INITIALS:
313 Fast Anderson Lane #200 VISIT: 2 :
Austin, TX 78752 Week 0

SPONSOR REPORT TO: : COLLECTION TIM=:07:23 DATE:27-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN | ABORATORY: 27-Apr-2007
Medical Director DATE REPORTED BY LAB _03-May-2007
Covance CRU, Inc. SEX: M BIRTHDATE: W AGE: 34
31402 Kinsman Boulevard SCREENING NUMBER: S5042

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No

URINE MACRO & MICRO PANEL.

Color Yellow Ref Rnag:

Colorless or Yellow

Clarity Clear Ref Rng:Clear

Spec Grav 1.006 - 1.003-1.035

PR 5.0 5.0-8.0

Protein Negative Ref Rng:Negative

Glucose Normal Ref Rng:Normal

Ketones Negative Ref Rng:Negative

Bilirubin Negative Ref Rng:Negative

Urobilin Normal Ref Rng:Normal

Blood Negative Ref Rng:Negative

Nitrite Negative Ref Rng:Negative

Leuk Est Trace H Ref Rng:Negative L1 [T

Microscop Positive aas
CELLULAR ELEMENTS

uBC 1 0-5 /HPF

o< e May &7
Investigator Signature: Date:
H(High) or L{low)=Values above or below Covance (LS reference vange 31718’
T=Telephoned P="Panic" EX-Cxclusion-as specified by the sponser
(M)

LOCATION :Covence CLS RX TIME 0504 '07 03:48



05/04/2007 4:38:25 AM

-0400 Covance CLS

PAGE 20 CFr

Cowvance CL.S
Farietta Henru, M.0., Director
8241 SeiCor Orive - Indianapolis, IK 46214-268%

Tel. «1 (800) 327 7270

LABORATORY REPORT

ACCESSION NO. 0746625
Page 1 of 1

INVESTIGATOR: (B17181)
David Carter, M.D.
c/0 Marianna Alesi
Covance-Austin
313 East Anderscn Lane #200
Austin, TX 78752
SPONSOR REPORT TO:
Russell M. Dixon, M)
Medical Director
Covance CRJU, Inc.
3402 Kinsman Boulevard

PROTOCOL 6270-229
- INVESTIGATOR NO,: S

RANDOMIZATION NUMB|

PATIENT INITIALS:

VISIT: 2 }
Week 0
COLLECTION TIME:07:23 DARTE:27-Apr-2007
DATE RECEIVED IN LABORATORY: 27-Apr-2007
DATE REPORTED BY LAS . -May-2007
SEX: M BIRTHDATE: AGE: 34
SCREENING NUMBER: S50u2

Madison, WI United States 53704

Ts this Clinically
Significant/ Adverses

Event?
Yes No
TOTAL IRON
Total Tron 106 45-160 ug/dL
C-REACTIVE PROTEIN
" CRP-HS 0.046 <=0.287 mg/dL
CARBOXYH=MOGLOSIN
Carboxyhem 3.6 % saturation
No Ref Rng
éﬁl/ ¢94A4w7677
Investigator Signature: ' Date:
K{igh) or Litow)=Values above or below Covance CLS reference range 817181
T=Izlephoned P="Panic" EX-Exclusion-as specified by the sponsor
{If%)
LOCATION: Covance CLS RA TIME  05-04 '07 03:48



05/04/2007 4:38:25 AM -0400 Covance CLS DAGE 21 OF 28

Covance CLS
Harietla Henry, H.0., Direcior
8241 Seilor Drive - Indianspolis, TN LB214-2985
Tel, +t {B00) 327 727
LARORATORY REPORT

ACCESSION NO. 0746625

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  ©270-229
David Carter, M.D. INVESTIGATOR NOJ.: 5
c/o0 Marianna Alesi RANDOMTZATION NUMBER:
Covance-Austin PATIENT INITIALS: [Q
313 East Anderson Lane #200 VISIT: 2
Austin, TX 78752 Week 0

SPONSOR REPORT T9: COLLECTION TIME:07:23 DATE:27-Rpr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATCRY: 27-Apr-2007
Medical Director ' DATE REPORTED BY LABORATORY: 03-May-2007
Covance CRU, Inc. SEX: M BIRTHDATE: ACE: 34
3402 Kinsman Boulevard SCREENING NUMBER: SB0u2

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
HOMOCYSTEINE

%1 HCY 41.08 H  5.90-16.00 umol/L L1 T

Mote #1 - UARNING: Specimens from patients uho are on deug therapy involving S-adenosyl-methionine
mey shoy falsely elevated levels of homocysieine. Specimens from patients taking meihotrexate,
carbamazepine, ghenytoin, nitrous oxide or 6-azauridine triacetats may have elevated levels

of homecysteine due to their effect en the metabolic pathuay.

e 05 Many 077

Investigator Signature: Date!

HiHigh) or L{Lou)=Yalues above or below Covance (LS reference range ' B
T=Telephoned P="Panic” EX:Exclusion-as specified by the spemsor

LOCATION :Covance CLS R¥ TIME 0504 "07 03148



05/04/2007 4:38:25 AM ~0400 Covance CLS FAGE 22 OF 28

Covance CLS
Harietta Henzy, M.D., Director
8211 Seiler Orive - Indiamapolis, IN LBZ1L-796%
Tel. +1 (800) 327 7270
LABORATORY REPORT

ACCESSION NB. 0746625

' Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Mariamma Alesi RANDOMIZATION NUMBER:
Covance-Austin PATIENT INITIALS:
313 East finderson Lane #200 VISIT: 2
Austin, TX 78752 leek 0

SPONSOR REPQORT TO: COLLECTION TIM=:07:23 DATE:27-Rpr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 27-Apr-2007
Medical Director DATE REPORTED BY LAB .03 -May-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 3L
3402 Kinsman Boulevard SCREENING NUMBER: S50u2

Madison, WL United States 53704

Is this Clinically
Significant/ Adverse

Event?

Yes No

FIBRINOGEN
Fibrinogen 272 200-100 mg/dL
K — oo Mamo )
Investigator Signature: Daté:

fikigh) or L{Lou):Values above or below Covence (LS reference range B17181
T-Telephoned P="Panic" EX-Exclusion-as specified by the sponsor

{IN)

LOCATION = Covarce CLS RE TIME 004 'O7 03:48



05/04/2007 4:38:25 AM -0400 Covance CLS

PAGE 23 OF 26

Covance CLS
Marietia Henry, M.D., Dirsctor
8211 SciCar Drive - Indianapolis, IN U6214-295

Tel. +1 (B00) 327 7270

" [ ABORATORY REPORT

ACCESSION NO. 0746625
Page 1 of 1

INVESTIGATOR: (B17181)
David Carter, M.D.
c/o Marianna Alesi
Covance-Austin
313 East Anderson Lane #200

PROTOCOL.  6270-229
INVESTIGATOR NG.: 5
RANDCMIZATTON NUMBER:
PATIENT INITIALS:
VISIT: 2

Austin, TX 78752 tWeek 0
SPONSOR REPORT T0: COLLECTION TIME:07:23 DATE:27-Apr-2007
Russell M. Dixon, M) DATE RECEIVED IN iLABCRATORY: 27-Apr-2007

Medical Director DATE REPORTED BY LA Y: 03-May-2007
SEX: M BIRTHDATE: AGE: 34
SCREENING NUMBER: S5

Covance CRU, Inc.

3402 Kinsman Boulevard
Is this Clinically
Significant/ Adverse

‘Madi.son, WI United States 53704

Event? :
Yes No
URINE CREATININE, SPOT
Rnd Ur Crt L7 mg/dL. No Ref Rng
. (A o d Myyo D
Investigator Signature: Datle:
K{High) or L{Low)=Values adove or delow Covance (LS reference range BIme
T=Telepnoned P-"Panic" EX-Cxclusion-as specified by the sponsor
(1Y)

LOCATION :Covance CLS RX TIME  02-04 '07 (03:48



05/04/2007 4:38:25 AM -0400 Covance CLS PAGE 24 aor 26

Covance CLS
¥arietia Henry, W.3., Director
8214 Scier Drive - Indianapolis, IN 452'4-298%
- Tel, +1 (800) 327 7270
LABORATORY REPORT

ACCESSION NO. 0746625

- Page 1 of 1 :
INVESTIGATOR: (B17181) . PROTOCOL 6270228
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Alesi RANDOMTIZATION NUMBER:
Covance-Austin PATTENT INITTALS:
313 East Anderson Lane #200 VISIT: 2 '
Austin, TX 78752 Week 0
SPONSOR REPORT TO: COLLECTION TIM=:07:23 DATE:27-Rpr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 27-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-May-2007
Cevance CRU, Tnc. SEX: M BIRTHDATE: w AGE: 34
3402 Kinsman Boulevard SCREENTNG NUMBER: S5042

Madison, WI United States 53704

Ts this Clinically
Significant/ Adverse

Event?
Yes No
sICAM-1
sICAM-1 254 115~-306 ng/mL
. D4 Mary 07D
Investigator Signature: Date: {
H{ifigh) or L{Low)<¥alues above or belew Covance CLS referencs range E17184
T=Telephoned P="Panic" EX-Exclusion-as specified by the spemsor
{INY)

LOCATION : Covance CLS R{ TIME 0504 07 03:43



05/04/2007 4:38:25 AM -0400 Covance CLS PAGE 25 OF 28

Covance CLS
Harietia Henry, M.0., Dirsctor
8217 SeiCor Drive - Indianapolis, IN 46214-2965
Tel. +1 (800) 327 1270
LABORATORY REPORT

ACCESSION NO. 0746625

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Alesi RANDOMIZATION NU ;
Covance-Austin : PATIENT INITIALS Bﬁ
313 East Anderson Lane #200 VISIT: 2 )
Austin, TX 78752 Week 0

SPONSOR REPORT TO: COLLECTION TIME:07:23 DATE:27-Apr-2007
Russell M. Dixon, M) DATE RECEIVED IN LABORATORY: 27-Apr-2007
Medical Director DATE REPORTED BY LABO : 03-May-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 34
3402 Kinsman Boulevard SCREFNING NUMBER: S5042

Madison, WL United States 53704

Is this Clinically
Significant/ Adverse

Event?

Yes No

RBC CELL. WASHING (4-ABP-HB) - See Note #1

Hote 41 - Specinen received beyond stability -
Investigator Signature: ate:

H{Hign} or L{Low)=Yalues above or beloy Covance CLS refersnce range 817181

T:Telaphoned P="Panic” EX-Cxclusion-as specified by the spansor
{INV)

LOATION :Covancs CLS Covarg T o504 07 03:42



age ID: D11307013

o:Covance CRU Austin

vestigator:David Carter
ate:28-JAN-2008

-/ Covance No. 6270-229

Data Clarification Form

Patient#:5012
Patient Initials:
Reviewer:Dawn Taylor

orm Name / Visit Name Page # Questions/Comments Resolution
Date
.abaoratory Evaluation 29 Please address the following regarding the 1-[+1"Add to Unscheduled Lab Eval Module:
AB_UNSCHED 2TAPRO7 Unscheduled Lab Eval module: Date: 11-05-2007 2
i . Requisition Number: Q958598 X0
Disc ID: 1297769613 Closed: N 1-Req #0958598 is not recorded. Please confirm Clinically Significant?: No \%
Type: MANUAL HEADER addition of this req. [ ] Other: o
2-Lab evaluations for Req #0062495 were nof 2-[;,.«]’[7{(;move from Req # 0062495 data line: %ﬂ) 4
clinically significant, however Test Name and Lab Test name: Urine Macro and Micro Panel @0‘3
Name fields are entered. Please reconcile. Lab name: Covance CLS .S
. =
[ ] Other:
-
aboratory Evaluation 29 Lab paperwork for the 27-04-2007 Unscheduled Lab F«ﬁequisition #0062495 lab paperwork is
AB_UNSCHED 27APRO7 Evaluation {#0062495) was nof received. Please attached fo this DCF © o
Disc ID: 1295143513 Closed: N provide. | [ ]Other: 5
Type: MANUAL HEADER &

1ave completed, reviewed and either approved all the corrections on this form or made some corrections and initialled those changes. | verify that | have

ceived a copy of this form which will be filed with my copy of the appropriate Case Report Form.

Auartgle. 72—

20~ Jan - Zoig

Jthorized Personnel Signaturg?

Page 3 of 9

Date

DCF ID: 48907113

Revision #: 0



04/28/2007 4:30:40 AM -0400 Covance CLS DAGE 2 Oor 3

Covance CLS
Havietla Hery, M.D., Director
8211 Scior Drive - Indisnapolis, IN LE244-208%
el #1800 327 7270
LABORARTORY REPORT

ACCESSTION NO. 0062195

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
¢/o Mariamma Alesi RANDOMIZATION NUMBER:
Covance-Aust in PATTENT INTTTALS: [
313 East Anderson Lane #200 VISIT: 1
Austin, TX 78752 Retest

SPONSOR REPORT 10: COLLECTION TIME:15:23 DATE:27-Apr-2007
Russell M., Dixon, MD DATE RECEIVED IN LABORATORY: 28-Apr-2007
Medical Director DATE REPORTED BY [LABORATORY: 28-Apr-2007
Covance CRU, Inc. SFX: M BIRTHDATE: % AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: 385

Madison, WT United States 53704

Ts this Clinically
Significant/ Adverse

Event?
Yes No

URINE MACRO & MICRO PANEL

Color Yellow Ref Rng:

Colorless or Yellow

Clarity Clear Ref Rng:Clear

Spec Grav 1.018 1.003-1.035

pH 7.0 ' 5.0-8.0

Protein Negative Ref Rng:Negative

Glucose Normal Ref Rng:Normal

Ketones Negative Ref Rng:Negative

Bilirubin Negative Ref Rng:Negative

Urobilin Normal Ref Rng:Normal

Blood Negative Ref Rng:Negative

Nitrite - Negative Ref Rng:Negative

Leuk Est Negative Ref Rng:Negative

Microscop Positiveacs
CELLULAR ELEMENTS

RBC 1 NES 0~3 /HPF

wWBC 2Ne5 0-5 /HPF
MISCELLANEQUS EILEMENTS

Mucous Present M&$ Ref Rng:Not present

= O3 Mo 07
Investigator Signature: Date:!
H{High) or L{Lowj=Values above or below Cevance CLS refersnce range B17181
T:Teiephoned P="Panic” EX-Exclusion-as specified by the sponsor
{INV}
-~ — — Lt BN =
LOCATION :Covance CLS Covar@ZTie 0429 07 03:40



age ID: D11307113

o:Covance CRU Austin
wvestigator:David Carter
ate:28-JAN-2008

[ Covance No. 6270-229

Data Clarification Form
' Patient#:5012

Patient Initials:

Reviewer:Dawn Taylor

orm Name / Visit Name Page # Questions/Comments Resolution
Date
z
Jral Health Examination 5 Date of W0 Oral Health Examination is recorded [L}Confirmed, remove duplicate date entry.
VEEK 0 (BASELINE 26APRO7 twice. Please confirm removal of the duplicate entry.
Disc ID: 1295118613 Closed: N [ 10ther.
Type: MANUAL
2
Jral Health Examination 23 Date of W24 Oral Health Examination is recorded [Qﬁff;nﬂrmed, remove duplicate date entry.
VEEK 24 (EOS) 31JULO7 twice. Please confirm removal of the duplicate entry.
Disc ID: 1295119013 Closed: N [ JOther.

Type: MANUAL

1ave completed, reviewed and either approved all the corrections on this form or made some corrections and initialled those changes. 1 verify that | have

ceived a copy of this form which will be filed with my copy of the appropriate Case Report Form.

C//%MW &é A Ao

20 - T ~ 7008

athorized Personnel Signauﬁé

Page 4 of 9

Date

DCF ID: 48907113 Revision #: 0



age ID: D11307213 :
} Covance No. 6270-229

Data Clarification Form

p:Covance CRU Austin Patient#:5012
vestigator:David Carter _ Patient Initials:
ate:28-JAN-2008 ' Reviewer:Dawn Taylor
orm Name / Visit Name Page # Questions/Comments Resolution
Date
‘ost-Bronchodilator Best 24 1) The date currently provided for the W24 Post- 1)
spirometry Test Result 31JULO7 Bronchodilator Spirometry Test is 09-08-2007. {1 31-07-2007
VEEK 24 (EOS) . Please verify this date. - M/ .
Disc ID: 1295141613 Closed: N otner: (] - 0B -Z0d Sect ome
2) Please verify Study Completion date. 4 f\\f\l&txx ET Ui-St‘J(
Type: MANUAL .

2)
[ 131-07-2007

[V]/ﬁ-os-zow

[ ] Other:;

1ave completed, reviewed and either approved all the corrections on this form or made some corrections ahd initialled those changes. | verify that | have
ceived a copy of this form which will be filed with my copy of the appropriate Case Report Form.

@M%ﬂﬂé» MMM Do Nz -7

Jthorized Personnel Signaturé/ Date

Page 5 of 9 DCF ID: 48907113 Revision #: 0



age ID: D11307313
I Covance No. 6270-229

Data Clarification Form

n:Covance CRU Austin Patient#:5012
vestigator:David Carter Patient Initials:
ate:28-JAN-2008 Reviewer:Dawn Taylor
orm Name / Visit Name Page # . Questions/Comments Resolution
Date
're-Bronchodilator Best Baseline 24 1) The date currently provided for the W24 Pre- 1)
ipirometry Test Result 31JULO7 Bronchodilator Spirometry Test is 09-08-2007. [ 1 31-07-2007 G %
VEEK 24 (EOS) _ Please verify this date. H Q/F
o _ Closed: N . [ Bther: 0708 ~70 ] Y
isc ID: 1295120713 , ) o
2} Please verify Study Completion date. %
Type: MANUAL
2)
[ 1 31-07-2007
[VfEJ;—OB—ZOOT
[ 1 Other:

yave completed, reviewed and either approved all the corrections on this form or made some corrections and initialled those changes. 1verify that | have
ceived a copy of this form which will be filed with my copy of the appropriate Case Report Form.

(Yi2rn gl oy 20 Tan-7009

ithorized Personnel Signature Date

Page 6 of 9 DCF ID: 48907113 Revision #: 0



age ID: D11307413

p:Covance CRU Austin
vestigator:David Carter
ate:28-JAN-2008

{ Covance No. 6270-229

Data Clarification Form
Patient#:5012
Patient Initials:
Reviewer:Dawn Taylor

orm Name / Visit Name _ Page # Questions/Comments Resolution
Date
s
'regnancy Test 23 For consistency across subjects and sites, please [b]/g1 -07-2007
VEEK 24 (EOS) 31JULO7 confirm that, although this is a Male subject, Ny
Disc ID: 1295121113 Closed: N 'F_’rggnancy Test Date’ should be populated with the [ 1 Other: X é\
) visit date. SRS
Type: MANUAL o
ro Questionnaires ' 5 The date currently provided for the W0 Pro L326-04-2007
VEEK 0 (BASELINE 26AFRO7 Questionnaires DCM is 26-07-2007. Please verify %’ %
Disc ID: 1295108913 Closed: N this date. [ ] Other: %Q&]
Type: MANUAL \

rave completed, reviewed and either approved all the corrections on this form or made some corrections and initialled those changes. | verify that | have
ceived a copy of this form which will he filed with my copy of the appropriate Case Report Form.

