CR! Report for Study E627022¢

Patient: 4003
CRF: Header_Page
Visit: SCREENING
Entered Bv: Tricia Hunt
Discrepancies: None
Approval Status: Not Approved

Site:
Blank?
Visit Date:

Entry Time:

Modification Time:

CP_001
N
02-02-2007

02-04-2007 14:26:29
17-10-2007 11:46:46

Investigator: CP_(001
CRE Page #: 1
Deocument #: R136657413

CRF Status: Entry Complete

Apvproval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Header Info Blank? N Section Status: Eniry Coinplete
Visit: SCREENING Section Date;  02-02-2007
Entered By: Tricia Hunt Entry Time: 02-04-2007 14:26:29

Last Modification Time:
Page number:

02-04-2007 14:26:51
1

RJ REYNOLDS TOBACCO COMPANY

RDC CASE REFPORT FORM
Sponsor Name

SMOKER

Investigator

KEITH KLATT, MD 4

SWITCHING FROM USUAL BRAND CIGARETTES TO A TOBACCO-HEATING CIGARETTE OR SNUS
-A MULTI-CENTER EVALUATION OF HEALTH-RELATED QUALITY OF LIFE ASSESSMENTS AND BIOMARKERS

OF EXPOSURE AND HARM

Site

Click here to navigate to response history for this CRF

Report run by Tricia Hunt at 21-01-2008 15:07:23

Page 2




Page ID: D11551613

To:Covance GRU Portland
Investigator:Keith Kiatt
Date:25-APR-2008

" f Covance No. 6270-229

Data Clarification Form
Patient#:4003
Patient Initials?
Reviewer:Dawn Taylor

Form Name / Visit Name Page # Questions/Comments Resolution
Date : ‘
HDYF?/Oral Health Questions 15 - W12 HDYF? Inquiry data is pot provided. Date=_ 1 TPE_tafy X Pzt
Inguiry 11MAYOQ7 Actual Time=__ ;i3I ZC° -
WEEK 12 HDYF Performed’?“
Disc ID: 1319967413 Closed:N Comments=
ﬂD‘\*deYUL .
Type: MANUAL HEADER L/ \ 0
Laboratory Evaluation 2 Sereening lab req #N574619 shows a gender of ', Updated req attached
SCREENING - 02FEBQ7 however this subject is Maie. Please provide-an :
Disc ID: 1319960213 Closed: N updated ab req. - [ 1 Other: =
Type: MANUAL HEADER

_JThave compieted reviewed and either approved all the corrections on this form or made some corrections and initialled those changes. l venfy that 1 have
received a copy of this form which will be filed with my copy of the appropriate Case Report Form. :

Woesbhocironn SsmfR.2d

Futhorized Personnel Signature ] . Date

Page 2 of 4 DCFID: 50146913 Revision #:. - 0




04/25/2008 4:12:21 PM ~0500 Covance CLS PAGE 9 OF 16

Covance CLS
Marietia Henry, M.D., Director
8211 SciCor Drive - Indiamapolis, IN 46214-2968
fel. +1 (300) 327 1270
LABORATORY REPDRT

skxk REPRINTED: 25~APR-2008 #k%»
ACCESSICN NO. N574619

Page 1 of 3

INVESTIGATOR: (J14315) "~ -~ o PROTCCOL  6270-229- -
Keith Klatt, M.D. INVESTIGATOR NO.: 4
¢/0 Heather Aiona RANDOMIZATION NUMBER: Ru003
Covance - Portland PATIENT INITIALS: '
5331 Sil Macadam Ave VISIT: 1
Portland, OR 97239 Screen

SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCRFENING NUMBER: Su .

Madison, WI United States 53704 °

Is this Clinically
Significant/ Adverse

Event?
Yes No
CHEMISTRY PANEL
Total Bili 0.5 0.2-1.2 my/dL
Alk Phos 61 31-106 U/L
ALT (SGPT) 45 H  6-34 UL [ Ler”
RST (5GOT) 26 9-34 U/L
GGT L2 u-h9 U/L
LDH 156  53-234 WL
Urea Nitr 21 4-24 mg/dl
Creatinine 1.2 H  0.4-1.7 my/dL ' [1 =17
Glucose 103 70-115 mg/dL .
Uric Acid 7.4 H 2.1-7.2 mg/dL L1 L4
Calcium 10.2 8.3-10.6 mg/dL
Phosphorus - 3.9 : 2.2-5.1 mg/dL
Total Prot. 7.0 6.1-8.4% g/dL
Albumin - 4.5 3.3-4.9 g/dl
Sodium 143 132-147 mEg/L
Potassium L. L 3.4-5.4 mEg/L
Chloride 105 94-112 mEqg/L
\