Cpiecer oo 2g

20 - Tan-200%

Jthorized Personnel Signatua%

Page 7 of 9

Date

DCF ID: 48907113 Revision #: 0



age ID;: D11307513

p:Covance CRU Austin
vestigator:David Carter
ate:28-JAN-2008

| Covance No. 6270-229

Data Clarification Form
Patient#:5012
Patient Initials:
Reviewer:Dawn Taylor

orm Name / Visit Name Page # Questions/Comments Resolution
Date

Jrine Drug Screen 23 The date currently provided for the W24 Drug Screen [vﬁ/{ -07-2007
VEEK 24 (EOS) 31JULO7 is 'ND'. Please provide actual date. :%\/
Disc ID: 1297797613 " Closed: N [ ]Other. ( (}@'

Type: MANUAL N
Jsed Study Snus Collection 24 Response to the W24 24H Prior to Check-In and 24H [M”ﬁelete N/A! e
VEEK 24 (EQOS) 31JULO7 In-House "Used Study Snus Collection' Any Product B" ‘K‘j 1
Disc ID: 1297818413 Closed: N Deviation? Question is 'NA', however response is [ 1 Other: Fra

Type: MANUAL

provided for 'If yes, number of butts other than usual
hrand:' Please reconcile,

1ave completed, reviewed and either approved all the corrections on this form or made some correcticns and initialied those changes. | verify that | have
ceived a copy of this form which will be filed with my copy of the appropriate Case Report Form. '

20~ Jon - 100

Jthorized Personnel SignatL(l;"e

Page 8 of 9

Date

DCF ID: 48907113 Revision #: 0



Report for Study E627022¢

Patient: 5012 Site; CA_001 Investigator: C2785_03
CRF: Screening Blank? N CRF Page #: 2
“Visit: SCREENING Visit Date: 03-04-2007 Document #: R158080513
Entered Bv: Ben Heven Entry Time: 23-09-2007 11:42:10 CRF Status: Entry Complete
Discrepancies: (losed Modification Time: 20-12-2007 22:34:33
Approval Status: Not Approved Approval Time: Approver:;
Verification: Ngi Verified Verification Time: Verifier:
Comment:
Section: [nc_Critetia 1 of 10 Blank? N Section Status:  Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: Benleven Entry Time: 23-09-2007 11:42:10

Last Modification Time:
Page number:

16-11-2007 14:19:54
2

INCLUSION CRITERIA

Sequence number Yes/No
o1 Males of females, between 31 and 55 years of age, inclushe. YES
02 Subjects in Groups A, B, and C, must be cigarette-only smokers who currently smoke YES

at least 15 cigarettes daily and who have smoked for at least 1C years prior to Week O
{i.e., chronic cigarette smokers).
03 Smokers of ultralight, regular, and menthoi cigarettes will be eligible. YES
04 Not intending to quit smoking, but willing fo switch their tobacco product (infent fo quit is defined YES
as intending fo make or making a quit attempt within 1 menth prior to Week 0).
05 Subjects for Group D must be selfreported never smokers per the ATS definition NA, GROUP
(see The American Thoracic Society Questionnaire).
06 Subjects must, in the opinion of the Investigators, be free of clinically significant YES
health problems.
07 Net be on medication on a daily basis for chronic medical disorders deemed clinically YES
significant by the Investigator.
08 Not be regularly taking creatine supplements. YES
09 Negative test for selected drugs of abuse at Screening {includes alcohal test). YES
10 Negative hepatitis panel ( including HBsAg and anti-HCV) and negative HIV antibody YES
screens (for subjects wha have been immunized against hepatitis B and have
documentation of this immunization, a positive result for HBsAg is not exclusionary).
Section: Inc_Criteria 2 of 10 Blank? N Section Status: Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 11:42:10
Last Modification Time; ~ 23-09-2007 12:05:00
Page number: 20
INCLUSION CRITERIA
Yes/Na

Sequence number
Females will be non-pregnant {for all females, the pregnancy test results must be negative

Repor run by Amanda Lynn at 26-12-2007 12:12:20

Page




CRF eport for Study E627022¢

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Screening Blank? N CRF Page #:; 2
Visit: SCREENING Visit Date: 03-04-2007 Document #: R158080513
Seciion: I[nc_Criteria 2 of 10
11 at Screening; and for all females of child-bearing potential, the pregnancy test results NOT AP
must be negative at Weeks 0, 12, and 24), non-lactating, and either postmenopausal
(as werified by FSH lewels) for at least 1 year, surgically sterile { e.g, tubal ligation,
hysterectomy, elc.) for at least 90 days, or agree to use from the time of signing ihe informed
consent until 30 days after Week 24 (of Study Completion} a form of contraception considered
acceptable te the Investigators (such as oral, injectable, or implantable contraceptives,
intrauterine devices and harrier methods).
12 Able to comprehend and willing to sign an Informed Consent Form (ICF). YES
13 Able to read and comprehend qguestionnaires in English. YES
Section: Exc Criteria 3ot 10 Blank? N Section Status:  Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: Ben Heven Entry Time: 23-09-2007 11:42:10
Last Modification Time: ~ 23-09-2007 12:05:00
Page number: 3
Exclusion Criteria
Sequence number Yes/No
01 For Groups A, B, and C, regular use of any other tobacco or nicotine-containing product or device NO
other than tobacco buming cigarettes from 6 months prior to the study through Week 24, including cigars,
pipes, chewing tobacco, snuff, snus, nicotine patch, nicotine gum, ete.
02 History or clinical manifestations of significant metabolic, hepatic, renal, hematological, pulmonary, NO
cardiovascular, gastrointestinal, urological, neurological, or psychiatric disorders.
03 History of hypersensitivity or allergies to any drug compound unless approved by the Inwestigator{s). NO
04 History or presence of an abnomai ECG, which, in the Investsigator(s) opinion, is clinically NO
significant.
05 History of alcohelism of drug addiction within 1 year prior to Study Entry; excessive alcohal NO
consumption will be discouraged.
06 Poor peripheral venous access. NO
07 Donation of blood from 30 days prior to Screening through Week 24 {or Study Completion), inclusive, NO
or of plasma from 2 waeks prior to Screening through Week 24 (or Study Completion), inclusive.
08 Receipt of blood products within 2 months prior to Study Entry. NO
09 Evidence of visible oral cancer, as found in an oral health examination or based on oral health questions NO
at each visit.
10 Any acute or chronic condition that, in the Investigator(s)' opinion, would limit the subject's ability to NO
complete and/or participate in this clinical study.
11 Subject or a relative of the subject is or has ever been employed by the tobacco industry. NG
12 Subject is an empioyee of Covance. NG
13 Subject has participated in any other investigational study drug or product trial in which receipt of an NO
investigational study drug or product occured within 30 days prior to Check-in {inclusive).
Repottrun by Amanda Lynn at 26-12-2007 12:12:20 Page 4




CRE eport for Study E6270229

Patient: 5012 Site: CA_001 Investigator; C2785 03
CRF: Screening Blank? N CRF Page #: 2
Visit: SCREENING Visit Date: 03-04-2007 Document #: R158080513
Visit: SCREENING Section Date:  03-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 11:42:10

Last Modification Time:  23-09-2007 12:05:00
Page number: 4

Section; [nformed_Consent 4 0f 10 Blank? N Section Status:  Enuy Complete
]
|
|

Informed Consent
Date the Subject Signed the Smoker Informed Consent Form 03-04-2007
Section: ‘Elin §of 10 Blank? N Section Status: Fnlrv Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 11:42:10

Last Modification Time:  23-09-2007 12:05:00
Page number: 4

Subject Eligibility
Did the subject meetl all of the inclusion criteria? YES
Did the subject have any of the exclusion criteria? NG
Criteria Criterla
Type Number Devigtion Dale Exermption Granted
Section: Patient_ Rep. Outc 6 of 10 Blank? N Section Status:  Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 11:42:10
Last Modification Time:  17-12-2007 22:36:24
Page number: 4
Patient Reported Outcome (PRO) Questionnaires )
Did the subject complete the Smoker Screening Questionnaire prior to any study Yes / No
procedures being performed? YES
Section: Demog 7 of 10 Blank? N Section Status: Enirv Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: Ben Heven Entry Time: 23-09-2007 11:42:10
Last Modification Time:  23-09-2007 12:05:00
Page number; 5
Demographics Subject Initials
(b)
Date of Birth Gender Height Height Unit Weight Weight Unit
(b) (6) Y 174.3 Cc™ 072.7 KG
XXX, X XXX.X
Ethnicity R

Report run by Amanda Lynn ai 26-12-2007 12:12:20 Page 5



CREFE Report for Study E627022€ .

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Screening Blank? N CRF Page #: 2
Visit: SCREENING Visit Date: 03-04-2007 Document #: R158080513
Section: Demog 7 of 10 ]
Hispanic or Latino? Race Race cther
NQ BLACK
Section: Vital 8 of 10 Blank? N Section Status:  Entry Complete
Visit: SCREENING Section Date;  (3-04-2007
Entered By: BenHeven Eniry Time: 23-09-2007 11:42:10

Last Modification Time:

23-09-2007 12:05:00

Page number: 5
VITAL SIGNS
Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
0738 129 80 61 16 359 c
XXX.X
Comments
Section: Hdyf Oral_Health 9 of 10 Blank? N Section Status: Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: Ben Hevyen Entry Time: 23—09—2007 11:42:10
Last Modification Time:  20-12-2007 22:34:33
Page number: 5
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
UNK YES YES
Section: Lab_Eval 10 of 10 Blank? N Section Stafus:  Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 11:42:1¢
Last Modification Time;  20-11-2007 14:04:23
Page number: 6
Laboratory Evaluations
Were the scheduled laboratory samples obtained? YES No, specify
Requisition Number 1 Q482306
Requisition Number 2 (if applicable) 0478859
Woere there any clinically significant labs? NO (Yes, specify below)
Requisifion Number Test Name H/L Lab ID Lab Name

Repor run by Amanda Lynn at 26-12-2007 12:12:20

Page 6




eport for Study E627022¢

Patient: 5012 Site: CA_001 : Investigator: C2785_03
CRF: Screening? Blank? N CRF Page #: 3
Visit: SCREENING Visit Date: 03-04-2007 Document #: R158080713
Entered By: BenHeven Entry Time: 23-09-2007 12:06:49 CRF Status: Entrv Complete
Discrepancies: None Modification Time: 17-12-2007 22:39:16
Approval Status: Not Approved Approval Time: ’ Approver:
Verification: Not Verfied Verification Time: ' Verifier:
Comment:
Section: Preg_Test 1 of 10 Blank? N Section Status:  Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: BenHevyen Entry Time: 23-09-2007 12:06:49

Last Modification Time;  23-09-2007 12:18:45
Page number; 6

Urine Pregnancy Test

Result
NfA,
MALE
OR
FEMA
LE
Section: Urine_Drug 2 of 10 Blank? N ' Section Status: Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By; Ben Heven Entry Time: 23-08-2007 12:06:49
Last Modification Time:  23-09-2007 12:43:54
Page number: 6
Urine Drug Screen
Drug Screen Result
NEG
Section: Alcohol Screen 3 of 10 Blank? N Secfion Status: Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: BenHeven Entry Time: 2309-2007 12:06:49

Last Modification Time:  23-09-2007 12:44:23
Page number: 6

Breathalyzer Alcohal Screen
Breathalyzer Result
NEG

Section: Med Hx 4 of 10 Blank? N Section Status:  Eniry Complete
Visit: SCREENING Section Date:  03-04-2007

Report run by Amanda Lynn at 26-12-2007 12:12:20 . Page 7




CRF eport for Study E6270229

Patient: 5012 Site: CA_001 ' Investigator: C2785_03
CRF: Screening2 Blank? N CRF Page #: 3
Visit: SCREENING Visit Date: 03-04-2007 Document #: R158080713
Section: Med_Hx 4 of 10
Entered By: Ben Heven Entry Time: 23-09-2007 12:06:49

Last Modificatdon Time: » 23-09-2007 12:31:48
Page number: 7

Medical History

Does the subject have any relevant medical history? NO
If so, list the specific diagnesis and/or procedura.
System Diagnosis/Procedure Date of Onset Date of Resolution/Ongoing
Section; ECG §of 10 Blank? N Section Status:  Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: BenHeven Entry Time; 23-09-2007 12:06:48

Last Medification Time: — 20-11-2007 14:05:54
Page number: §

12-LEAD ELECTROCARDICGRAM REPORT

Actual Time Ventricular Heart Rate
0744 58
Cardiac Cycle Measurements
PR Interval QRS Duration QT Interval QTc Interval
212 a8 386 393
ECG INTERPRETATION:
ANCS

Comments (related to abnormal, CS findings only):

Blank? N Section Status: Enirv Complete

Section: Usual Brand_Cig 6 of 1¢
Visit: SCREENING Section Date:  03-04-2007
Entered By; Ben Heven - Entry Time: 23-09-2007 12:06:49
Last Modification Time:  17-12-2007 22:39:16
Page number: 9
USUAL BRAND CIGARETTE PACK DATA
Usuat Brand Type Length
NEWPORT MENTHOL KING SIZE 83-85MM
’ How long have these been the subject's usual brand?
Style Pack 4 months
REGULAR _ HARD
15 years
Section; Fic_Tar_Level 7 of 10 Blank? N - Section Status; Entry Complete

Report run by Amanda Lynn at 26-12-2007 12:12:20 Page



CRF

2eport for Study E627022S

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Screening?2 Blank? N CRF Page #: 3
Visit: SCREENING Visit Date: 03-04-2007 Document #: R158080713
Section: Fitc_Tar Level 7 of 10
Visit;: SCREENING Section Date:  03-04-2007
Entered By: BenHeyen Entry Time: 23-09-2007 12:06:49
Last Modification Time: 23-09-2007 12:40:12
Page number: 9
FTC TAR LEVEL OF USUAL BRAND
FTC Tar Level (mg)
10.3
Section: Expired Carbon_M 8 of 10 Blank? N Section Status:  Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: Ben Heyen Entry Time: 23-09-2007 12:06:49
Last Modification Time:  23-09-2007 12:40:12
Page number: 10
EXPIRED CARBON MONOXIDE
Actual Time ECO Level (ppm) %COHb Commenis
0733 14 02.8
Section: Best Baseline _Sp 9qf 10 Blank? N Section Status: Enfry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: BenHeyen Entry Time: 23-09-2007 12:06:49
Last Modification Time:  23-08-2007 12:40:12
Page number; 10
BESTBASELINE SPIROMETRY TEST RESULT
Actual Time FEV 1 Predicted FVC Predicted
of FEV1/FVC Test Testing Position FEVtL {%) FVC L (%) Commenis
1028 STANDING 3.59 94 5.29 114
Section: Irvs_Training 10 of 10 Blank? N Section Status: Entry Complete
Visit: SCREENING Section Date:  03-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 12:06:49
Last Modification Time:  23-09-2007 12:40:12
Page number: 10
_ VRS TRAINING
Did ‘Subject receive training on the Daily Call-in Diary (IVRS)?
YES

Reporl run by Amanda Lynn at 26-12-2007 12:12:20
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eport for Study E6270229

Patient: 5012 Site: CA_001 Investigator: C2785_03

CRF: Week-2 Blank? N CRF Page #: 4
Visit: WEEK -2 Visit Date: 27-04-2007 Document #: R158081113

Entered Bv: BenHeven Entry Time: 23-09-2007 12:44:31 CRF Status: Entry Complete

Discrepancies: Nogne Modification Time: 23-09-2007 12:46:06
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Commient:
Section: - Usual_Brand_Coll Blank? N Section Status:  Enfry Complete
Visit: WEEK -2 Section Date:  27-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 12:44:31

Last Modification Time:  23-09-2007 12:46:06
Page number: 11

USUAL BRAND CIGARETTE COLLECTION TRAINING
1. Did subject receive foam bleck? YES
2. Did subject receive training on usual brand collection? YES
3. Was subject provided usual brand cigarettes for Week 0 YES

cigarette butt collection?

Repori run by Amanda Lynn at 26-12-2007 12:12:20 Page 10



Report for Study E6270228

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRE: Week 0 Baseline Blank? N CRF Page #: 5
Visit: WEEK 0 (BASELINE Visit Date: 26-04-2007 Document #: R158084813
Entered Bv: Ben Heven Entry Time: 23-09-2007 13:22:45 CRF Status: Eniry Complete

Discrepancies: Active

Modification Time:

21-11-2007 12:19:38

Approval Status: Not Approved Approval Time; Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Pro_Questionnair 1of 11 Blank? N Section Status: Entry Complete
Visit; WEEK 0 (BASELINE Section Date;  26-04-2007
Entered By: Ben Heven Entry Time: 23-09-2007 13:22:45

Last Modification Time:
Page number;

23-09-2007 13:30:01
12A

PRO QUESTIONNAIRES

Date 1. With the possible exception of urinating, did sublect YES / NO
26-07-2007 complete Smoker Routine Guestionnaire PRIOR to any
study procedures being perforrﬁed? YES
Section: Urine_Drug 2 of 11 Blank? N Section Status:  Enfry Complete
Visit: WEEK 0 {(BASELINE Section Date:  26-04-2007
Entered By: BenHeven Entry Time: 23-08-2007 13:22:45

Last Modification Time;
Page number:

23-09-2007 13:49:24
1ZA

Drug Screen
Date Drug Screen Result
26-04-2007 NEG
Section: Alcohol_Screen 3of 11 Blank? N Section Status:  Eniry Complete
Visit: WEEK 0 (BASELINE Secton Date:  26-04-2007
Entered By; Ben Heven Entry Time: 23-09-2007 13:22:45

Last Modification Time;
Page number:

23-09-2007 13:50:45
12A

Alcohal Screen

Date Breathalyzer Result
26-04-2007 NEG
Section: Preg_Test 4 of 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date;  26-04-2007
Entered By; Ben Heven Entry Time: 23-09-2007 13:22:45

Last Modification Time:
Page number:

20-11-2007 15:5%:19
12A

Reporl run by Amanda Lynn at 26-12-2007 12:12:20
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CRE Report for Study E627022¢ -

Patient: 5012
CRF: Week 0 Baseline
Visit: WEEK 0.(BASELINE

Site: CA_001

Blank? N
Visit Date: 26-04-2007

Investigator: C2785_03
CRF Page #: 5
Document #: R158084813

Section; Preg_Test 40of 11

Pregnancy Test
Date
26-04-2007

Result
N/A,
MALE
OR
FEMA
LE

Section: Urnne_Caoll 5of 11

Visit: WEEK 0 (BASELINE
Entered By: Ben Heyen

Blank? N

Section Date:  26-04-2007
Entry Time: 23-08-2007 13:22:45
Last Modification Tima;  20-11-2007 14:09:31
Page number: 12A

Section Status: Entry Complete

24-Hour Urine Collection

Scheduled Timepoint Start Date Start Time Stop Date Stop Time Volume Comments
SPOT URINE VOID 26-04-2007 1520 NA NA NA
0 HOUR TO 24 HOURS 26-04-2007 1530 27-04-2007 1520 800
Section: Hdvf_Oral Healh 6 of 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 0 {BASELINE Section Date;  26-04-2007
Entered By: Ben Heven Entry Time: 23-09-2007 13:22:45
Last Modification Time:  20-11-2007 14:24:10
Page number; 13.1
HDYF? INQUIRY
Actual Time HDYF Performed? Comments
Date
27-04-2007 0623 YES
Section: Vital 7of i1 Blank? N Section Status: Entry Complete

Visit: WEEK 0 (BASELINE
Entered By: BenHeyen

Section Date:  26-04-2007

Entry Time: 23-03-2007 13:22:45
23-09-2007 13:48.06
Page number: 13.1

Last Modification Time:

Date Actual Time
26-04-2007 1531

VITAL SIGNS
Blood Pressure
Systolic Diastolic Pulse Respiratory Rate
123 78 68 10

Oral
Temperature Unit
ND NA

Report run by Amanda Lynn at 26-12-2007 12;12:20
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eport for Study E627022¢ -

Patient: 5012 _ Site: CA_001 Investigator: C2785_03

CRF: Week 0 Baseline Blank? N CRF Page #: 5

Visit: WEEK 0 (BASELINE : Visit Date: 26-04-2007 Document #: R158084813
Section:  Vital Tof 11

XXX
Comments
Section; Oral Heallh_Exam 8of 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  26-04-2007
Entered By: Ben Heven Eniry Time: 23-09-2007 13:22:45

Last Modiflcation Time:; ~ 20-11-2007 14:28:42
Page number; 13.1

ORAL HEALTH EXAMINATION

Date
27-04-2007
27-04-2007
Procedure Relevant Findings?7* Findings
ORAL HEALTH QUESTIONS PERFORMED NO
EVIDENCE OF LEUKOPLAKIA NO
OTHER ORAL KERATOSIS NO
Section: Phys_Exam 9o 11 Blank? N Section Status: Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  26-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 13;22:45
Last Modification Time:  23-09-2007 13:43:37
Page number: 14.1
PHY SICAL EXAMINATION
Date
27-04-2007
Codg Number Caode Relevant Findings? Findings
01 GENERAL NC
0z SKIN NO
03 HEENT NOQ
04 MOUTH NO
05 NECK NO
06 THORAXLUNG NO
org CARDIO NO
08 ABDOMEN NO
09 MUSCULO . NO
10 NEURO NO
14 LYMPH NO
12 OTHER NA

Report run by Amanda Lynn at 26-12-2007 12:12:20 Page i3




CRF ‘eport for Study E6270229

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 0 Baseline Blank? N CRF Page #: 5
Visit: WEEK 0 (BASELINE Visit Date: 26-04-2007 Document #: R158084813
Section: Weight_Height 10 of 11 Blank? N Section Status; Entry Compleie
Visit: WEEK 0 (BASELINE Section Date:  26-04-2007
Entered By: BeitHeven Entry Time: 23-09-2007 13:22:45
Last Modification Time:  23-09-2007 13:43:37
Page number: 141
WEIGHT & HEIGHT
Date Weight Unit Height Unit
26-04-2007 073.6 KG NA
XXX.X HAX.X
Section: Lab_Eval il of 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date: . 26-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 13:22:45

Last Modification Time:

20-11-2007 14:30:46

Page number: 15.1
Laboratory Evaluations
Date
26-04-2007

Were the scheduled faboratory samples obtained? YES No, specify

Requisition Number 1 O578086
Requisition Number 2 (if applicable) 0578086
Were there any clinicaily significant labs? NO (Yes, specify below}
Requisition Number Test Name H/L Lab ID Lab Name

Report run by Amanda Lynn at 26-12-2007 12:12:20
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CRFE

Patient: 5012
CRF: Week 0 2baseline
Visit: WEEK 0 (BASELINE
Entered Bv: Ben Heven
Discrepancies: None
Approval Status: Not Approved
Verification: Not Verified
Comment:

Site:

Blank?

Visit Date:

Entry Time:
Modification Time:
Approval Time:
Verification Time:

eport for Study E6270229--_-;'—!_-:

CA_001
N
27-04-2007

23-09-2007 13:50:50
20-12-2007 22:35:28

Investigator: C2785_03
CRF Page #: 5.1
Document #: R15_8087413

CRF Status: Eniry Complete

Approver:
Verifier:

Section; Pk_Blood_Biomark
Visit: WEEK 0 (BASELINE
Entered By: BenHeven

1of 11

Blank?
Section Date:
Entry Time:

Last Modification Time:

Page number:

N

27-04-2007
23-09-2007 13:50:50
23-089-2007 13:56:27
15.1

Section Status: Eniry Complete

Blood Sampling For Biomarkers/Chemistry/Hematoiogy

(following an overnight fast)

Date Actual Time Comments
Z27-04-2007 0720
Section: Expired_Carbon_M 2of 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Seclicn Date:  27-04-2007

Entered By: BenHeyen

Entry Time:

- Last Modiflcation Timne:

Page number:

23-09-2007 13:50:50
23-09-2007 13:56:27
15.1

EXPIRED CARBON MONOXIDE

Date Actual Time ECO Lewvel (ppm) %COHE Comments
27-04-2007 1446 10 03.1
Section; Blood_Sampl _Cohb Jof 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  27-04-2007
Entered By: Ben Heven Entry Time: 23-09-2007 13:50:50

Last Modification Time;

Page number:

23-09-2007 13:56:27
15.1

Blocd Sampling for %COHb
Date Actual Time
27-04-2007 1516

Comments

Section: Pre_Bronch_Spir
Visit: WEEK 0 (BASELINE
Entered By: BenHeven

4 of 11

Blank?
Section Date:
Entry Time:

Last Modification Time:

Page number:

N

27-04-2007
23-09-2007 13:50:50
17-12-2007 23:44:34
16.1

Section Status: Entry Complete

Repori run by Amanda Lynn at 26-12-2007 12:12:20
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Patient: 5012

CRF: Week 0 2bascline
Visit: WEEK 0 (BASELINE

leport for Study E6270229

Site: CA_001
Blank? N
Visit Date: 27-04-2007

Investigator: C2785_03
CRF Page #: 5.1
Document #: R158087413

Section; Pre_Bronch_Spir

40{11

PRE-BRONCHODILATOR BEST BASELINE SPIROMETRY TEST RESULT

Visit; WEEK 0 (BASELINE
Entered By: BenHeven

Sectlon Date:  27-04-2007

Entry Time: 23-08-2007 13:50:50
23-09-2007 13:56:27

Last Modification Time:
Page number: 16.1

Actual Time
of FEV1/FVC Testing FvC
Date Test Paosition FEV1L FEV1 Predicted (%) FVCL Predicted (%) Comments
27-04-2007 1835 STANDI 3.51 91 5.01 108
NG
r Section; Provenlil Admin 5 of 11 Blank? N Section Status:  Entrv Complete
Visit;: WEEK 0 (BASELINE Section Date:  27-04-2007
Entered By; BenHeven Entry Time: 23-09-2007 13:50:50
Last Modification Time:  23-09-2007 13:56:27
Page number: 16.1
PROVENTIL ADMINISTRATION
Actual Time
of Proventil
Date Administraticn Amount Administered Comments
27-04-2007 1545 2 METERED PUFFS
Section: Post_Bronch_Spir 6 of 11 Blank? N Section Status:  Entry Complete

POST-BRONCHODILATOR BEST SPIROMETRY TEST RESULT

Visit: WEEK 0 (BASELINE
Entered By; BenHeyen

Section Date:  27-04-2007

Entry Time: 23-09-2007 13:50:50
23-09-2007 13:56:27

Last Modification Time:
Page number: 17.1

Actual Time
of FEV#/FVC Testing
Date Test Position FEV1L FEV1 Predicted (%) FVCL FVC Predicted (%) Comments
27-04-2007 1600 STANDING .74 97 4.87 105
Section: Unused_Usual_Bra Tof 11 Blank? N Section Status: Entry Complete

Unused Usual Brand Cigarette Pack Ccoilection

Yes / No
Date Does Site have 5 unopened packs of subject's usual
27-04-2007 brand cigarette to ship to CCLS? YES
Repori run by Amanda Lynn at 26-12-2007 12:12:20 Page 16




eport for Study E6270229

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 0 Z2baseline Blank? N CRF Page #: 5.1
Visit: WEEK 0 (BASELINE Visit Date; 27-04-2007 Document #: R158087413
Section: Usual Brand. Buit 8 of 11 Blank? N Section Status: Eniry Complete
Visit: WEEK 0 (BASELINE Section Date:  27-04-2007
Entered By: Ben Heven Entry Time: 23-09-2007 13:50:50

Last Modification Time:  20-12-2007 22:35:28
Page number: 171

Usual Brand Cigarette Butt Collection

Number of Usual ) ifyes, number of

Scheduled Collection Brand Cigarette But{s Any Product butts other than

Period Start Date Start Time Stop Date Stop Time Collected Deviation? usual brand: Comments
24 HOURS PRIOR TO 25-04- 1430 26-04-2007 14539 13 NO NA,
CHECK-IN 2007
24 HOURS IN-HOUSE 26-04- 1459 27-04-2007 1500 10 NO NA

2007
Section: Used_Butt_Measur 9of 11 Blank? N Section Siatus:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  27-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 13:50:50

Last Modification Time:  23-02-2007 17:05:23
Page number: 181

USUAL BRAND CIGARETTE BUTT MEASUREMENT
Scheduled Collection
Date Period
25-04-2007 24 HOURS PRIOR TO CHECK-IN
Cigarette Butt Number
1

W o~ d W N

U
)

-
W N

Cigarette Butt Measurement (mm)

40
40
32
30
38
40
zr
eyl
25
43
39
36
40

Section; Used_Butt_Measur 10 of 11 Blank? N

Visit: WEEK 0 (BASELINE Soction Date:  27-04-2007
Entered By: BenHeven Entry Time: 23-09-2007 13:50:50

Section Status:  Eniry Complete

Report run by Amanda Lynn at 26-12-2007 12:12:20
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CRE

Report for Study E627022S

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 0 2baseline Blank? N CRF Page #: 5.1
Visit: WEEK 0 (BASELINE Visit Date: 27-04-2007 Document #: R158087413
Section: Used_Butt_Measur 10 of 11

Last Modification Time:  23-09-2007 17.05:23
Page number: 19.1

USUAL BRAND CIGARETTE BUTT MEASUREMENT
Scheduled Cellection

Date Peried
26-04-2007 ' 24 HOURS IN-HOUSE
' Cigarette Butt Number Cigarette Butt Measurement {mm)
1 34
2 32
3 27
4 30
5 28
6 30
7 35
8 25
9 30
10 24
Section: Randomizaltion © 11 of 11 Blank? N : Section Status:  Entry Complete
Visit; WEEK 0 (BASELINE Secton Date:  27-04-2007
Entered By: Ben Heven . En[ry Time: 23-09-2007 13:50:50
Last Modification Time:  23-09-2007 17:05:23
Page number; 20.1
RANDCMIZATION
Date Actual Time Randomization Sequence
27-04-2007 1604 GROUP B

Repori run by Amanda Lynn at 26-12-2007 12:12:20 Page 18




Patient: 5012

CRF: Week 0 3baseline
Visit: WEEK 0 (BASELINE

Entered Bv: Ben Heven
Discrepancies: (Closed

Approval Status: Not Approved

Verification: Not Verilied
Comment:

Site::
Blank?
Visit Date:

Entry Time:

Modification Time:
Approval Time:
Verification Time:

CA_001
N
27-04-2007

23-09-2007 13:56:28
28-11-2007 09:58:20

Investigator: C2785_03
CRF Page #: 5.2
Document #: R158087613

CRF Status: Entry Complete

Approver:
Verifier:

Section: Study. Prod_Dispe
Visit; WEEK 0 {BASELINE
Entered By: Benleven

Biank?

Section Date:

Entry Time:

Last Modification Time:
Page number:

N

27-04-2007
23-09-2007 13:56:28
20-11-2007 15:51:37
23.1

Section Status:  Eniry Complete

Date
27-04-2007
27-04-2007
27-04-2007

STUDY PRODUCT DISPENSATION

Actual Time Product Dispensed
1615 SNUS
1615 SNUS
1615 SNUS

Flavor
ORIGINAL
FROST
SPICE

Amournt Dispensed
3
1
1

Repor run by Amanda Lynn at 26-12-2007 12:12:20
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eport for Study E6270229

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Inlercurrent_lII Blank? N CRF Page #: 7
Visit: INTERCURRENT ILL . Visit Date: 27-04-2007 Document #: R158087713
Entered Bv: Ben Heven Entry Time: 23-09-2007 13:58:10 CRF Status: Entry Complete
Discrepancies: None Modification Time:  23-09-2007 13:58:30
Approval Status: Not Approved Approval Time: Approver:
Verification: Noi Verfied Verification Time: Verifier:
Comment:
Section: [p_Findings Blank? N Section Status: Entry Complete
Visit; INTERCURRENT ILL Section Date:  27-04-2007
Entered By: BenHeyen Entry Time: 23-09-2007 13:58:10

Last Modificadon Time:  23-09-2007 13:58:30
Page number; 21

Intercurrent lilness/Physical Findings
Did the subject experience any intercurrent illness/findings from Screening to the first use of study product?
NO '
Onset Resolved / Changed
Date Time Date

Time

Severity

Relationship
te Procedure

Action Taken

Event No lness/Finding

Report run by Amanda Lynn at 26-12-2007 12:12:20

Page
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Patient: 5012 Site:
CRF: Week 1 Blank?

Visit;: WEEK 1 Visit Date:
Entered Bv: Ben Heven Entry Time:

Discrepancies: Active Modification Time:

eport for Study E6270229

CA_001
N
04-05-2007

23-09-2007 13:58:46
28-11-2007 09:58:20

Investigator: C2785_03
CRF Page #: 8
Document #: R158087913

CRF Status: Entry Complete

Approval Status: Not Approved Approval Time:; Approver:
Verification: Noi Verified Verification Time: Verifier:
Comment:
Section: Hdyf_Oral_Health 1afs Blank? N Section Status:  Entry Complete
Visit: WEEK 1 Section Date:  04-05-2007

Entered By: BenHeven Entry Time:

Last Modification Time:

23-09-2007 13:58:46
27-11-2007 23:38:14

Page number: 22
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HOYF Pearformed? Performed? Comments
1213 YES ND
Section: Vital 2of 5 Blank? N Section Status:  Enlry Complete
Visit, WEEK 1 Section Date:  04-05-2007 '
Entered By: BenHeven Entry Time: 23-09-2007 13:58:46
Last Modification Time: 23-09-2007 14:02:49
Page number: 22
VITAL SIGNS
Blood Pressure Oral )
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
1219 126 84 B1 12 36.4
XXX.X
Comments
Section: Fxpired Carbon_M 30fb Blank? N Section Status:  Entry Complete
visit: WEEK 1 Secton Date:  (4-05-2007
Entered By: BenHevyen Erry Time: 23-09-2007 13:58:46
Last Modification Time:  23-09-2007 14:02:49
Page number: 22
EXPIRED CARBON MONOXDE
Actual Time ECQ Lewel (ppm) %COHB Comments
1217 21 03.9
Section: Unused_Study_Pro 40of 5 Blank? N Section Status: Entry Complete

Report run by Amanda Lynn at 26-12-2007 12:12:20
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Patient: 5012 Site:
CRF: Week 1 Blank?
Visit: WEEK 1 Visit Date:

2eport for Study E627022S

CA_001 Investigator: C2785_03
N CRI Page #: 8
04-05-2007 Document #: R158087913

Section: Unused_Studv__Pro
Visit: WEEK 1

40f5

Section Date:

04-05-2007

Entered By: Ben Heven Entry Time: 23—0972007 13:58:46
Last Modification Time;  27-11-2007 23:38:38
Page number: 23

Unused Study Product Retumed

Ameunt Retumed

Product Returned Flavor Packs Individual Cigarettes / pouches
ND ND ND ND
Section: Study_Prod_ Dispe 50f 5 Blank? N Section Status:  Entry Complete
Visit: WEEK 1 Section Date:  04-05-2007
Entered By: BenHeyen Entry Time: 23-09-2007 13:58:46
Last Modification Time:  25-09-2007 22:45:00
Page number: 23
STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed
1229 SNUS FROST 1
Report run by Amanda Lynn at 26-12-2007 12:12:20 Page 22




Report for Study E627022S

Patient: 5012 Site: CA_001 Investigator: C2785_03

CRF: Week 2 Blank? N CRF Page # 9
Visit; WEEK 2 Visit Date: 11-05-2007 Document #: R158088013

Entered By: Ben Heven Entry Time: 23-09-2007 14:02:56 CRF Status: Entry Complete

Discrepancies: Aclive Modification Time: 24-12-2007 11:04:32
Approval Status: Not Approved: Approval Time: Approver;
Verification: Not Verified Verification Time:; Verifier:
Comment; ,
Section: Hdyl Oral_Healih 1of 6 Blank? N Section Status:  Entry Complete
Visit;: WEEK 2 Section Date:  11-05-2007

Entered By: BenHeven . Entry Time: 23-09-2007 14:02:56
‘ Last Modification Time:  27-11-2007 23:38:54
Page number: 24

HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
1241 YES ND

Section; Vital 20f 6 Blank? N Section Status; Entry Complete

Visit: WEEK 2 Section Date:  11-05-2007
Entered By: BenHeyen Entry Time: 23-09-2007 14:02:56
Last Modification Time:  23-09-2007 14:06:15
Page number: 24

VITAL SIGNS
Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature ' Unit
1249 120 83 59 12 36.4 c
KKK
Comments
Section: Expired Carbon M 3of 6 Blank? N Section Status:  Entry Complete
Visit: WEEK 2 Section Date:  11-05-2007 '
Entered By: BenHeven Entry Time: 23-09-2007 14:02:56
Last Modification Time:  23-09-2007 14:06:15
Page number: 24
EXPIRED CARBON MONOXDE
Actual Time ECO Lewel (ppm) %COHb Comments
1253 20 03.8
r Section: Blood_Sampl_Cohb 4of 6 Blank? N Section Status: Entry Compiete

Repor run by Amanda Lynn at 26-12-2007 12:12:20 Page 23



CRF Report for Study E627022¢

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 2 Blank? N CRF Page #: 9
Visit: WEEK 2 Visit Date: 11-05-2007 Document #: R158088013
Section: Blood Sampl Cohb 4of 6
Visit: WEEK 2 ) Section Date:  11-05-2007
Entered By: Ben Hevyen Eniry Time: 23-09-2007 14:02:56

Last Modification Time:  23-08-2007 14:06:15
- Page number; 24

Blood Sampling for %COHb

Actual Time Comments
1256
Section: Unused_Study Pro 506 Blank? N Section Status:  Entry Comnlete
Visit: WEEK 2 Section Date:  11-05-2007
Entered By: BenHeven Entry Time: 23-09-2007 14:02:56

Last Modification Time:;  27-11-2007 23:39:13
Page number: 25

Unused Study Product Returned
Amount Retumed

Product Returned Flavor Packs Ihdividuai Cigarettes / pouches
ND ND ND ND
Section: Study_Prod_Dispe 6 of 6 Blank? N Section Status: Enmry Complete
Visit: WEEK 2 Section Date;  13-05-2007
Entered By: Ben Heven Entry Time: 23-09-2007 14:02:56

Last Modification Time;  20-12-2007 22:33:07
Page number: 25

STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Fiavor Amount Dispensed
1247 SNUS FROST 1

Report run by Amanda Lynn at 26-12-2007 12:12:20 Page 24




CREF .