. 2.8 FIPR oo =

7 Iangnature: Date:
H(High) or L{Low)=Yalues abeve or belcu Covance (LS refarence cange J1815

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

{IHY}




04/25/2008 4:12:21 PM ~050C Covance CLS . DPAGE 10 OF 18

Covance CLS
Marietta kenry, H.C., Dicecter
8241 Scifer Deive - Indianapalis, IN '¥6214-2985
Tel, +1 (603} 327 7210
LARORATORY REPORT

#x¥k REPRINTED: 25-APR-2008 X%
ACCESSTION NO. N574619

Page 2 of 3 '

INVESTIGATOR: (J14315)y ° ~ '~ ' ©ot 0 PROTOCOL - 627D-229

Keith Klatt, M.D. INVESTIGATOR NO.: U

c/o Heather Aiona RANDOMIZATION - RL003

Covance - Portland PATIENT INITIALS:

5331 SlW Macadam Ave VISIT: 1

Portland, OR 97239 Screen '
. SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:D2-Feb-2007

Russell M. Dixon, MD . DATE RECEIVED IN LABORATORY: 03-Feb-2007

Medical Director DATE REPORTED BY LPB : 03-Feh-2007

Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31

3402 Kinsman Boulevard SCREENING NUMBER: Su

Madison, WL United States 53704

Is this Clinically
Significant/ Adverse

' Event?
Yes No
HEMATOLOGYS DIFFERENTIAL PANEL

HGB 7.5 H  11.6-16.4 g/dL L1 (4
HCT 50 H  34-48 % 1 L™
RBC - 9.4 4.1-5.6x106/uL
MCV 92 79-98 fL
MCH . 32 26-34 pg
MCHC 35 31-38 g/dL
ROW 12.5 12.0-15.0 %
RBC Morph Normocytic ’
usec 6.36 3.80-10.70 x103/ul
Neutrophil 4.00 1.96-7.23 x103/uL
Lymphocyte  1.86 0.91-4,28 x103/ul

~Monoeytes - --0.28 - - - 0.12-0+92 x103/uL.
Eosinophil 0.20 0.00-0.57 x103/ul
Basophils 0.03 0.00-0.20 x103/uL
Neutrophil 62.9 40.5-75.0 %
Lymphocyte 23.3 15.4-u8,5%
Monocytes L, L 2.6-10.1 %
Eosinophil 3.1 0.0-6.8 %

" Basophils 0.4 -0.0-2.0 %
Platelets 166 140-400 x103/uL

28 /008
Iryestigator Signature: " Date:
H(Highy ot L{Lowj-Yalues abave cr belew Covance CLS reference range B3e

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

(W)
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04/25/2008 4:12:21 PM -0500 Covance CLS PAGE 11 OF 18

Covance CLS
Harietta Henty, M.0., Director
8211 Scilor Orive - Indianapolis. IX U6214-2085
Tel. +1 (800) 327 7270
LABDRATORY REPORT

¥kdok REPRINTED: 25-APR~2008 ¥okk®
.. ACCESSION ND. N574618

Page 3 of 3

© "INVESTIGATOR: (J14315) : o ~ PROTCCOL - -6270-229-
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/o Heather Riona RANDOMIZATION NUMBER: Ru003
Covance - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 1
Portland, OR 9723% Screen

SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feb-2007

Russell M. Dixon, MD DATE RECEIVED IN LABORATCRY: 03-Feh-2007
Medical Director DATE REPORTED BY LABQRATORY: 03-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: % AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: Sk

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
URINE MACRD & MICRO PANEL
Color Yellow Ref Rng!
Colorless or Yellow
Clarity Clear Ref Rng:Clear
Spec Grav 1.008 1.003-1.035
pH 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:
o - Negative-Trace :
Nitrite Negative Ref Rng:Negative
Leuk Est Negative Ref Rng:Negative
Microscop Negative
284pe 200%
Invéstigator Signature: Date:
HeHign} o L{Low)=Yalues above or below Covance CLS refecence range I35

{=Telephonad P:"Panic” EX:Exclusion-as sperified by the spansor

(1Y)
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04/25/2008 4:12:21 PM -0500 Covance CLS . PAGE 13 OF 16