Patient: 5012 Site: CA_001 Investigator:
CRF: Week 4 Blank? N CRF Page #:

Visit: WEEK 4 Visit Date: 25-05-2007 Document #:
Entered By: BenHeven Entry Time: 23-09-2007 14:06:23 CRF Status:

Report for Study E627022¢

C2785_03
10
R158088213

Entry Complete

Discrepancies: Active Modification Time: 24-12-2007 11:04:32
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment;
Section; Pro_Questionnair 1of 6 Blank? N Section Status:  Entry Complete
Visit: WEEK 4 Section Date:  23-05-2007
Entered By; Ben Heven Entry Time: 23-09-2007 14:06:23
Last Modification Time:  20-11-2007 16:03:46
Page number: 26
PRO QUESTIONNAIRES
With the possible exception of urinating, did subject YES / NO
complete Smoker Core Questionnaire PRIOR 1o any
study procedures being performed? YES
Section; Hdyf Oral_Health 20f 6 Blank? N Section Status: Eatry Complete
Visit;: WEEK 4 Section Date:  25-05-2007
Entered By: BenHevyen Entry Time: 23-09-2007 14:06:23

Last Modification Time:
Page number:

27-11-2007 23:39:28
26

HDYF? / OCRAL HEALTH QUESTIONS INQUIRY

Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
1228 YES ND
Section: Vital 3ofb Blank? N Section Status:  Entry Complete
Visit; WEEK 4 Section Date:  25-05-2007
Entered By; BenlHeven Eniry Time: 23-09-2007 14:06:23
Last Modification Time; 23-09-2007 14:22:43
Page number; 26
VITAL SIGNS
Blood Pressure Cral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
1245 129 79 67 10 364 c
WK X
Comments

Report run by Amanda Lynn at 26-12-2007 12:12:20
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CRF eport for Study E6270229 i

Patient; 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 4 Blank? N CRF Page #: 10
Visit: WEEK 4 Visit Date: 25-05-2007 ) Document #: R158088213
Section: Expired_Carbon M 4of6 Blank? N Section Status: Entry Complete
Visit: WEEK 4 Secton Date:  25-05-2007
Entered By: BenHeven Entry Time: 23-09-2007 14:06:23

Last Modification Time:  23-09-2007 14:22:43
Page number; 26

EXPIRED CARBON MONOXDE

Actual Time ECO Lewet (ppm) %COHb Comments
1248 47 08.1
Section: Unused Study_Pro 5of 6 Blank? N Section Status: Entry Complete
Visit: WEEK4 : Section Date:  25-05-2007
Entered By: BenHevyen Entry Time: 23-09-2007 14:06:23

Last Modification Time:  20-11-2007 16:07:32
Page number; 27

Unused Study Preduct Retumed
Amaunt Refumed

Product Returned Flavor Packs Individual Cigarettes / pouches
ND ] ND ND ND
Section: Study_Prod_Dispe 6 of 6 Blank? N Section Status:  Eniry Complete
Visit: WEEK4 Section Date:  25-05-2007
Entered By; Ben Heven Enr_ry Time: 23-09-2007 14:06:23

Last Modification Time:  25-09-2007 22:47:59
Page number: 27

STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Fiavor Amount Dispensed
1250 SNUS " FROST 2

Report run by Amanda Lynn at 26-12-2007 12:12:20 Page 26




CRF _eport for Study E6270229

Patient: 5012 Site; CA_001 Investigator; C2785_03

CRF: Week 6 Blank? N CRF Papge #: 11
Visit: WEEK 6 o Visit Date: 06-06-2007 Document #: R158088613

Entered Bv: BenHeven Entry Time: 23-08-2007 14:08:39 CRF Status: Eniry Complete

Discrepancies: Active Modification Time: 27-11-2007 23:39:58
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Hdyf Oral Health lofb Blank? N Section Status:  Entry Complete
Visit: WEEK6 Section Date;  06-06-2007
Entered By: - BenHeven Entry Time: 23-09-2007 14:08:39

Last Modification Time:  27-11-2007 23:39:58
Page number: 28

HDYF? / ORAL HEALTH QUESTIONS INQUIRY

Oral Health
Questions
Actual Time HDYF Performad? FPerformed? Comments
1154 YES ND
Section: Expired_Carbon_M 2of 5 Blank? N Section Status:  Entry Complete
Visit: WEEK 6 Section Date:  06-06-2007
Entered By; Ben Heven EnU‘y Time: 23-09-2007 14:08:39

Last Modification Time:  23-09-2007 14:25:02
Page number: 28

EXPIRED CARBON MONOXDE

Actual Time ECO Lewel {(ppm) %COHE Comments
1203 27 04.9
Section: Vital 3of 5 Blank? N Section Status:  Entry Complete
Visit: WEEK 6 Section Date:  06-06-2007
Entered By; Ben Hevyen ) Ent_ry Time: 23-00-2007 14:08:39

Last Modification Time;  23-00-2007 14:25:02
Page number: 28

VITAL SIGNS
Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
1158 125 76 58 14 36.4 C
XXX.X
Comments
Section: Unused_Situdy_Pro 40f5 ' Blank? N Section Status:  Entry Complete

Repottrun by Amanda Lynn at 26-12-2007 12:12:20 ) Page 27




Patient: 5012 Site:;
CRF: Week 6 Blank?
Visit: WEEK 6 Visit Date:

eport for Study E6270229

CA_001 Investigator: €2785_03
N CRF Page #: 11
06-06-2007 Document #: R158088613

Section; Unused_Study_Pro
Visit: WEEK 6
Entered By: BenHeven

455
Section Date:
Entry Time:
Last Modification Time:

6-06-2007
23-09-2007 14:08:39
20-11-2007 16:09:16

Page number: 29
Unused Study Preduct Retumed
Amount Retumned
Product Returned Flavor Packs Individual Cigarettes / pouches
ND ND ND ND
Section: Study Prod Dispe 50f5 Blank? N Section Status: Entry Complete
Visit: WEEK 6 Section Date:  06-06-2007
Entered By; BenHeyen Entry Time:; 23-09-2007 14:08:39

Last Modification Time:

25-09-2007 22:48:31

Page number: 29
STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed
1215 SNUS FROST 1

Report mun by Amanda Lynn at 26-12-2007 12:12:20
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CRF. 2eport for Study E627022S .

Patient: 5012 Site: CA_001 Investigator: C2785_03

CRF: Week 8 Blank? N CRF Page #. 13
Visit: WEEK 8 Visit Date: 19-06-2007 Document #: R158091313

Entered By: Ben Heven Entry Time: 23-09-2007 14:26:22 CRF Status: Entry Complete

Discrepancies; Active Modification Time: 27-11-2007 23:40:16
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verdfied Verification Time: Verifier:
Comment:
Section: Pro_Questionnair 1of6 Blank? N Section Status: Enlry Complete
Visit: WEEK 8 Section Date:  19-06-2007
Entered By: BenHeven Eniry Time: 23-08-2007 14:26:22

Last Modification Time:
Page number:

23-09-2007 14:28:07
30

PRO QUESTIONNAIRES
With the possible exception of urnating, did subject
complete Smoker Core Questionnaire PRIOR to any
study procedures being performed?

YES / NO

NC

Section: Hdvyf_Oral_Health 2of b Blank? N

Section Status: Entrv Complete

Visit; WEEK 8
Entered By: BenHeven

Section Date:
Entry Time:
Last Modification Time:

19-06-2007
23-09-2007 14:26:22
27-11-2007 23:40:16

Page number: 30
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HOYF Performed? Performed? Comments
1218 YES ND
Section: Vital Jof 6 Blank? N Section Status: Entry Complete
Visit: WEEK 8 Section Date;  19-06-2007
Entered By: BenHeven Entry Time; 23-09-2007 14:26:22
Last Modification Time:  23-09-2007 14:28:07
Page number; 30
VITAL SIGNS
Blood Pressure COral
Actual Time Systalic Diastolic Pulse Respiratory Rate Temperature Unit
1223 118 77 58 14 35.9
A 200X
Comments

Repor run by Amanda Lynn at 26-12-2007 12:12:20
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CREF

Report for Study E6270225

Patient: 5012 Site: CA_001 Investigator: C2785_03
CREF: Week 8 Blank? N CRF Page #: 13
Visit: WEEK 8 Visit Date: 19-06-2007 Document #: R158091313
Section: Expired Carbon M 40f 6 Blank? N Section Status; Entry Complete
Visit: WEEKS Section Date:  19-06-2007
Entered By: BenHeven Entry Time: 23-09-2007 14:26:22
Last Medification Time;  23-09-2007 14:28:07
Page humber: 30
EXPIRELD CARBON MONOXIDE
Actual Time ECO Lewe! (ppm) %COHb Comments
1229 21 03.9
Section: Unused_Studvy_Pro 5of 6 Blank? N Section Status:  Entry Complete
Visit: WEEK 8 Section Date:  19-06-2007 ‘

Entered By: BenHeven Entry Time:
Last Modification Time:

Page number:

23-09-2007 14:26:22
20-11-2007 16:22:41
31

Unused Study Product Retusned

Amount Returned

Product Returned Flavor Packs Individual Cigareites / pouches
ND ND ND ND
Section: Study_Prod_Dispe 6of 6 Blank? N Section Status:  Eniry Complete
Visit: WEEK 8 Section Date:  19-06-2007
Entered By: Ben Heven Entry Time: 23-09-2007 14:26:22

Last Modification Time:

256-09-2007 22:49:00

Page number: 31
STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed
1222 SNUS FROST 1

Repod tun by Amanda Lynn at 26-12-2007 12:12:20

Page 30




CRF Report for Study E627022¢

Patient: 5012 Site;
CRF: Week 10 Blank?

Visit: WEEK 10 Visit Date:
Entered By: BenHeven Entry Time:

Discrepancies: Active Modification Time:

CA_001
N
06-07-2007

23-09-2007 14:28:10
27-11-2007 23:40:33

Investigator: C2785_03
CRF Page #: 14
Document #: R158091813

CRF Status: Entry Complete

Approval Status: Not Apnroved Approval Time: Approver;
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Hdyl Oral_Health lof b Bilank? N Section Status: Entry Complete
Visit: WEEK 10 Section Date:  06-07-2007

Entry Time:
Last Modification Time:

Entered By: BenHeven

23-09-2007 14:28:10
27-11-2007 23:40:33

Page number: 32
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Quastions
Actual Time HDYF Performed? Performed? Comments
1150 YES ND
Section: Expired_Carbon M 2of 5 Blank? N Section Status;  Entry Complete
Visit: WEEK 10 Section Date:  06-07-2007
Entered By: BenHeven Entry Time: 23-09-2007 14:28:10
Last Modification Time:  23-09-2007 14:31:54
Page number: 32
EXPIRED CARBON MONOXDE
Actual Time ECO Lewe! (ppm) %COHD Comments
1158 31 05.5
Section: Vital dofd Blank? N Section Status:  Entry Complete
Visit: WEEK 10 Section Date:  06-07-2007
Entered By; BenlIleven Entry Time; 23-09-2007 14:28:10
Last Modification Time:  23-09-2007 14:31:54
Page number: 32
WVITAL SIGNS
Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
1156 116 71 68 14 36.1
XXK.X
Comments
T Section; Unused Studv_Pro dgf5 Blank? N Section Status:  Entry Complete

Report run by Amanda Lynn al 26-12-2007 12:12:20
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teport for Study E6270229

Patient: 5012 Site; CA_001 Investigator: C2785_03
CRF: Week 10 Blank? N CRF Page #: 14
Visit: WEEK 10 Visit Date: 06-07-2007 Document #: R158091813
B Section: Unused_Study_Pro 40f 5
Visit: WEEK 10 Section Date:  06-07-2007

Entered By: BenHevyen Entry Time:
Last Modification Time:

Page number:

23-09-2007 14:28:10
20-11-2007 16:46:53

33

Unused Study Product Retumed

Amount Retumed

Praduct Returned Flavor Packs Individual Cigarettes / pouches
ND ND ND ND
Section: Study_Prod_Dispe 5of 5 Blank? N Section Status: Eniry Complete
Visit; WEEK 10 Section Date:  06-07-2007
Entered By: Benleven Entry Time: 23-09-2007 14:28:10

Last Modification Time:

20-11-2007 16:50:11

Page number; 33
STUDY PRODUCT DISPENSATION
Actual Time Praduct Dispensed Flavor Amount Dispensed
1166 SNUS FROST 1

Repor run by Amanda Lynn at 26-12-2007 12:12:20
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CRF

2eport for Study E6270229

Entered By: BenHeven

Entry Time:
Last Modification Time:
Page number:

20-11-2007 17:05:38

34

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 12 Blank? Y CRF Page #: 15
Visit: WEEK 12 Visit Date: 00-00- Document #: R167086313
Entered By: BenHeven Entry Time: 20-11-2007 17:05:38 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Apuprover:
Verification: Not Verfied Verification Time: Verifier;
Comment:
B Section: Pro_Questionnair 1of 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  00-00-
Entered By: Ben Heven Entry Time: 20-11-2007 17:05:38
Last Modification Time:
Page number: 34
PRO QUESTIONNAIRES
Date 1. With the possible exception of urinating, did subject YES / NO
complete Smaker Routine Questionnaire PRIOR to any
study procedures being performed?
Section: Urine_Drug 2of 11 Blank? Y Section Status; Created
Visit; WEEK 12 Section Date:  00-00-
Entered By: Ben Heven Eniry Time; 20-11-2007 17:05:38
Last Modilication Time:
Page number: 34
Drug Screen
Data Drug Screen Result
Section: Alcohol_Screen 3of 11 Blank? Y Section Status: Created
Visit; WEEK 12 Section Date:  00-00-
Entered By: Ben Heven Entry Time:; 20-11-2007 17:05:38
Last Modification Time:
Page number: 34
Alcohol Screen
Date Breathalyzer Result
Section; Freg Test 4 of 11 Blank? Y ‘Section Status; Created
Visit: WEEK 12 Section Date;  04-00-

Pregnancy Test

Reportrun by Amanda Lynn at 26-12-2007 12:12:20

Page
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eport for Study E6270229

Patient:; 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 12 Blank? Y CRF Page #; 15
Visit: WEEK 12 Visit Date: 00-00- Document #: R167086313
Section; Preg Test 4of 11
Date Result
Section: Usine_Coll 5 of 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  00-00-
Entered By: BenHeven Entry Time: 20-1 1-2007 17:05:38
Last Modification Time:
Page number: 34
24-Hour Urine Collection
Total
3 Scheduted Timepoint Start Date Start Time: Stop Date Stop Time Volume Comments
Section: Hdyi_Cral_Health 6 of 11 Blank? Y Section Status: Created
Visit; WEEK 12 Section Date:  00-00-
Entered By: BenHeven Entry Time: 20-11-2007 17:05:38
Last Medification Time:
Page number: 35
HDYF? INQUIRY
Actual Time HDYF Performed? Comments
Date
Section: Vital 7of 11 Blank? Y Section Status:  Created
Visit; WEEK 12 Secton Date:  00-00-
Entered By: Ben Heven Entry Time; 20-11-2007 17:05:38
Last Modification Time:
Page number: 35
VITAL SIGNS
Biood Pressure Oral
Date Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
XXX X
Comments
Section: Oral_Health Exatrn 8 of 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  00-00-
Entered By: BenHeven Entry Time: 20-11-2007 17:05:38
Last Modification Time:
Page number; 35
ORAL HEALTH EXAMINATION
Report run by Amanda Lynn at 26-12-2007 12:12:20 Page 34




CRE!

leport for Study E6270229

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 12 Blank? Y CRF Page #. 15
Visit: WEEK 12 i Visit Date: 00-00- Document #: R167086313
Section: Oral_Health_Exam 8 of 11
Date
Proceciure Relevant Findings?* Findings
Section: Phys_Exam 9of 11 Blank? Y Section Status:  Created
Visit: WEEK 12 - Section Date;  ({-00-
Entered By: BenHeyen Entry Time: 20-11-2007 £7:05:38
Last Modification Time:

Page number: 36

PHYSICAL EXAMINATION

Date
Coda Number Code Relevant Findings? Findings
Section; Weight_Height 10 of 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  00-00-
Entered By: BenHeven Entry Time; 20-11-2007 17:05:38
Last Modification Time:
Page number: 36
WEIGHT & HEIGHT
Date Weight Unit Height Unit
X0 X XXX.X
Section: Lab_Eval 11 of 11 Blank? Y Section Status; Created
Visit: WEEK 12 Section Date:  00-00-
Entered By: BenHeyen Entry Time: 20-11-2007 17:05:38
Last Modification Time:
Page number: 37
Laboratory Evaluations
Data
Were the scheduled laboratory samples obtained? No, specify

Requisition Number 1
Requisttion Number 2 (if applicable)
Were there any clinically significant labs? (Yes, specify below)
Requisition Number Test Name HL . Lab ID Lab Name

Report run by Amanda Lynn at 26-12-2007 12:12:20
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CRF eport for Study E6270229

Patient; 5012 Site: CA_Q01 Investigator: C2785_03
CRF: Week 12(2) Blank? Y CRT Page #: 16
Visit: WEEK 12 Visit Date: 00-00- Document #: R167086413
Entered By: Ben Heven Entry Time: 20-11-2007 17:05:43 CRF Status: Created
Discrepancies: Npne Modification Time:
Approval Status: Not Approved Approval Time: Approver;
Verification; Not Verlied Verification Time: Verifier:
Comment;
Section; FPk_Blood_Biomark lof 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  00-00-
Entered By: Ben Heven Entry Time; 20-11-2007 17:05:43

Last Modification Time:
Page number: 37

Blood Sampling For Biomarkers/Chemistry/Hematology
(following an evernight fast)

L Date Actual Time Comments
Section: Expired_Carbon M 2 of 11 Blank? Y Seclion Status: Created
Visit; WEEK 12 Section Date: 00-00-
Entered By; Ben Heven Enr_ry Time; 20-11-2007 17:05:43

Last Modification Time:
Page number: 37

EXPIRED CARBON MONOXDE

Date Actual Time ECO Lewel {ppm) %COHbD Comments
Section: Blood_Sampl_Cohb 3of 11 Blank? Y Section Status; Created
Visit: WEEK 12 ) Section Date:  00-00-
Entered By: Ben Heven ’ Eniry Time; 20-11-2007 17:05:43
Last Modification Time:

Page number: 37

Bleod Sampling for %COHb

Date Actual Time Comments
Section: Pre_Bronch_Spir 4 of 11 Blank? Y Secton Status: Created
Visit; WEEK 12 Section Date;  00-00-
Entered By; Ben Heven Enl_ry Time; 20-11-2007 17:05:43

Last Modification Time;
Page number; 38

PRE-BRONCHODILATOR BEST BASELINE SPIRCMETRY TEST RESULT
Actual Time

Repor run by Amanda Lynn af 26-12-2007 12:12:20 Page 36




CREF..