Covance CLS
favietta Henry, H.D,, Director
8211 SciCor Drive - Indianapolis, TN 4EZ14-2085
Tel. +1 (800) 327 7210
LABORATORY REPORT

*x¥% REPRINTED: 25-APR-2008 sk
ACCESSION NO. N574619

Page 1 of 1
INVESTIGATOR: (J14315) =~ ~ ' ©oo o PROTOCOL - ©270-229 -
Keith Klatt, M.D. INVESTIGATOR NO.: 4 v
c/o Heather Aicna RANDOMIZATION NUMBER: R4003
Covance - Portland PATIENT INITIALS:
5331 S Macadam Ave VISIT: 1
Portland, OR 97239 Screen
SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY LAB : 03~Feh~2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
.- 3402 Kinsman Boulevard SCREENTNG NUMBER: SW

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?
Yes No
HEPATITIS B SURFACE ANTIGEN
HBSAG Negative N6 Ref Rny

HEPATITIS C VIRUS ANTIBODY
ANTI-HCV Negative No Ref Rng

HEPATLTIS B SURFACE ANTIBODY
HBSAB ‘Negative No Ref Rng

ESTRADIOL - See Note #1

Hote 41 'Nuspe%/ﬂﬁ@ ‘ 28 Aot 2008

" Irbestigator Signature: Date;

H(High) or L{Low):Valuzs 2bave or below Covance CLS reference range 14315
T-Teleghoned P-"Panic” EX:Exclusion-as specified by the sponsor

{Th¥)




04/25/2008 4:12:21 PM -0500 Covance CLS PAGE 18 OF 16

Covance CLS
Harietta Henry, K.0., Director
821" SeiCor Deive - Indianapolis, IN 46214-2085
Tal. +1 (800) 327 7270
| ABORATORY REPORT

*xxx REPRINTED: 25-APR-2008 *%k%
* ACCESSTION NO. NS74619

Page * of 1

"INVESTIGATOR: (J14315) S ‘ PRCOTCCOL - 6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/o Heather Aiona _ RANDOMIZATION NUMBER: R4003
Covance - Portland - PATIENT INITIALS:
5331 Sl Macadam Ave VISIT: 1 )
Portland, OR 97239 Screen

SPONSOR REPORT TD: COLLECTION TIME:10:34 DATE:02-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY Y. 03-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HIV 1/HIV 2 ANTIBODY SCREEN
HIV-1/2 Non-Reactivé Reéférence Range:
Non~Reactive
. el oo
/~~—Investigator Signature: Date:
“Ihis testing is pectormed as part of a clinical trial. Diaqnostic testing I35

shall be conducted locally.” Ki(High) or L(Low)=Values 2bove ar below Covance
refecence range T-Telephaned P:"Pamic™ EX-Exclusions as specified by the Spomsor
(IAV)
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04/25/2008 4:12:21 PM -0500 Covance CLS PAGE 3 OF 18

Covance CLS
Marietta Henry, KD., Director
8211 Seiloe Orive - Indianapolis, IN Ub214-2985
Tel. +1 (800) 327 1200
LABORATORY REPORT

sk REPRINTED: 25-APR-2008 *kxx
ACCESSION NO. N574619

Page 1 of 1

INVESTIGATOR:" (J14315) o o PROTOCOL  6270-229 -
Keith Klatt, M.D. INVESTIGATCR NO.: 4
c/o0 Heather Riona RANDOMIZATION NUMBER: RLODO3
Covance = Portland PATIENT INITIALS:
5331 SW Macadam Ave ) VISIT: 1
Portland, OR 97238 Screen

SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feb-2007
Russell M. Dixon, MD . DATE RECEIVED IN LOABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY : (13-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: SY4

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

2&& 2 cofs
¢« TInvestigator Signature: ' Date:

J1g315

(TN




e

04/25/2008 4:12:21 PM -0500 Covance CLS PAGE 5 OF 16

Covance CLS
Farielta Heney, M.0., Cirector
8211 SciCor Drive - Indianapolis; TN 46214-2935
Tel, +1 (800) 327 7270
LABORATORY REPORT

*¥¥% REPRINTED: 25-APR-200B %x¥*x
ACCESSION NO. N57u61¢

Page 1 of 1

INVESTIGATOR: (J14315) = '~ o " PROTOCOL - 6270-229 -
Keith Klatt, M.D. INVESTIGARTOR NO.: 4
c/o Heather Aiona RANDOMIZATION : R4003
Covance - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 1 '
Portland, OR 97239 Screen

SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feb-2007

* Russell M. Dixon, MD DNTE RECEIVED IN LLABORATORY: 03-Feb-2007
Medical Director DNTE REPORTED BY Y: 03-Feb-2007
Covance CRU, Inc. SEX: M smnmm':mw AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: SUy

Madison, WI United States 53704
: Is this Clinically
Significant/ Adverse

Event?
Yes No
TOTAL IRON
Total Iron 107 30-160 ug/dL
FOLLICLE STIMULATING HORMONE
FSH 6.0 Follicular:
' 4.0-13.0 mIU/mL
Mid-Cycle:
5.0-22.0 mIU/mi
Luteal:
2.0-13.0 mIU/m_
Postmenopausal:

20.0-138.0 mIU/ml

HEPATITIS A ANTIBOOY-IGM
HepA IgMAb Negative No Ref Rng

/‘% 28 /%gzm

(_Jvestigator Signature: Date:

H(tigh) or L{Low}=Yalues shove or beloy Covance CLS eeference range J15315
T=Telephaned P="Panic" EX:Exclusion-as specified by the spansoc

(1)
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04/25/2008 4:12:21 PM -0500 Covance CLS PAGE 7 - OF 1B

Cavance CLS
Hacietta Henty, M.0,, Birector
8211 SciCor Orive - Indianapolis, IN 45214-2385
Tel, +1 {800) 327 7279
LABORATAORY REPORT

woxsck REPRINTED: 25-PPR-2008 wiokk
- ACCESSION NO. N574619

Page 1 of 1

. JINVESTIGATOR: (J14315 - - - - -~ = ‘ PROTOCOL - 6270-229-
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/o0 Heather Aiona RANDOMIZATION NU . RuQ03
Covance - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 1
Portland, OR 97239 Screen

SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02~Feb=-2007

Russell M. Bixon, MD DATE RECEIVED IN LABORATORY: 03~Febh-2007
Medical Director DATE REPORTED BY LABORAT: - ~Feb~2007
Covance CRU, Inc. SEX: M BIRTHDATE: W AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: Su

Madison, WI United States 53704

Ts this Clinically
Significant/ Rdverse
Event?
Yes No
HEPATITIS B CORE ANTIBODY-IGM
Hep Be IgM Negative Ref Rng:Negative

ﬁ 2B A 208
/(/Iﬂvéstigator Signature: "Date:

H(High o L{Lou)<Values above ot below Covance (LS reference range IR
T=Teleghoned P="Panic” EX-Exclusion-as specified by the sponsor

(THY)




P, 001

FAX No. 5032940231

_APR/25/2008/FRI 01:31 PM  COVANCE

Page ID: D11551613
{ Covance Ng, 6270-229

- Data Clarification Form
To:Covance CRU Portland - ' :

. Patienf#:4803
Investigator:Keith Klatt ’ : Patient initials;.
Date:25-APR-2008 B ) " Reviewer:Dawn Taylor
. i . i
i
[
i
|
Form Name [ Visit Name Page # Questions/Comments Resolution ;
Date : )
HDYF?/Oral Health Questions 15 - W12 HDYF? Inquiry.date is not provided. Date=__JTPL, _{Ady g3
Inquiry T 11MAYO? : , Actual Time=__ ] 3¢ )
WEEK 12 HDYF Performed?=- (p&Q
Closed: N : ; = N
. , - Comments )
Disc ID: 1319967413 _ - n&m g -
Type: WANUAL HEADER ' €1 D
Laboratory Evaluation 2  Screening lab req #N574619 shows agender of ', [ | Updated req attached (=] |
SCREENING ~ 02FEBO7 however this subject is Male. Please provide an : |
Disc ID: 1318960213 Closed: N Updated labeeq. ~ - _ £} Other: =
Type: MANUAL HEADER '

(L) AL e yTins (Mnfalateom 7 Aol fons et o WD O SECS
& &t oo Chd e od G ALy i adde cdiiet Mo opp ol

t

_ | have completed, reviewed and either approved all the corrections an this f&rm or made some corrections and initialled those chinges. | ve!

received a copy of this form which will be filed with my copy of the appropriate Case Report Form.
Woenlho A onn 25 APR.2A0Y

Authorized Personnel Signature ‘Date

Page 2 of 4 DCFID: 50146413 : Revision #:

rify that | have




04/25/2008 4:12:21 PM -0500 Covance CLS : PAGE S OF 16

Covance CLS
Mariella Heney, M.D., Divector
821t Scior Orive - Indianapolis, IN U6214-29%5
Tel, +1 (800) 321 1270
ORATO PORT