Patient; 5012
CRF: Week 12(2)
Visit: WEEK 12

Site: CA 001
Blank? Y

Visit Date: 00-00-

Investigator: C2785_03
CRF Page #: 16
Document #: R167086413

Section: Pre Bronch, Spir 4 of 11
of FEV1/FVC Testing FVC
Date Test Position FEV1L FEV1 Predicted (%) FVC L Predicted (%) Comments
Section: Proventl Admin Sof 11 Blank? Y Section Status:  Created
Visit: WEEK 12 Section Date:  00-00-
Entered By; Ben Heven Entry Time: 20-11-2007 17:05:43
Last Modification Time:
Page number: 38
PROVENTIL ADMINISTRATION
Actual Time
of Praventil
Date Administration Amount Administered Comments
Section: Post_Bronch_Spir 6of 11 Blank? Y Section Status: Created
Visit: WEEK 2 Section Date: 00-00-
Entered By; Ben Heven Entry Time: 20-11-2007 17:05:43
Last Modification Time:
Page number: 38
POST-BRONCHODILATOR BEST SPIROMETRY TEST RESULT
Actual Time
of FEV1/FVC Testing
Date Test Position FEV1L FEV1 Predicied (%) FVCL FVC Predicted (%} Comments
Section: Used Study Tobac 7ol 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  00-00-
Entered By: Ben Heven Enr_q( Time: 20-11-2007 17:05:43
- Last Modification Time:
Page number: 39
USED STUDY TOBACCO-HEATING CIGARETTE COLLECTION
Number of Study
Tobacco-Heating Weight of
Scheduled Collection Stop Stop Cigarettes Cigarettes Collected Any Product If yes, # of other
Timepoint Start Date Start Time Date Time Collected {9} Dewviation? Brand Comments
Section: Used_Studv_Snus 8of 11 Blank? Y Section Status: Created
Visit; WEEK 12 Section Date:  00-00-

Entered By: BenHeven

Entry Time: 20-11-2007 17:05:43

Reporirun by Amanda Lynn at 26-12-2007 12:12:20

Page 37




eport for Study E6270229

Patient: 5012 Site: CA_001- Investigator: C2785_03
CRF: Week 12(2) Blank? Y CRF Page #: 16
Visit: WEEK 12 Visit Date: 00-00- Document #: R167086413
Section: Used_Study_Snus B of 11
Last Modification Time;
Page number: 40
USED STUDY SNUS COLLECTION
Scheduled Collection Number of Study Any Product If Yes, # of
Timepaoint Start Date Start Time Stop Date Stop Time Pouches Collected Devation? other brand: Comments
Section: Used Study_Bum 9 of 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  00-00-
Entered By: BenHeven Entry Time:; 20-11-2007 17:05:43
Last Modification Time:
Page number: 41
USED STUDY TOBACCO-BURNING CIGARETTE COLLECTION
Number of Study Tobacco-
Scheduled Collection Buming Cigarettes Any Product - ¥ Yes, # of other
Timepoint Start Date Start Time Stop Date Stop Time Collected Deviation? brand: Comments
Section: Used_Butt Measur 10 of 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date;  00-00-
Entered By; Ben Heven Enn-y Time: 20-11-2007 17:05:43

Last Modification Time:
Page number:

42

USUAL STUDY TOBACCO-BURNING CIGARETTE BUTT MEASUREMENT

Scheduled Collection

Date Period

Cigaretie Butt Number Cigarette Butt Measurement (mm)
Section: Used BuiiMeasur 11 of 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  00-00-
Entered By: Ben Heven Entry Time: 20-11-2007 17:05:43
Last Modification Time:
Page number; 43
USED STUDY TOBACCO-BURNING CIGARETIE BUTT MEASUREMENT
Scheduled Collection )
Date Period
Cigarette Butt Number Clgarette Butt Measurement (mm)

Page 38
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CRF Report for Study E627022€

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 12(3) Blank? Y CRF Page #: 17
Visit: WEEK 12 Visit Date: 00-00- Document #: R167086513
Entered Bv: BenHeven Entry Time: 20-11-2007 17:05:48 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section Status: Created

1of2 Blank? Y
Section Date:  00-00-
Entry Time: 20-11-2007 17:05:48
Last Modification Time:
Page number: 44

Section: Umised_Study_Pro
Visit; WEEK 12
Entered By: BenHeven

Unused Study Product Retumed

Amount Retumed

Date Actual Time Product Returned Flavor Packs Individual Cigareftes / pouches
Section; Study_Prod_Dispe 2of 2 Blank? Y Section Status: Created
Visit: WEEK 12 Sectlon Date:  00-00-
Entered By: BenHeyen Entry Time: 20-11-2007 17:05:48
Last Modification Time:
Page number: 44
STUDY PRODUCT DISPENSATION
Date Actual Time Product Dispensed Flavor Ameount Dispensed

Page 39
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CRF eport for Study E627022S

Patient: 5012 _ Site; CA_001 Investigator: C2785_03
CRF: Week 14 Blank? Y CRF Page #: 18
Visit: WEEK 14 : Visit Date: 31-07-2007 Document #: R167086713
Entered Bv: Ben Heven Entry Time: 20-11-2007 17:06:42 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Noi Verified Verification Time: Verifier:
Comment: _
Section: Hdvi_Oral Health lofs Blank? Y Section Status: Created
Visit: WEEK 14 Section Date:  31-07-2007
Entered By: Ben Heven Entry Time; 20-11-2007 17:06:42
Last Modification Time:
Page number: 45
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Heaith
Questions
Actual Time HDYF Performed? Performed? Comments
Section: Ezxnired_Carbon_M 2of5 Blank? Y Section Status: Created
Visit: WEEK 14 Section Date:  31-07-2007
Entered By: Ben Heven Ent_ry Time: 20-11-2007 17:06:42
Last Modification Time:
Page number: 45
EXPIRED CARBON MONOXDE
Actual Time ECO Lewel (ppm) %CCOHD Comments
Section: Vital Iof5 ' Blank? Y Section Status: Created
Visit: WEEK 14 Section Date:  31-07-2007
Entered By: BenHeven : Entry Time: 20-11-2007 17:06:42
Last Modification Time:
Page number; 45
VITAL SIGNS
Bleod Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
XXX X
Comments
Section: Unused Study_Pro 49f5 Blank? Y Section Status: Created
Visit: WEEK 14 Section Date:  31-07-2007
Entered BY Ben Heven Eﬂ[[y Time: 20-11-2007 17.06:42
Last Modification Time;
Page 40
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eport for Study E627022S

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 14 Blank? Y CRF Page #: 18
Visit: WEEK 14 Visit Date: 31-07-2007 Document #: R167086713
Section: Unused_Study_Pro -4 of 5

Page number: 46

Unused Study Product Returmed
Amount Returned

Product Returned Flavor Packs ~ IndiMdual Cigarettes / pouches
Section: Study Prod_Dispe 50f 5 Blank? Y Section Status: Created
Visit: WEEK 14 Section Date:  31-07-2007
Entered By: Ben Heyen Entry Time: 20-11-2007 17:06:42
Last Modification Time:
Page number: 46
. STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed
Repott tun by Amanda Lyan at 26-12-2007 12:12:20 Page 41



leport for Study E6270229

Patient; 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 16 Blank? Y CRF Page #: 19
Visit: WEEK 16 Visit Date: 31-07-2007 Document #: R167086913
Entered By: BenHeven Entry Time: 20-11-2007 17:07:15 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment;
Section: Pro_Questionnair 1of 6 Blank? Y Section Status: Created
Visit: WEEK 16 Section Date:  31-07-2007
Entered By: Ben Heven Entry Time: 20-11-2007 17.07:15
Last Modification Time;
Page number; 47
PRO QUESTIONNAIRES
With the possible exception of urinating, did subject YES / NO
complete Smoker Core Questionnaire PRICR fo any
study procedures being performed?
Section; Hdyl_Oral Heaith 2of 6 Blank? Y Section Status: Created
Visit: WEEK 16 Section Date:  31-07-2007 _
Entered By: BenHeven Entry Time: 20-11-2007 17:07:15
Last Modification Time:
Page number: 47
HOYF? / ORAL HEALTH QUESTIONS INQUIRY
Oraj Heaith
Questions
Actual Time HOYF Performed? Performed? Comments
Section: Vital 30f6 Blank? Y Section Status: Created
Visit: WEEK 16 Section Date;  31-07-2007
Entered By: BenHeven Entry Time: 20-11-2007 17:07:15
Last Modification Time:
Page number: 47
VITAL SIGNS
Biood Pressure Oral .
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
XX
Comments
Section: FExpired_Carbon_M 4 0of 6 Blank? Y Section Status; Created
Visit: WEEK 16 Section Date:  31-07-2007
Page 42
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Report for Study E627022€

Patient; 5012 Site: CA_00L Investigator: C2785_03
CRF: Week 16 Blank? Y CRFE Page #: 19
Visit: WEEK 16 Visit Date: 31-07-2007 Document #: R167086913
Section: Expired_Carbon_M 4pf6
Entered By: BenHeven Entry Time: 20-11-2007 17:07:15
Last Modification Time:
Page number: 47
EXPIRED CARBON MONCXDE
Actual Time ECO Lewel {(ppm) %COHb Comments
Section;  Unused_Study_Pro 5of 6 Biank? Y Section Status; Created
Visit: WEEK 16 Section Date:  31-07-2007
Entered By; Ben Heven Enn-y Time: 20-1 1-2007 17:07:15
Last Modification Time:
Page number: 48
Unused Study Preduct Retumed
: Amount Retumed
Product Returned Flavor Packs Individual Cigarettes / pouches
Section: Study_Prad_Dispe 6 of 6 Blank? Y Sectlon Status:  Created
Visit: WEEK 16 Section Date;  31-07-2007
Entered By: Ben Heven Entry Time: 20-11-2007 17:07:15
Last Modification Time;
Fage number: 48
STUDY PRODUCT DISPENSATICN
Actual Time Product Dispensed Flavor Amount Dispensed
Report run by Amanda Lynn at 26-12-2007 12:12:20 Page 43




Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 18 Blank? Y CRF Page #: 20
Visit: WEEK 18 Visit Date: 31-07-2007 Document #: R167087013
Entered Byv: Ben Heven Entry Time: 20-11-2007 17:07:26 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verilied Verification Time: Verifier:
Comment:
Section: Hdyi Oral_Health 1otd Plank? Y Section Status: Created
Visit: WEEK 18 Section Date:  31-07-2007
Entered By: Ben Heven Entry Time: 20-11-2007 17:07:26
Last Modification Time:
Page number; 49
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
Section: Expired_Carbon M 20f5 Blank? Y Section Status: Created
Visit: WEEK 18 Section Date:  31-07-2007
Entered By: BenHevyen Entry Time; 20-11-2007 17:07:26
Last Modification Time:
Page number: 49
EXPIRED CARBON MONQXIDE
Actual Time ECO Lewel (ppm) %COHb Comments
Section: Vital 3of5 Blank? Y Section Status: Created
Visit: WEEK 18 Section Date:  31-07-2007
Entered By: Ben Heyen Entry Time: 20-11-2007 17.07:26
Last Modification Time:
Page number: - 4%
VITAL SIGNS
Blood Pressure Oral
Actuat Time Systolic Diastolic Respiratory Rate Temperature Unit
XXX.X
Comments
Section: Unused_Study_Pro 4of 5 Blank? Y Section Status: Created
Visit: WEEEK 18 Section Date; 31-07-2007
Entered By: Ben Heven Entry Time: 20-11-2007 17:07:26

Last Modification Time:

Repor run by Amanda Lynn at 26-12-2007 12:12:20
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CRF eport for Study E627022S

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 18 Blank? Y CRF Page #: 20
Visit: WEEK 18 Visit Date: 31-07-2007 Document #: Ri67087013
Section: Unused Study_Pro 40f 5
Page number: 50
Unused Study Product Retumed
Amount Retumed
Product Returned Flavor Packs Individual Cigarettes / pouches
Section: Study_Prod_Dispe 5of b Blank? Y Section Status:  Created
Visit; WEEK 18 Section Date:  31-07-2007
Entered By: BenHeven Entry Time: 2(-11-2007 17:07:26
Last Modification Time:
Page number: 50
STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed
Page 45
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Patient: 5012
CRF: Week 20
Visit: WEEK 20

Entered Bv: Ben Heven
Discrepancies: None

eport for Study E6270229

Site: CA_001
Blank? Y
Visit Date: 31-07-2007

Entry Time: 20-11-2007 17:07:56
Modification Time:

Investigator: C2785_03
CRF Page #: 21
Document #: R167087213

CRF Status: Created

Approval Status: Not Approved Approval Time; Approver:
Verification: Not Verfied Verification Time: Verifier:
Comment: _
Section: Pro_Questionnair 1of 6 Blank? Y Section Status: Created
Visit: WEEK 20 Section Date:  31-07-2007
Entered By: Ben Heven Entry Time: 20-11-2007 17.07:56
Last Medification Time:
Page number: 51
PRO QUESTIONNAIRES
With the possible exception of urinating, did subject YES / NO
complete Smoker Core Questionnaire PRIOR to any
study procedures being performed?
Section; Hdvf Oral Health 2of 6 Blank? Y Section Status: Created
Visit;: WEEK 20 Section Date:  31-07-2007
Entered By: BenHeven Entry Time: 20-11-2007 17:07:56
Last Modification Time:
Page number: 51
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
Section: Vital Jof 6 Blank? Y Section Status: Created
Visit; WEEK 20 Section Date:  31-07-2007
Entered By: BenHeven Entry Time: 20-11-2007 17:07:56
Last Modification Time:
Page number; 51
VITAL SIGNS
Blood Pressure ’ Oral
Agctual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
XXX.X
Comments
Section; Expired_Carbon_M 10f 6 Blank? Y Section Status: Created

Visit: WEEK 20 Section Date:  31-07-2007

Report run by Amanda Lynn at 26-12-2007 12:12:20
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CRE

eport for Study E6270229

Patient: 5012 , Site: CA_0Q01L Investigator: C2785_03
CRF: Week 20 Blank? Y CRF Page #: 21
Visit: WEEK 20 Visit Date: 31-07-2007 Document #: RI67087213
Section: Expired_Carbon M 40f 6
Entered By; BenHeven Entry Time: 20-11-2007 17:07:56
Last Modification Time:
Page number: 51
EXPIRED CARBON MONOXIDE
Actual Time ECQ Lewel (ppm) %COHb Comments
Section: Unused_Study_Pro 5 of 6 Blank? Y Section Status: Created
Visit: WEEK 20 Section Date:  31-07-2007
Entered By: BenHeven Entry Time: 20-11-2007 17:07:56
Last Modification Time:
Page number: 52
Unused Study Product Retumed
Amount Retumed
Product Returned Flavor Packs Individual Cigarettes / pouches
Section: Study_Prod_Dispe 6 of 6 Blank? Y Section Status:  Created
Visit: WEEK 20 Section Date;  31-07-2007
Entered By: Ben Heven Entry Time: 20-11-2007 17:07:56
Last Modification Time:
Page number: 52
STUDY PRCDUCT DISFENSATION
Actual Time Product Dispensed Flavor Amount Dispensed
Repori run by Amanda Lynn at 26-12-2007 12:12:20 Page 47




2eport for Study E6270229

Patient; 5012 Site; CA_001 Investigator: C2785_03
CRF: Week 22 Blank? Y CRF Page #: 22
Visit: WEEK 22 Visit Date: 31-07-2007 Document #: R167087313
Entered Bv: BenHeven Entry Time: 20-11-2007 17:08:07 CRF Status: Created
Discrepancies: None Mcdiftcation Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Hdvf _Oral_Health 1of 5 Biank? Y Section Status:  Created
Visit: WEEK 22 Section Date: 31-07-2007
Entered By: BenHeven Entry Time: 20-$1-2007 17:08:07

Last Modification Time:
Page number: 53

HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? | Performed? Comments

Section: Expired_Carbon_M 2of5 Blank? Y Section Status: Created
Visit: WEEK 22 Section Date:  31-07-2007
Entered By: Ben Heven Eniry Time: 20-11-2007 17.08.07
Last Modification Time:
Page number: 53

EXPIRED CARBON MONOXIDE

Actual Time ECO Lewel {ppm) %CCHb Comments
Section: Vital Jaf 5 Blank? Y ) Section Status:  Created
Visit: WEEK 22 Section Date:  31-07-2007
Entered By: BenHeven Entry Time: 20-11-2007 17:08:07

Last Modification Time:
Page number: 53

VITAL SIGNS
Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
AL X
Comments
Section: Unused Studv_Pro dof 5 Blank? Y ’ Section Status:  Created
Visit: WEEK 22 Section Date; 31-07-2007
Entered By: BenHevyen Entry Time: 20-11-2007 17:08:07

Last Modification Time:
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CRF eport for Study E627022€

Patlent 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 22 Blank? Y CRF Page #: 22
Visit: WEEK 22 Visit Date: 31-07-2007 Document #: R167087313
Section: Unused_Study_Pro 465

Page number: 34

Unused Study Product Returned
Amount Returned

Product Retumed Fiavor Packs Individual Cigarettes / pouches

Section; Study_Prod_Dispe 5of 5 - Blank? Y Section Status: Created

Visit; WEEK 22 Section Date:  31-07-2007
Entry Time: 20-11-2007 17:08:07

Last Maodification Time:
Page number: 54

Entered By: BenHeven

STUDY PRODUCT DiSPENSATION

Actual Time Product Dispensed Flavor Amount Dispensed

Report run by Amanda Lynn at 26-12-2007 12:12:20 Page 49



Patient: 5012
CRF: Week 24 (Eos)
Visit: WEEK 24 (EQS)

Entered Bv: Ben Heven
Discrepancies: Aclive

leport for Study E6270229

Site: CA_001

Blank?

Visit Date:
Entry Time:

Modification Time:

N
31-07-2007

20-11-2007 17:25:47
24-12-2007 11:04:32

Investigator: C2785_03
CRF Page #: 23 .
Document #: R167087613

CRF Status: Entry Complete

Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verfied Verification Time: Verifier:
Comment:
Section: Pro_Ouestionnair iof12 Blank? N Section Status:  Eniry Complete

Visit: WEEK 24 (EOS)
Entered By: BenHeven

Section Date:
Entry Time:
Last Modification Time:
Page number:

31-07-2007
20-11-2007 17:25:.47
20-11-2007 17:38:35
55

PRO QUESTIONNAIRES
Date 1. With the possible exception of urinating, did subject YES /NO
31-07-2007 complete Smoker Routine Questionnaire PRIOR fo any
study procedures being performed? YES
Section: Utine_Drug 2of B2 Blank? N Section Status: Entry Complete

Visit: WEEK 24 (EOS}
Entered By; BenHeyen

Section Date:

Entry Time:
Last Modification Time:
Page number:

31-07-2007
20-11-2007 17:25:47
20-12-2007 22:48:23
35

Drug Screen
Date Drug Screen Result
ND ND

Section: Alcohol Screen 3of 12
Visit: WEEK 24 (EOS)
Entered By: BenHeven

Blank?

Section Date:
Entry Time:
Last Modification Time:
Page number:

N

31-07-2007
20-11-2007 17:25:47
20-12-2007 22:46:23
95

Section Status: Enlry Complete

Alcohol Screen

Date Breathalyzer Resul{
09-08-2007 NEG
Section; Preg Test 4 of £2 Blank? N Section Status: Entry Complete

visit: WEEK 24 (E0S)
Entered By: Benlleven

Sectien Date;

Entry Time:
Last Modification Time:
Page number:

31-07-2007
20-11-2007 17:25.47
20-12-2007 22:46:23
55

Report run by Amanda Lynn at 26-12-2007 12:12:20
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leport for Study E6270229

Patient; 5012 Site; CA_001 Investigator: C2785_03
CRF: Week 24 (Eos) Blank? N CRF Page #: 23
Visit: WEEK 24 (EQS) Visit Date: 31-07-2007 Document #: R167087613
Section; Preg Test 4 of 12
Pregnancy Test
Date - Result
NA N/A,
MALE
OR
FEMA,
LE
Sectipn: Urine_Coll 5 of 12 Biank? N Section Status: Enfry Complete
Visit: WEEK 24 (EOS) Section Date;  31-07-2007
Entered By; Ben Heven En[ry Time: 20-11-2007 17:25:47
Last Modification Time;  20-11-2007 17:38:35
Page number: 55
24-Hour Urine Collection
Total
Scheduied Timepoint Start Date Start Time Stop Date Stop Time Voalume Comments
SPOT URINE VQID 31-07-2007 1409 NA NA NA
0 HOUR TO 24 HOURS ND ND ND ND ND
Section: ECG 6 of 12 Blank? N Section Status:  Eniry Complete
Visit: WEEK 24 (EOS) Section Date;  31-07-2007
Entered By: Ben Heven Entry Time: 20-11-2007 17:25:47

Last Modification Time:
Page number:

20-12-2007 22:46:23
56

121LEAD ELECTROCARDIOGRAM REPORT
Actual Time Ventricular Heart Rate
1445 56
Cardiac Cycle Measurements

PR Intenval QRS Duration QT Interval QTc Interval
214 ) 88 378 365
ECG INTERPRETATION:

ANCS

Comments (related to abnormal, CS findings only): -

Section: Hdyf Oral_Health 7 of 12 Blank? N Section Status:  Eniry Complete
Visit: WEEK 24 {EQS) Section Date;  31-07-2007
Entered By: BenHeven Entry Time: 20-11-2007 17:25:47

Last Modification Time;

Page number:

20-11-2007 17:38:35
57

Report tun by Amanda Lyna at 26-12-2007 12:12:20
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Patient: 5012

CRF: Week 24 {Eos)
Visit: WEEK 24 (EOS)

eport for Study E6270229

Site: CA_001
Blank? N

Visit Date:

31-07-2007

Investigator: C2785_03
CRF Page #: 23
Document #. R167087613

Section: Hdvf_Oral Healih

7 of 12

HDYF? / ORAL HEALTH QUESTIONS INQUIRY

Oral Health
Date Actual Time HDYF Performed? Questions
Performed? Comments
31-07-2007 0932 YES YES
Section: Vital 8 of 12 Blank? N Section Status:  Entry Compleie
Visit: WEEK 24 {EQS) Section Date:  31-07-2007
Entered By: BenHeven Entry Time: 20-11-2007 17:25:47
Last Modification Time:  20-11-2007 17:38:35
Page number: 57
VITAL SIGNS
Blood Pressure Oral
Date Actual Time Systalic Diastolic Pulse Respiratory Rate Temperature Unit
31-07-2007 0848 114 76 64 18 36.4 C
XXX X
Comments
Section: Oral Health Exam 9 of 12 Blank? N Section Status: Entry Compiete
Visit: WEEK 24 (EOS) Section Date:  31-07-2007
Entered By: BenHeyen Enfry Time: 20-11-2007 17:25:47

Last Modification Time:
Page number:

20-11-2007 17:48:14
57

ORAL HEALTH EXAMINATION

Cate
31-07-2007
31-07-2007
Procedure Relevant Findings?* Findings
ORAL HEALTH QUESTIONS PERFORMED NO
EVIDENCE OF LEUKOPLAKIA NO
OTHER CRAL KERATOSIS NO
Section: Phys_Exam 10 of 12 Blank? N Section Status:  Entry Complete
Visit: WEEK 24 (E0S) Section Date:  31-07-2007 ’

Entered. By: BenHeven

Entry Time:
Last Modification Time:
Page number:

20-11-2007 17:25:47
20-11-2007 17:48:14

98

PHYSICAL EXAMINATION

Repott run by Amanda Lynn at 26-12-2007 12:12:20
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CRF.

eport for Study E6270229

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 24 (Eos) Blank? N CRF Page #: 23
Visit: WEEK 24 (EQS) Visit Date: 31-07-2007 Document #: RI167087613
Section: Phys_Exam 10 of 12
Date
31-07-2007
Code Number Code Relevant Findings? Findings
01 GENERAL NO
02 SKIN NO
03 HEENT NOQ
04 MOUTH NO
05 NECK NO
06 THORAXLUNG NO
07 CARDIO NO
08 ABDOMEN NO
09 MUSCULO NO
10 NEURO NO
1 LYMPH NO
12 OTHER NA
Section: Weight_Height 11 of 12 Blank? N Section Status:  Entry Complete
Visit: WEEK 24 {EQS) Section Date:  31-07-2007
Entered By: Ben Heven Entry Time: 20-11-2007 17:25:47
Last Modification Time:  20-11-2007 17:48:14
Page number: 58
WEIGHT & HEIGHT
Date Weight Unit Height Unit
31-07-2007 70.5 KG NA
XXX, X XXX X
Section: Lab_FEval 12 of 12 Blank? N Section Status:  Enlry Complete
Visit: WEEK 24 (EQS) Section Date:  31-07-2007
Entered By; Ben Heyen Entry Time: 20-11-2007 172547

Last Modification Time:

20-12-2007 22:46:23

Page number: 59
Laboratory Evaluations
Date
31-07-2007
Were the scheduled labaratory samples obtained? YES No, specify

Requisition Number 1 N528417
Requisition Number 2 {if applicable}
Were there any clinically significant labs? NO

Reguisition Number Test Name

(Yes, specify below)

H/L

Lab ID Lab Name

Report run by Amanda Lynn at 26-12-2007 12:12:20
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Patient; 5012 Site: CA_001 : Investigator: C2785_03

CRF: Week 24-2 (Eos) Blank? N CRI Page #: 24
Visit: WEEK 24 (EOS) Visit Date: 31-07-2007 Document #: R167091013

Entered Bv: BenHeven Entry Time: 20-11-2007 17:54:18 CRF Status: Entry Complete

Discrepancies: Closed Modification Time: 21-11-2007 12:19:38
Approval Status: Not Approved Approval Time; Approver:
Verification: Not Verified Verification Time: Verifier:
Comment;
Section: Pk_Blood Biomark lof 11 Blank? N Section Status: Eatry Complete
Visit: WEEK 24 (EOS) Section Date:  31-07-2007
Entered By: BenHeven Entry Time: 20-11-2007 17:54:18

Last Modification Time:  20-11-2007 19:19:40
Page number: 59

Blood Sampling For Biomarkers/Chemistry/Hematology
(following an overnight fast)

Date Agtual Time Comments
31-07-2007 0901
Section: Expired_Carbon M 2of 11 Blank? N Section Status:  Entry Complete
Visit; WEEK 24 {EOS) Section Date:  31-07-2007
Entered By; BenHeven Entry Time: 20-11-2007 17:54:18

Last Modification Time:  20-11-2007 19:19:40
Page number: 59

EXPIRED CARBON MONOXDE

Date Actual Time ECO Lewel (pprm} %COHb Comments
31-07-2007 1420 14 0z.8
Section: Blood_Sampl_Cohb 3of 1 Blank? N Section Status: Entry Complete
Visit: WEEK 24 (EQS) Section Date:  31-07-2007
Entered By; Ben Heven Entry Time: 20-11-2007 17:54:18

Last Modification Time: ~ 20-11-2007 19:19:40
Page number: 59

Blood Sampling for %COHb

Date Actual Time Comments
31-07-2007 0901
Section: Pre_Bronch_Spir 4 of 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 24 (EOS) Section Date;  31-07-2007
Entered By; Ben Heven EnLry Time: 20-1 1-2007 17:54:18

Last Modification Time:  20-11-2007 (9:19:40
Page number: 60
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CREF Report for Study E627022€

Patient: 5012 Site: CA_001 Investigator; C2785 03
CRF: Week 24-2 (Eos) Blank? N CRF Page #: 24
Visit: WEEK 24 (EOS) Visit Date: 31-07-2007 Document #: R167091013
Section; Pre_Bronch_Spir 4 pof 11
PRE-BRONCHCDILATOR BEST BASELINE SPIROMETRY TEST RESULT
Actual Time
of FEV1/FVC Testing FvC
Date Test Position FEV1L FEV1 Predicted {3) FVCL Predicted (%) Cormments
09-08-2007 1427 STANDI 3.57 93 4,73 102
NG
Section: Proveil Admin 5 of 11 Blank? Y

Section Status: Created
Visit: WEEK 24 (EQOS) Section Date:  31-07-2007

Entered By: BenHeyen Entry Time; 20-11-2007 17:54:18
Last Modificatlon Time;  20-11-2007 19:19:40
Page number: 60

PROVENTIL ADMINISTRATION
Actual Time
of Proventii
Date Administration Amount Administered Comments
31-07-2007 ND NA
Section: Post_Bronch_Spir 6 of 11 Blank? Y Section Status: Created
Visit: WEEK 24 (EOS) Section Date:  31-07-2007
Entered By: BenHeven Entry Time: 20-11-2007 17:54:18

Last Modification Time:  20-11-2007 19:1%:40
Page number: 60

POST-BRONCHODILATOR BEST SPIROMETRY TEST RESULT

Actuai Time
of FEV1/FVC Testing
Date Test Pesition FEV1L FEV1 Predicted (%) FVCL FVC Predicted (%) Comments
09-08-2007 ND ND ND ND ’ ND ND
Section: Used_Study_Tobac Tof 11 Blank? Y Section Status; Created
Visit: WEEK 24 (EOS) Section Date:  31-07-2007
Entered By: Ben Heyen Entry Time: 20-11-2007 17:54:18
Last Modification Time:  20-11-2007 19:19:40
Page number: 61
USED STUDY TCBACCO-HEATING CIGARETTE COLLECTION
Number of Study
Tobacco-Heating Weight of
Scheduled Collection Stop Stop Cigarattes Cigarettes Collected Any Product If yos, # of other

Report run by Amanda Lynn at 26-12-2007 12:12:20 Page 55



CRF ‘eport for Study E6270229

Patient; 5012 Site: CA_001 Investigator: C2785_03
CRI: Week 24-2 (Eos) Blank? N CRF Page #: 24
Visit: WEEK 24 (EOS) Visit Date: 31-07-2007 Document #: R167091013
Section: Used_Study_Tobac 7 aof 11
Timepoint Start Date Start Time Date Time Collected (@ Deviation? Brand Comments
24 HOURS PRIOR TO ND ND ND ND NA NA NA NA
CHECK-IN .
24 HOURS IN-HOUSE ND ND NI ND NA NA NA NA
Section; Used Study_Snus 8of 11 Blank? N Section Status: Eniry Complete
Visit; WEEK 24 (EOS) Section Date:  31-07-2007
Entered By: BenHeven Entry Time:; 20-11-2007 17:54:18
Last Modification Time;  20-11-2007 19:19:40
Page number; 62
USED STUDY SNUS COLLECTION
Scheduled Collection Number of Study Any Product if Yes, # of
Timepoint Start Date Start Time Stop Date Stop Time Pouches Collected Deviation? other brand: Commenis
24 HOURS PRIOR TO ND NI ND ND NA NA NA
CHECK-IN '
24 HOURS IN-HOUSE ND ND ND ND NA NA NA
Section: Used_Siudy_Bum 9 of 11 Blank? Y Section Status:  Created
Visit: WEEK 24 (EOS) Section Date:  31-07-2007
Entered By: Ben Heven Entry Time: 20-11-2007 17:54:18
Last Modification Time:;
Page numher: 63
USED STUDY TOBACCO-BURNING CIGARETTE COLLECTION
Number of Study Tobacco-
Scheduled Collection Buming Cigarettes Any Preduct If Yes, # of othar
Timepaoint Start Date Start Time Stop Date Stop Time Collected Deviation? brand: Cornments
Section: Used Butt Measur 10 of 11 Blank? Y Section Status: Created
Visit: WEEK 24 (EOS) Section Date: 31-07-2007

Entered By: BenHeven

Entry Time:
Last Modification Time;

Page number;

20-11-2007 17:54:18

64

USUAL STUDY TOBACCO-BURNING CIGARETTE BUTT MEASUREMENT
Scheduled Collection '

Date Period

Cigarette Butt Number

Cigarette Butt Measurement (mm)

Section: Used_Buti_Measur

11 of 11

Blank? Y

Section Status:  Created

Repor run by Amanda Lynn at 26-12-2007 12:12:20
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leport for Study E627022S

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Week 24-2 (Eos) Blank? N CRF Page #: 24
Visit: WEEK 24 (EOS) Visit Date: 31-07-2007 Document #: R167091013
Section: Used_Butt_Measur 11 of 11
Visit: WEEK 24 (EOS) Section Date:  31-07-2007
Entered By: BenHeven Entry Time: 20-11-2007 17:54:18

Last Modification Time:
Page number: 65

USED STUDY TOBACCO-BURNING CIGARETTE BUTT MEASUREMENT
Scheduled Collection
Date Period

Cigarette Butt Number Cigarette Butt Measurement (mm)

Repor un by Amanda Lynn at 26-12-2007 12:12:20 Page 57




CRF eport for Study E6270229

Patient: 5012 Site: CA_001 Investigator; C2785_03
CRF: Week 24-3 Blank? Y CRF Page #: 25
Visit; WEEK 24 (EOS) ' Visit Date: 00-00- Document #: R167093613
Entered By: Ben Heven ' Entry Time: 20-11-2007 19:20:25 CRF Status: Created
Discrepancies: None Modification Time:
Apnroval Status: Not Approved Apnroval Time: ' Approver:
Verification: Not Verified Verification Time: Verifier:
Comment: '
Section: Unused_Study_Pro ) Biank? Y Section Status:  Created
Visit: WEEK 24 (EOS] _ Section Date: 00-00-
Entered By: BenHeven Entry Time: 20-11-2007 19:20:25

Last Modification Time:
Page number; 65A

Unused Study Product Returned
Amount Retumed

Date Actual Time Preduct Retumed Flavor Packs indiddual Cigarettes / pouches
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CRF eport for Study E627022S

Patient: 5012 Site: CA_001 Investigator: C2785_03

CRF: Precon_Med Blank? N CRF Page #: 26
Visit: PRECON_MEDS Visit Date: 09-08-2007 Document #: R167093713

Entered Bv: Ben Heven Entry Time: 20-11-2007 19:20:29 CRF Status: Entry Complete

Discrepancies: None Modification Time: 20-11-2007 19:21:06
Approval Status: Not Approved Approval Time; Approver:
Verification: Not Verified Verification Time: Verifier:
Comment: '
Section: Pre_Conmed Blank? N Section Status:  Eniry Complete

Visit;: PRECON_MEDS
Entered By: BenHeven

Section Date;:  09-08-2007
Entry Time: 20-11-2007 19:20:29
Last Modification Time:  20-11-2007 19:21:06
Page number: 66

Prevous and Concomitant Medications

Has the subject taken any medications prior to the first use of study product and/or during the study as restricted by the protocol? NO
Dose /
Seq # Driug Name Indication Dose Unit Route Specify Freq Specify Start Date Stop Date/Ongoing
Repor run by Amanda Lynn at 26-12-2007 12:12:20 Page 59




Discrepancies;

Approval Status: Not Approved
Verification: Not Verfied

Comment:

Site:
Blank?
Visit Date:

Entry Time:

Modification Time:

Approval Time:

Veriftication Time:

eport for Study E6270229

Patient: 5012
CRF: AE
Visit: AE
Entered By: BenHeven

CA_001
N
09-08-2007

20-11-2007 19:21:14

20-11-2007 19:35:57

Investigator:

CRF Page #:
Document #:

CRF Status:

Approver;

C2785_03
27
R167093913

Entry Complete

Verifier:

Section: Ae_Med

Visit; AE

Entered By: Benlieven

Blank?
Section Date:
Entry Time:

Last Modification Time:

Page number;

N

09-08-2007
20-11-2007 1%:21:14
20-11-2007 19:35:57
67

Section Status:

Eniry Complete

Did the subject experience any adverse events?

Adwerse Events

Relationship to
) Onset Resolved/Changed Serious Relationship to Procedure Action Outcome
Event No. Adwerse Event Cate Time Date Time Event? Severity Product Taken to Date
Report run hy Amanda Lynn at 26-12-2007 12:12:20 Page 60




CRE Report for Study E627022¢€ -

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Ecg_Unscheduled Blank? Y CRF Page #: 28
Visit: ECG_UNSCHED Visit Date: 09-08-2007 Document #: R167094013
Entered Bv: BenHeven Entry Time: 20-11-2007 19:35:58 CRF Status: Created
Discrepancies: None Modification Time: '
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verdfied Verification Time: Verifier:
Comment:
Section: ECG Blank? Y Section Status: Created
Visit: ECG_UNSCHED Section Date;  09-08-2007
Entered By: BenHeyen Entry Time: 20-11-2007 19:35:58
Last Modification Time:
Page number: 68
UNSCHEDULED 12-LEAD ELECTROCARDIOGRAM REPORT
Ventricular Cardiac Cycle Measurements
Date Actual Time Heart Rate PR Interval QRS Duration QT Intenval QTc Intenval Interpretation Comments

Repor run by Amanda Lynn at 26-12-2007 12:12:20

Page 61




CRF

Xeport for Study E6270229

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Lab_Unscheduled Blank? N CRF Page #: 29
Visit: LAB_UNSCHED Visit Date: 27-04-2007 Document #;: R167062313
Entered Bv: Ben Heven Entry Time: 20-11-2007 14:34:32 CRF Status: Entry Complete
Discrepancies: Closed Modification Time: 21-11-2007 12:19:38
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifler;
Comment:
Seciion: Lab_Eval Blank? N ' Section Status:  Entry Complete
Visit; LAB_UNSCHED Section Date:  27-04-2007
Entered By: Ben Heyven Entry Time: 20-11-2007 14:34:32

Last Modification Time:  20-11-2007 14:36:42
Page number: 69

Unscheduled Laboratory Evaluations

. Clinically If Clinically Significant, Specify
Date Requisition Number Significant? Test Name High(HYLow(L} LabiD . Lab Name Comiments
27-04-2007 0052495 NO URINE MACRO AND COVANCECLS
MICRO PANEL

Report run by Amanda Lynn at 26-12-2007 12:12:20 Page 62




Patient: 5012 Site: CA_001 Investigator: C2785 03
CRF': Vital_Unscheduled Blank? Y CRF Page #: 30
Visit: VITAL_UNSCHED Visit Date: 09-08-2007 Document #: R167094113
Entered Bv: BenHeven _ Entry Time: 20-11-2007 19:36:16 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Anproval Time: Approver:
Verification: Not Verfied Verification Time: Verifier:
Comment:
Section: Vital Blank? Y Section Status: - Created
Visit; VITAL_UNSCHED Section Date:  09-08-2007
Entered By: BenHeven Entry Time: 20-11-2007 19:36:16
Last Modjﬁcaﬁon Time:
Page number: 70
UNSCHEDULED VITAL SIGNS
Oral
Blood Pressure Respiratory Temperature
Date Actual Time Systolic Diastolic Pulse Rate XXX.X Comments
Page 63

Report run by Amanda Lynn at 26-12-2007 12:12:20




Report for Study E6270229 -

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Stdy_Prdt_Dis_Unschedulec Blank? Y CRF Page #: 31
Visit: STDY_PRDT_UNSCHE Visit Date: 09-08-2007 Document #: R167094213
Entered By: BenHeyen Entry Time: 20-11-2007 19:36:26 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section; Studv_Prod_Dispe Blank? Y Section Status: Created
Visit: STDY_PRDT_UNSCHE Section Date:  09-08-2007
Entered By: Ben Heven Eniry Time: 20-11-2007 19:36:26
Last Modification Time:
Page number: 71
UNSCHEDULED STUDY PRODUCT DISPENSATICN
Date Actual Time “Product Dispensed Flavor Amcunt Dispensed Comments
Repori run by Amanda Lynn at 26-12-2007 12:12:20 Page 84




CRE Report for Study E627022¢

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Expired_Co2_Unscheduled Blank? Y CRF Pape #: 32
Visit: EXPIRED_CO2_UNSC Visit Date: 09-08-2007 Document #: R167094313
Entered By: Ben Heven Entry Time: 20-11-2007 19:36:37 CRF Status: Created
Discrepancies: None - Modification Time: .
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verilied Verification Time: Verifier:
Comment:
Section; Fxpired_Carbon M Blank? Y Section Status: Created
Visit: EXPIRED_CO2_UNSC Section Date:;  09-08-2007
Entered By: BenHevyen Entry Tlme; 20-11-2007 19:36:37
Last Modification Time:
Page number: 72
UNSCHEDULED EXPIRED CARBON MONOXIDE
Date Actual Time ECQO Level (ppm) %COHb Comments
Page 65

Report run by Amanda Lynn at 26-12-2007 12:12:20




CRF Report for Study E627022¢

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRFT: Oral_Health_Unscheduled Blank? Y CRF Page #: 33
Visit: ORAL HEALTH_UNSC Visit Date: 09-08-2007 Deocument #: R167094413
Entered By: BenHeven Entry Time: 20-11-2007 19:36:44 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Cral_Health Exam Blank? Y Section Status: Created
Visit; ORAL_HEALTH UNSC Section Date:  095-08-2007
Entered By: Ben Heyen Entry Time: 20-11-2007 19:36:44
Last Modification Time:
Page number: 73
UNSCHEDULED ORAL HEALTH EXAMINATION
Date Actual Time Code Relevant Findings? Comment
Page 66

Reportrun by Amanda Lynn at 26-12-2007 12:12:20




CRE. Report for Study E627022S

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Spiromeiry_Unscheduled Blank? Y CRF Page #: 34
Visit: SPIRO_TEST _UUNSCH Visit Date: 16-07-2007 Document #: R167094613
Entered By: BenHeven Entry Time: 20-11-2007 19:37:01 CRF Status: Created
Discrepancies: None Madification Time:
Approval Status: Not Approved Approval Time; Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Pre_Bronch_Spir Blank? Y Section Status: Created
Visit; SPIRO_TEST _UNSCH Section Date:  16-07-2007
Entered By; Ben Heven Entry Time: 20-11-2007 19:37:01
Last Modification Time:
Page number: 74
UNSCHEDULED SPIROMETRY TEST RESULT
Proventil
Actual Time Timepoint based Administration FEV1 FVC
of FEV1/FVC Testing an Proventil (and time of Predicted Predicted
Date Test Position Administration Administration) { Time) FEV1L (%) FVC L (%) Comments
Report un by Amanda Lynn at 26-12-2007 12:12:20 Page 67




xeport for Study E6270229

Patient: 5012 Site: CA_001 Investigator: C2785_03
CRF: Study_Completion Blank? N CRF Page #: 35
Visit: STUDY_COMP Visit Date: 16-07-2007 Document #: R167094713
Entered Bv: Ben Heven ' Entry Time: 20-11-2007 19:37:09 CRF Status: Entrv Complete
Discrepancies: None Modification Time: 20-11-2007 19:37:54
Approval Status: Not Apnroved Anproval Time; Approver.
Verification: Not Verfied Verification Time: Verifier:
Comment:
Section: Study_Comp Blank? N SecHon Status:  Entry Complete
Visit; STUDY_COMP Section Date:  16-07-2007
Entered By: Ben Heven Entry Time: 20-11-2007 19:37:09

Last Modification Time:

Page number:

20-11-2007 19:37:54
75

Study Compietion

Did the subject complete the sfudy? NO
Date the subject completed OR withdrew from the study:
Reason for Withdrawal CONSENT
Specify

Investigator Comments :
P
Principal Investigator %M Date M D{L JQG’;}

31-07-2007

Report run by Amanda Lynn at 26-12-2007 12:12:20

Page

68




(470872007 2:03:48 AM -04Q00 Covance CLS PAGE 8 OF 15

Covance CLS
Fariebia Henry, M.0., Dirzctor
8211 SciCor Drive - Indianapolis, IN L6Z1h-298%
Tel. +1 (800) 327 7910
LABORATORY REPORT

ACCESSICON NO. Q482306

Page 1 of 2

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. TNVESTIGATCOR NO.: 5
c/o Marianna Alesi RANDCOMIZATION NUMBER:
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 1 '
Austin, TX 78752 Screen

SPONSCR REPORT TO: COLLECTICN TIME:08:17 DATE:04-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 05-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 05-Apr-2007
Covance CRU, Inc. SEX; M BIRTHDATE: AGE: 33
3402 Kinsman Boulevard SCREENING NUMEBER: S50L2

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
CHEMISTRY PANEL
Total Bili 0.4 0.2-1.2 mg/dL
Alk Phos 73 31-129 U/L
ALT (SGPT) i3 6-43 U/L
AST (SGCT 19 11-36 U/L
GGT 28 10-61 U/L
LOH 168 53-234 U/L
Urea Nitr 13 L-2i+ mg/dL
Creatinine 1.4 H 0.5-1.2 mg/dL L1 EpZ/
Glucaose 83 70-115 mg/dL
Uric Acid 5.9 2.1-8.2 mg/dL
Calcium 9.9 8.3-10.6 mg/dL
Phosphorus 4.0 2.2-5.1 mg/dL
Total Prot 7.6 6.1-8.4 g/dL
Albumin .5 - 3.3-4.9 g/dL
Sodium 141 132-147 mEqg/L
Potassium 4.3 3.4-5.4 mEg/L
Chloride 108 94-112 meEg/L

fl @@)ﬂ
oy N

(%/"“ %&M’Jj’u O TA -0 7

—

Investigator Signature: 'géigg IDate:

H{high) ar L{Lou)=Values abave or below Covance CLS reference range 817181
T-Telephoned P="Panic" EX-Exclusion-as specified by the sponsor

LOCATION:Covanca CLS

(INN)

R TIME 0406 '07 01043



04/06/2007 2:03:48 AM -0400 Covance CLS PAGE € QOF 15

Covance CLS
Merietts Henry, K.D., Direstor
8211 Scifor Dzive - Incianapolis, TN L5Z14-2383
Tel, +1 (80D) 327 7270
LABORATORY REPORT

ACCESSION NO. 0482306

Page 2 of 2

INVESTIGATOR: (B17181) PROTOCOL  6270-229
Dayvid Carter, M.D. INVESTIGATOR NO,: 5
c/o Marianna Alesi RANDOMIZATION NUMBER:
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 1
Austin, TX 78752 Screen

SPONSOR REPORT TO: COLLECTION TIME:08:17 DATE:O4-Rpr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 05-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 05-Rpr-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 33
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No

HEMATOLOGY& DIFFERENTIAL PANEL
HGB 15.1 12.7-18.1 g/dL
HCT 43 39-54 %
RBC 4.7 4.5-6.4x106/ul
MCV 92 79-96 fL
MCH 32 26-34 pg
MCHC 35 31-38 g/dL
RDUW 13.9 12.0-15.0 %
RBC Morph Normocytic
wBC 9.02 3.80-10.70 x103/uL
Neutrophil 4.99 1.96-7.23 x103/uL
Lymphocyte 3.57 0.91-4.28 x103/uL
Monocytes 0.29 0.12-0.92 x103/uL
Eosinophil 0.14% 0.00-0.57 x103/uL
Basophils 0.04 0.00-0.20 x103/uL
Neutrophil 55.3 40.5-75.0 %
Lymphocyte 39.6 15.4-48.5%
Monocytes 3.2 2.6-10.1 %
Eosinophil 1.5 0.0-6.8 %
Basophils 0.4 0.0-2.0 %
Platelets 237 140-400 x103/uL

URINE MACRO & MICRO PANEL -~ See Note #1
- iy - Qe

Note #1 - Quantity not sufficient
- §§§fo;-*"" 1Y 23754gvr-07
Tnvestigator Signature: §CLLA§2 Date:

H{fligh) or L{Low}-Yalues above or below Covance CLS reference range 7%&,%/\ 817181

T=Telephoned P="Panic" EX-Exclusion-as specified by the spensor

{ThV)

LOCAT DN : Covancs CLS R TIME 0408 '07 01:13



04/08/2007 2:03:48 AM -0400 Covance CLS PAGE 10 CF 15

Covance CLS
Harietta Henry, H.0., Director
8211 SeiCor Drive - Indiznapolis, IN U6214-2085
Tel, +1 (800) 327 7270
LABORNTORY REPORT

ACCESSION NO. 0482306

Page 1 of 1

INVESTIGATOR: {(B17187) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o0 Marianna Alesi RANDOMIZATION NUMBER:
Covance-Austin PATIENT INTTIALS:
313 East Anderson Lane #200 VISIT: 1
Austin, TX 78752 Screen

SPONSOR REPORT TO: COLLECTTON TTIME:08:17 DATE:O04-Apr-2007
Russell M. Dixon, MD DATE RECETVED TN LABORATORY: 05-Apr-2007
Medical Director DATE REPORTED BY LAB ORY: 05-Apr-2007
Covance CRU, Inc. SEX: M BTRTHDATE: W AGE: 33
3402 Kinsman Boulevard SCREENTNG NUMBER: 55042

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
TOTAL TRON
Total Tron 58 45-160 ug/dL
HEPATTTIS A ANTIBODY-IGM
HepA TgMAb Negative No Ref Rng
aoa
i
W
Bl
20 AN
[;01// 014 ~077
Investigator Signature: Date:
H{Kigh) or L{Los)Values above or below Covance CLS refererce range BT
T=Telephoned P="Panic" EX:Fxclusion-as specified by the sponsor
{IhY)

LOCATION :Covance CLS R TIME 0406 °07 01:13



04/08/72007 2:03:48 AM -0400 Covance CLS PAGE 11 OF 15

Covance CLS
Hazietia Henry, W.0., Director
8201 SciCor Drive - Indiamapolis, I U4E214-2383
Tel. +1 (800) 327 7200
LABORATORY REPORT

ACCESSTION NO. 0u82306

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER:
Covance-Austin PATIENT INTTIALS:
313 East Anderson Lane #200 VISIT: 1 )
Austin, TX 78752 Screen

SPONSOR REPORT TO: COLLECTION TIME:08:17 DATE:Q4-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABCRATORY: 05-Apr-~2007
Medical Director DATE REPORTED BY LLABORATCRY: C5-Apr-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 33
3402 Kinsman Boulevard SCREENING NUMBER: S5

Madison, WI United States 5370u

Is this Clinically
Significant/ Adverse

Event?
Yes No
HEPATITIS B SURFACE ANTIGEN
HBSAG Negative No Ref Rng
HEPATITIS C VIRUS ANTIECDY
ANTI-HCV Negative No Ref Rng
HEPATITIS B SURFACE ANTIEODY
HBSAB Negative No Ref Rng
'€§{ff§
a2
(S
\ "'Pﬁﬂb
20 A
W
— Clipre7
Tnvestigator Sighature: Date:

H{High) or L{Low}=Values above or below Covance CLS reference range Bt7131
T=Telephoned P="Panic" EAExclusion-as specified by the sponsor

{Ii%)

LOCATION:Covance CLS RE TIME 0406 707 01:13



0470672007 2:05:48 AM -0400 Covance CLS PAGE 12 OF 1%

Covance CLS
Narietta Henry, M.D., Director
8211 SciCor Mrive - Indianapolis, IN 46214-208%
Tel, +1 (800) 327 7270
I.LABORATGRY REPORT

ACCESSION NO. 0482306

Page 1 of 1

INVESTIGATOR: (B17181> PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
¢/0 Marianna Alesi RANDOMIZATION NUMBER:
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 1 ‘
Austin, TX 78752 Screen

SPONSOR REPQORT TO: COLLECTION TIME:08:17 DATE:04-Apr—-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 05-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 05-Apr-2007
Covance CRU, Inc. SEX: M BIRTHDATE: W ACGE: 33
3402 Kinsman Boulevard SCREENING NUMBER: S5042

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HIV 1/HIV 2 ANTIBODY SCREEN
HIV-1/2 Nan-Reactive Reference Range:
Nan-Reactive

iy
D>

, porae,
’Ubéjgiq

L 09 Apro7
Investigator Signature: Date:
“This testing is performed as part of a clinical trial, Diagnostic {esting BI7181

shall be conducied locally.” H{High) or L{Lov}:¥alues aboye or below Covance
tefersnce range T-Telephoned P-"Panic" EX-Exclusicns as spesified hy the Sponsor
{ThV)

LOCATION: Covance CLS RX TIME  04-06 07 C1:13



0470872007 2:03:48 AM —-0400 Covance CLS FAGE 13 OF 1%

Covance CLS
Marietia Heney, M.0., Dirscter
821" SciCor Orive - Indlanapolis, IN UE214-298%
Tel. +1 (§00) 327 7270
LABORATORY REPORT

ACCESSTION NO. 0482306

Page 1 of 1

INVESTIGATCOR: (B17181) PROTCCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDCMIZATION NUMBER:
Covance~Austin PATIENT INITIALS:
313 East Mnderson Lane #200 VISIT: 1 )
Austin, TX 78752 Screen

SPONSOR REFORT TO: COLLECTION TIME:08:17 DATE:O04-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 05-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 05-Apr-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 33
3402 Kinsman Boulevard SCREENING NUMBER: $S5042

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HEPATITIS B CORE ANTIBODY-IGM .
Hep Bc IgM Negative Ref Rng:Negative
(T
N
(NN
20 et
W 09 Apr O
Trnvestigator Signature: Date:
H{High} or L{Low)=Values abave or below Covance (LS reference range 1748

,,,,,,,,

T=Teleghoned P="Panic" EX-Exclusion-as specified by the sponsar

(ThV)

LOCATION :Covancs CLS R¥ TIME 04,08 '07 01:13



0470672007 2:03:48 AM -0400 Covance CLS PAGE 14 OF 15

Covance CLS
Karietia Henry, M.D., Director
8241 Seilor Drive - Indianapolis, IN 46214-2985
Tel. +1 {800) 327 7270
LABORATORY REPORT

ACCESSION NO. 0482306

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATCR NO.: 5
¢/0 Mariamma Alesi RANDOMIZATION NUMBER:
Covance-Austin PATIENT INDTIALS: [
313 East Anderson Lane 1200 VISIT: 1 )
Austin, TX 78752 Screen

SPONSOR REPORT TO: COLLECTICN TIME:C8:17 DATE:O4-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LASORATORY: 05-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 05-Apr-2007
Covance CRU, Inc. SEX: M BIRTHDATE: sw AGE: 33
3402 Kinsman Beulevard SCREENING NUMBER: S504L2

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HAS PATIENT FASTED 8 HOURS?
Fasted? Yes
IS SUBJECT A SMOKER OR NON-SM?
smoker/non Smoker
e
Lo
10 M8
()
G C?éiégpv'0’7
Investigator Signature: Date:

317131

(THY)

LOCATION:Covance CLS Covarz e 04,08 '07 01:12
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Lanandi Lo A £ T
Covance CLS
Karietta kenry, K.0., Director
821% Scifor Drive - Indianepolis, IN U621L-2985
Tel. +1 (300) 327 7270
LABORATORY REPORT
ACCESSION NO. 0478659
Page 1 of 1
INVESTIGATOR: (B17181) PROTOCOL  6270-229

David Carter, M.D.
c/o Mariamma Alesi
Caovance-Austin
313 East Anderson lLane #200
Austin, TX 78752

SPONSOR REPORT TO:
Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard
Madison, WL thited States 53704

INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER:
PATIENT INITIALS:
VISIT: 1

Retest

COLLECTION TIME:08:08 DATE:12-Apr-2007

DATE RECEIVED IN LABORATORY: 13-Apr-2007

DATE REPORTED BY LAB H -Apr-2007
SEX: M BIRTHDATE: AGE: 34
SCREENING NUMBER: Sb50H2

Is this Clinically
Significant/ Adverse

Event?
Yes No

URINE MACRO & MICRO PANEL

Color Colorless Ref Rng:

Colorless or Yellow

Clarity Clear Ref Rng:Clear

Spec Grav 1.003 1.003-7.035

pH 5.0 5.0-8.0

Protein Negative Ref Rng:Negative

Glucese Normal Ref Rng:Normal

Ketones Negative Ref Rng:Negative

Bilirubin Negative Ref Rng:Negative

Urcbilin Normal Ref Rng:Normal

Elood Negative Ref Rng:Negative

Nitrite Negative . Ref Rng:Negative

Leuk Est +1 H Ref Rng:Negative L1 [LT/

Microscop Positive

CELLULAR ELEMENTS

L1 [Ué

wBC 6 H 0-5 /HPF
wfak (I
jl&paf“bt . df‘// ;,';1"‘(/4’0
t @@ad
. \ d%ﬁkb
m Lo clole SV o 7/07/{3?4 OY [3a/07)
Investigator Signature: " Date:

H(High) or L{Lou)=Yalues above or belew Covance CLS reference vange
T=Telephoned P="Panic" EX=Exclusion-as specified by the sponsor

LOCATION:Covance CLS

R{ TIE

e

{IN)

04,18 '07 03:48
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LOCATION : Covance CLS
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Covance CLS
Marieita Henry, M.0., Director
8211 Scifor Drive - Indiznapolis, IN U624L-2985
Tel, +1 (B00) 327 7270
LABOCRATORY REPORT

ACCESSICON NO. 0478659

2 £ \¥ SuIEE R

wr

Page 1 of 1

INVESTIGATCOR: (B17181)
David Carter, M.D.
c/o Marianna Alesi
Covance-Rustin
313 East Anderson Lane %200
Austin, TX 78752

SPONSOR REPORT TO:
Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard
Madison, WI United States 53704

PROTOCOL  6270-229
INVESTIGATOR NO.: 5§
RANDOMIZATION NUMBER:
PATIENT INITIALS:
VISIT: 1
Retest
COILLECTION TIME:08:08 DATE:12-Rpr-2007
DATE RECEIVED IN LABORATORY: 13-ARpr-2007
DATE REPORTED BY LABORATORY: 1/-Apr-2007
SEX: M BIRTHDATE: AGE: 34
SCREENING NUMBER: S5

HAS PATIENT FRSTED 8 HOURS?

Fasted? Yes
IS SUBJECT AR SMOKER (¥ -SM?
smoker/non oker

—

Is this Clinically
Significant/ Adverse

Event?
Yes No
ve
(;:f;if"j
M ﬂ)
20,5
Date:
B1718¢
{IhY)

CovargTig 0448 '07 03:48



Covance CLS
Merietta Henry, W.0., Director
8241 Seilor Drive - Indianapolis, IN 4A214-2985

Tel. +1 (800) 327 7270

LABORATORY REPORT

ACCESSION NO. 0958598

Page 1 of 1

INVESTIGATOR: (B17181)
David Carter, M.D.
c/0 Marianna Alesi
Covance-Austin
313 East Anderson Lane #200
Austin, TX 78752
SPONSOR REPORT TO:
Russell M. Dixon, MD
Medical Director
Covance CRU, TInc.
2402 Kinsman Boulevard

Madison, WI United States 53704

PROTOCOL  6270-229
INVESTIGATOR NO.: 5
RANDOMIZATTON NUMBER: R5012
PATTENT INITIALS:

VISIT: 4

bleek 2

COLLECTION TIME:12:56 DATE:11-May-2007
DATE RECEIVED IN LABORATORY: 12-May-2007

DATE REPORTED BY L TORY: 12-May-2007
SEX: M BIRTHDATE: AGE: 34

SCREENING NUMBER: S5042

Is this Clinically
Significant/ Adverse

Event?

Yes No

CAREOXYHEMOGLOBIN
Carboxyhem 4.2 % saturation
No Ref Rng
24 1bMay 27
Investigator Sianature: Ddte:

Khigh or L{Lou)=Values above or below Covanes CLS reference range * Binet
[=Telephoned P="Panic" EX-Exclusion-as specified by the sponsor

(INY)

LOCATION:Cevance CLS

RX TIME

08-13 07 03:27



08/089/2007 12:38:04 AM -0400 Covance CLS PAGE 2 OF %

Cowvance CL.S
Harietta Henry, M.0., Director
f214 Seilor Drive - Inciamapelis, IN 46214-2985
Tel. +1 {800) 327 7210
LABORATORY REPORT

ACCESSION NO. N528417

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Mariamna Alesi RANDOMIZATION NUMBER: R5012
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 15 '
Austin, TX 78752 Week 24/Early Term

SPONSOR REPORT TO: COLLECTION TIME:09:01 DATE:31-Jul-2007
Russell M, Dixon, MD DATE RECEIVED 1IN LABORATORY: 01-Aug-2007
Medical Director - BATE REPORTED BY LABORATORY: 08-Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: S5

Madison, WL United States 53704

TIs this Clinically
Significant/ ndverse

Event?
Yes No
sICAM-1
sICAM-1 185 115-306 ng/mb
t
Investigator Signature: Dat@:
#(H1gh) ar L{Low)-Yalues above or helow Covance LS reference range Bi7181

T=Telephoned P:"Panic” EX-Exclusion-as specified by the sponser

(1)



08/04/2007 12:35:17 AM 0400 Covance CLS PAGE 2 OF 4

Cowvance CLS
Harietia Hency, H.D., Director
5241 Seifor Drive - Indianapolis, IN 4E214-7883
Tel. +1 (800) 327 71270
LABORATORY REPORT

ACCESSION NO. N528417

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NG.: 5
c/0 Marianna Alesi RANDOMTZATION NUMBER: R5012
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 15 "
Austin, TX 78752 Week 24/Early Term

SPONSOR REPORT TO: COLLECTION TIME:09:01 DATE:31-Jul-2007
Russell M. Dixon, MD DATE RECETVED IN LABORATORY: 01-Aug-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: S5

Madison, WI United States 53704

Is this Clinically
Significant/ Rdverse

Event?
Yes No
FIBRINOGEN
Fibrinogen 299 200-400 my/dL
l% 09 Ay 077
Investigator Signature: Dite:
HHigh) e L{Lou)=Yalues shove or below Covance CES reference range B17181

T=Telephoned P="Panic" EX-Exclusion-as specified by the sponsor

(INY)
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Covance CLS
Marietia Henry, M.D., Direcior
8211 SeiCor Brive - Indlianapolis, IN L6214-2983
Tel, +1 (800) 327 7270
LABORATORY REPORT

ACCESSION NO. N528117

Page 1 of 1
INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianma Alesi RANDOMIZATION NUMBER: R5012
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 15

Austin, TX 78752
SPONSOR REPORT TO:

Week 24/Early Term
COLLECTION TIME:09:01 DATE:31-Jul-2007

Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 01-Aug-2007

Medical Director
Covance CRU, Inc.

DATE REPORTED BY LABORATORY: 03-Aug-2007
SEX: M BIRTHDATE: AGE: 34

3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United

States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
TOTAL IRON
Total Iron 77 45-160 ug/dL
C-REACTIVE PROTEIN
CRP-HS 0.081 <=0.287 mg/dL
CARBOXYHEMOGLOBIN
Carboxyhem 4.9 % saturation
No Ref Rng
[‘ o
29 Hq.0
Tnvestigator Signature: ' Datﬁﬁ
H(High) or L{Lou)=Values above o below Covance CLS refersnce range B7is
T=Telephaned P="Panic" ER:Exclusion-as specified by the spomsor -
{1

LOCATION :Covance CLS

Covarg e " (803 07 05:55



0870372007 12:37:23 AM -0400 Covance CLS PAGEK Z OF 1B

Covance CLS
Harietta Henry, M.0., Direcior
8211 SeiCor Orive - Indiancpolis, IN U4E214-2963
Tel, +f (800} 327 7270
LABORATORY REPORT

ACCESSION NO. N528417
Page 1 of 2
INVESTIGATOR: (B17181)
David Carter, M.D.

PROTOCOL ~ 6270-229
INVESTIGATOR NO.: 5

c¢/0 Marianna Alesi
Covance-Austin
313 East fnderson Lane #200
Austin, TX 78752

SPONSCR REPORT TO:
Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard

RANDOMIZATION NUMBER: R5012

PATIENT INITIALS:

VISIT: 15 :
Week 24/Early Term
COLLECTION TIME:09:01 DATE:31-Jul-2007
DATE RECEIVED IN LABORATORY: 01-Aug-2007
DATE REPORTED BY LABORATORY: (02-Aug-2007
SEX: M EIRTHDATE: AGE: 34
SCREENING NUMBER: S5042

Madison, WL United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No

CHEMISTRY PANEL

Total Bili 0.5 0.2-1.2 mg/dL

Alk Phos 66 31-129 U/L

ALT (SGPT 20 6-43 U/L

AST (SGCT) 23 11-36 U/L

GGT 28 10-61 U/L

LDH 169 53-23% U/L

Urea Nitr 8 L-24 mng/dL

Creatinine 1.2 0.5-1.2 mg/dL

Glucose 83 70-115 mg/dL

Uric Acid 5.9 2.1-8.2 mg/dL

Calcium 9.7 8.3-10.6 mg/dL

Phosphorus 3.1 2.2-5.1 mg/dL

Total Prot 7.4 6.1-8.4 g/dL

Albumin 4.5 3.3-4.9 g/dL

Sodium 142 132-147 mEqg/L

Potassium 4.5 3.4-5.4 mEq/L

Chloride 103 94-112 mEg/L

& 09 Auy O
Investigator Signature: © Dfte:
H{High) or L{Lou)-Yalues above or below Covance CLS reference range 11718
T-Telephoned P="Panic" EX-Exclusion-as specified by the sponsor
(I4V)
LOCATION :Covarce CLS Re TIME 0802 "Q7 23:48



08/03/72007 12:37:23 AM —-04200 Covance CLS PAGE 3 Or 1b

Cowvance CLS
Marietta Henry, 4.0, Dirsetor
;. 821 SeiCor Drive - Indianapolis, IN 46214-2985
Sy Tel. +1 (800} 327 72
Sk LABORATORY REPORT

ACCESSION NO. N528417

Page 2 of 2 '
INVESTIGATOR: (B17181) PRGTOCOL 6270~-229
David Carter, M.D. INVESTIGATOR NG.: 5
c/o Marianna Alesi RANDOMIZATION NUMBER: R5012
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 15 )
Austin, TX 78752 Week 24/Early Term
SPONSOR REPORT TO: COLLECTION TIME:09:01 DATE:31-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 01-Aug-2007
Medical Director DATE REPORTED BY LABORATORY: 02-Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATE: ACE: 34
31102 Kinsman Boulevard SCREENING NUMBER: S5042

Madison, WI United States 53704

Ts this Clinically
Significant/ Adverse

Event?
Yes No
HEMATOLOGYS& DIFFERENTTIAL PANEL
HGB 15.2 12.7-18.1 g/dL
HCT 42 39-54 %
RBC 4.7 4.5-6.4x106/uL
MCV 91 79-96 fL
MCH 23 26-34 pg
MCHC 36 31-38 g/dL
RDW 1.6 12.0-15.0 %
RBC Morph Normocytic
wBC 5.65 3.80-10.70 x103/ul
Neutrophil 2.87 1.96-7.23 x103/uL
Lymphocyte 2.45 0.91-4.28 x103/uL
Monocytes 0.21 0.12-0.92 x103/uL
Fosinophil 0.06 0.00-0.57 x103/uL
Basophils 0.06 0.00-0.20 x103/uL
Neutrophil 50.8 40.5-75.0 %
Lymphocyte 43.5 15.4-48.5%
Monocytes 3.6 2.6-10.1 %
Eosinophil 1.1 0.0-6.8 %
Basophils 1.1 0.0-2.0 %
Platelets 223 140-400 x103/ul

URINE MACRO & MICRO PANEL - See Note #1

ote #1 - Ko specinen receiv%’_ ’4%0/—1
o1f /

Investigator Signature: Da&@:

Hitigh) ar L{ow)=Values above or below Cavance CLS raference range BI7181
T=Telephoned P="Panic" Ex=Exclusion-zs specified by the spenser

{InV)

LOCATION:Covance CLS R TIME 0802 *O7 23:48



0870372007 12:3/7:23 AM -0400 Cnvance CLb PAUGE & ur 16

Covance CLS
Merietta Heny, H.0,, Director
§21% SciCor Drive - Indlamzpolis, IN W6214-2095
Tel, 1 (800) 327 7270
LABORATORY REPORT

ACCESSION NO. N528417

: Page 1 of 1

INVESTIGATOR: (B17181> PROTOCOL  6270-229
David Carter, M.D. TINVESTIGATOR NQ.: 5
c/o0 Marianna Alesi RANDOMIZATION NUMBER: R5012
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 15 }
Austin, TX 78752 Week 24/Early Term

SPONSOR REPORT TO: COLLECTION TIME:09:01 DATE:31-Jul-2007
Russell M. Dixcn, MD DATE RECEIVED IN LABORATORY: 01-Aug-2007
Medical Director DATE REPCORTED BY LABCRATORY: 02-Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 3L
3402 Kinsman Boulevard SCREENING NUMBER: S5042

Madison, WT United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HOMOCYSTETNE
*1 HCY 43.19 H  5.90-16.00 umol/L £ 1"

Note #1 - UARNING: Specimens from patients who ate on dvug therapy invelving S-adenesyl-methionine
way show falsaly elevated levels of homocysteine, Specimens from patients taking methoirexate,
carbamazepine, phenytoin, nitrous oxide er f-azauridine triacetate my have elevated levels

of homocysteine due Lo their effeWaholic pathuey,
a Oy 07

Investigator Signature: Dagle:

H(High) or L(Low)=Values above or below Covance CLS reference range 817181
T-Telephoned P="Panic” EX=Exclusion-as specified by the spomscr

(TH¥)

LOCATION: Covance CLS R TIME  08.C2 *07 23:43



08/03/2007 12:37:23 AM -0400 Covance CLS PAGE B OF 16

Covance CLS
Marietia fenry, M.L., Director
8211 Scilor Drive - Indianapelis, IN 46214-2983
Tel. +1 (B00) 327 7270
ILABORATORY REPORT

ACCESSION NO. N528417

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
Davidg Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER: R5012
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 15
Austin, TX 78752 Week 24/Early Term

SPONSOR REPORT TO: COLLECTION TIME:09:01 DATE:31-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 01-Aug-2007
Medical Director DATE REPORTED BY LA : 02-Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATE: W AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
URINE CREATININE, SPOT - See Note #1

Kote H - No speciren rsceived % 07?4’(,{,9@0 7

Investigator Signature: Date{)

H(itigh) or I{Low}=Values above or belew Covance CLS reference range 317181
[-Telephoned P="Panic” EX:-Exclusion-2s specifisd by the sponser

LOCATION :Covance CLS RETIE O8/02 07 23148



0870372007 12:37:23 AM -0400 Covance CLS PAGE 8 OF 16

Covance CL.S
Havietta Henry, M.D., Direcior
8211 Spilor Drive - Indianapolis, IN U6214-2963
Tel, +1 (B00) 327 7270
LABORATORY REPGRT

ACCESSION NO. N528417

Page 71 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDCMIZATION NUMBER: R5012
Covance~fustin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 15 )
Austin, TX 78752 Week 24/Early Term

SPONSOR REPORT TO: COLLECTION TIME:09:01 DATE:31-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATCRY: 01-Aug-2007
Medical Director DATE REPORTED BY LAB : -Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATL: W AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: 85

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
RBC CELL WASHING (4-ABP-HB) - See Note #1

Noie B - Specimen received beyond stabil%
0Fhug 07

Investigator Signature: Qﬁte

H{High) ar L{Low]-Yalues above cr below Covance CLS reference range 3TIBt
T=Telephoned P="Panic" EX-Exclusion-as specified by ihe sponsor

{IN¥)

LOCATION: Covance CLS RE TIME  C8-02 'Q7 23:48



0870372007 12:37:23 AM -0400 Covance CLS PAGE 8 OF 16

Covance CLS
Marietta Henry, W.0., Director
8241 SciCor Deive - Indlanapolis, IN UG21U-2985
Tel, +1 {800) 327 7270
LABORATORY REPORT

ACCESSION NO. N528.417

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o0 Marianna Alesi RANDOMIZATION NWB& R6012
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 15 :
Austin, TX 78752 leek 24/Early Term

SPONSOR REPORT TO: COLLECTION TIME:09:01 DATE:31-Jul-2007
Russell M. Dixon, MD CATE RECEIVED IN LABORATORY: 01-Aug-2007
Medical Director DATE REPORTED BY LABORATORY: 02-Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATE: Sw AGE: 3u
3402 Kinsman Boulevard SCREENING NUMBER: S5042

Madisen, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
HAS PATIENT FASTED 8 HOURS?
Fasted? Yes

6{——’ OF g, 077

Investigator Signature: Ddte:

BTt

{INY)

LOCATION:Covance CLS RATIME 0802 707 23148



08/03/2007 12:37:23 AM -0400 Covance CLS PAGE 10 OF 16

Covance CLS
Marietta Hemey, M.D., Director
8211 SciCor Drive - Indiamapolis, IN U46214-2385
Tel, +% (BOO) 327 71270
LABORATORY REPORT

ACCESSION NO. N528417

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Mariamma Alesi RANDOMIZATION NUMBER: R5012
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 15
Austin, TX 78752 Week 24/Early Term

SPCONSOR REPORT TO: COLLECTION TIME:09:01 DATE:31~Jul~2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 01~Rug-2007
Medical Director DATE REPORTED BY LABORATORY: 02-Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HEMOGLOBIN A1C
Hab A1c 5.1 Normals:

4.3-6.1%

Stable Diabetics:

4.2-11.2%

29 Hug 07
Investigator Signature: Ddte:

H{ifigh) or L{Low)=Values above or below Covance CLS reference range Bing!

T=Telephoned P="Panic" EX-Exclusion-as specified by the sponsor

{Inv)

LOCATION:Covance CLS RA TIME 0802 "0F 23143



08/03/2007 12:37:23 AM -0400 Covance CLS PAGE 11 OF 18
Covance CLS
Marietta Henry, M.D., Director
211 SeiCor Drive - Indiznapolis, IN LG2{4-2985
Tel, st {B00) 327 7210
LABORATORY REFORT
ACCESSION NO. N528417
Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL = 6270-229
David Carter, M.D. INVESTIGATOR NO, : 5
c/o Marianna Alesi RANDOMIZATION NUMBER: R5012
Covance-Austin PATIENT INITIALS:

313 East Anderson Lane #200 VISIT: 15 )
Austin, TX 78752 Week 24/Farly Term :

SPONSOR REFORT TO: COLLECTION TIME:09:01 DATE:31-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 01-Aug-2007
Medical Director DATE REPORTED BY LABQ - -Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATE: W AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: Sh042
Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?
Yes No
OXIOIZED DL - See Note #1
OxidizelDL fwaiting specimen arrival
Hote $1 - Specimen nol submilied; please ship oriéggé%;g uill be canceled,
A ey © 7
Investigator Signature: - [Pate:

H(High) oz L{Low)=Values abave ar below reference range
Testing parformed hy: Pacific Biemeirics
22 West Harrison Street: Seattle, UA 98719

LOCATION:Covance CLS

B17184

{IKV)



08/13/2007 12:03:09 AM -0400 Covance CLS PAGE 3 OF ©

Covance CLS
Marietta Henry, M.D., Director
8241 SciCor Drive - Indianapolis, IN L4621L-2985
Tel, +1 {800) 327 7214
LABORATORY REPORT

ACCESSION NO. N528417

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Mariamna Alesi RANDOMIZATION NUMBER: R5012
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 15
Austin, TX 78752 Week 24/Early Term

SPONSOR REPORT TO: COLLECTION TIME:09:01 DATE:31-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 01-Aug-2007
Medical Director DATE REPORTED BY LABRCRATORY: 12-Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: S5

Madison, WL United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No

URINE MACRO & MICRO PANEL

Color Yellow Ref Rng:

Colarless or Yellow

Clarity Clear Ref Rng:Clear

Spec Grav 1.010 1.003-1.035

pH 5.5 5.0-8.0

Protein Negative Ref Rng:Negative

Glucose -Normal Ref Rng:Normal

Ketones Negative Ref Rng:Negative

Bilirubin Negative Ref Rng:Negative

Urobilin Normal Ref Rng:Normal

Blood Negative Ref Rng:Negative

Nitrite Negative Ref Rng:Negative

Leuk Est Negative Ref Rng:Negative

Microscop Negative

a 17 Aug 67

Tnvestigatoc’Signature: Date)

H{High} or L(Low}=¥alues above or helow Covance CLS refarence range Bi7181
T=Telephoned P="Panic" EX=Cxclusion-as specified by the sponsor

(INV)



0871372007 12:03:09 AM -0400 Covance CLS PAGE 4

OF 5
Covance CLS
Harietla tenry, M.D., Director
o3 3211 Seilor Drive - Indlanapolis, TN 4621&-2985
SR Tel, +1 (800) 327 7200
LABORATORY REPDRT
ACCESSION NO. N528417
Page 1 of 1
INVESTIGATOR: (B17181) PROTOCOL.  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Alesi RANDOMIZATION NUMBER: R5012
Covance-Austin PATIENT INTTIALS: (Rl
313 East Anderson lLane #200 VISIT: 15
Austin, TX 78752 leek 24/Early Term
SPONSOR REPORT TO: COLILECTION TIME:09:01 DATE:31-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 01-Aug-2007
Medical Director DATE REPORTED BY L ATORY: 12-Aug-2007
Covance CRU, Inc. SEX: M B]RTHDG’IE:% GE: 34
3402 Kinsman Boulevard SCREENING NUMBER: S50u2

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
URTINE CREATININE, SPOT

Rnd Ur Crt 104 mg/dl. No Ref Rng

@ (7 Avg O

Investigator Signature: Pate:

A(High) or L{Low)=Values above or below Covance (LS reference range B17181
T=Telephoned P="Panic" EX-Exclusion-as specified by the sponsor

{IH)

Covance CLS



08/11/2007 12:46:42 AM -0400 Covance CLS PAGE 2 OF 3

Covance CLS
Marietta Henry, 1.0., Direcior
8211 Seior Orive - Ircianzpolis, TN U6ZiL-2965
Tel, +1 (800) 327 7279
LABORATORY REPORT

ACCESSION NO. N528417

: Page 1 of 1

INVESTIGRTOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Mariarna Alesi RANDOMIZATION NUMBER: R5012
Covance-fAlustin PATIENT INITIALS:
313 East Anderson lLane #200 VISIT: 15
Austin, TX 78752 Week 24/Early Term

SPONSOR REPORT TO: COLLECTION TIME:09:01 DATE:31-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 01-Aug-2007
Medical Director DATE REPORTED BY LABORATORY: 10-Aug-2007
Covance CRU, Inc. SEX: M BIRTHDATE: w AGE: 34
3402 Kinsman Boulevard SCREENING NUMBER: Shb

Madison, WT United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
LIPID PANEL -~ See Note #1

Note 41 - Specimen received beyond stability
i : a 17 Aug 07

Tnvestigator Signature: Date:

H{High) er L{Low)=Yalues above or below Covance CLS reference range 81718
T=Telephaned P="Panic" ER:Exclusion-as specified by the sponsor

{IWV)

Covance CLS