#¥xx REPRINTED: 25-RPR-2008 xex*

| —— At & — ——- — i+ — 4 o e e e e . e e ——mqsIm—mT—NS-7l{6.19“— — h—t ————— — }——— 44 4 1t . L 45 v s s

Page 1 of 3

INVESTIGATOR: (J14315) ' ' PROTOCOL * 6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c¢/o Heather Aiona ' RANDOMIZATION . R4003
Covance - Portland PATIENT INITIALS:

5331 SW Macadam Ave VISIT: 1
Portland, OR 97239 Screen )

SPONSOR REPQORT TO: COLLECTION TIME:10:34 DRTE:02-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY LAB : 03-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: S4019

Madison, WI United States 53704

Is this Clinically
Signifigant/ Adverse

Event?
Yes No
CHEMISTRY PANEL
Jotal Bili 0.5 0.2-1.2 my/dL
ALk Phos 61 31-106 U/L X
ALT (SGPTY . 45 H  6-34 U/L [3 (!
AST (SGOT) - 26 g-34 WL
GGT 42 4-49 U/L
LDH 156 - 53-23% W/
Urea Nitr 21 4-=24 mg/dL
Creatinine =~ 1.2 H 0.4-1.17 my/dL : ' [1] L]
Glucose 103 70-115 mg/dL ~
Uric Acid - 7.4 H 2.1-7.2 mg/dL L3 (|
Caloium 10.2 8.3-10.6 mg/dL
Phosphorus 3.9 2.2-5.1 mgy/dL
Total Prot 7.0 6.1-8.4 g/dlL
Albwnin 4.5 3.3-4.9 g/dl
Sodium 143 132-147 mEg/L
Potassium 4.4 3.4-5.4 mEg/L
Chloride 105 94-112 mEg/L
Investigator Signature: Date:
K{figh} or L{Lou)-Yalues abave ar beloy Covance (LS reference range Nu3tz
T=Telephened P="Panie" EX-Exclusion-as specified by the sponser :
{INY)

200 °d 1EZ0P62E0S ON XV INGACD  Rd 1E°10 134/8002/52/3dY



EP—— s ~c

04/2572008 4:1Z:21 PM -0500 Covance CLS PAGE 10 CF 16

Covance CLS
Karietla Heney, M.0., Director
8211 SciCer Deive - Indianapolis, IN U6Z14-298%
Tel. 1 (800) 327 7270
LABORATORY REPORT

#oex¥ REPRINTED: 25-APR-2008 waoex

- e e A GO TN TN NG ZU g~ == et i e e e o e
' Page 20of 3 .

INVESTIGATOR: (J14315) PROTOCOL  6270-229

Keith Klatt, M.D.
c/o Heather Aicna
Covance - Portland
5331 Sl Macadam Ave

INVESTIGATOR NO.: 4
RANDOMIZATION NUMBER: Ru0O03
PATIENT INITTALS: [

. VISIT: 1

Portland, OR 97239 Screen
- SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feh-2007
Russell M. Dixon, MD . DATE RECEIVED IN LABORATORY: 03-Feb-2007

Medical Director DATE REPORTED BY LABORATORY: 03-Feb-2007
SEX: M BIRTHDATE: AGE: 31

Covance CRU, Inc.
3402 Kinsman Beoulevard SCREENING NUMBER: S4019

Madison, WI United States 53704

Is this Clinically
. Significant/ Adverse

Event?
‘ Yes ~ No
HEMATOLOGYS DIFFERENTIAL PANEL
HGB = 17.5 H' 11.6-16.4 g/dL ' 1] L3
HCT 50 H  34-48 % _ (7 [
RBC - 5.4 4.1-5.6x106/uL
MCV g2 : 79-98 fL
MCH 32 ~ 26-34 pg
MCHC 35 31-38 g/dL
RDW 12.5 12.0-15.0 %
RBC Morph "Normecytic’ S
LWEC 6.36 3.80-10.70 x103/uL
Neutrophil 4.00 1.96-7.23 x103/u_
Lymphocyte 1.86 0.91-4.28 x103/uL
Monceytes - 0.28 0.12-0.92 x103/uL
Eosinophil 0.20 0.00-0.57 x103/uL
Basophils 0.03 0.00-0.20 x103/ul.
Neutrophil 62.9 U0.5-75.0 %
Lymphocyte 29.3 15.4-48 . 5%
Monocytes 4.4 2.6-10.1 %
Eosinophil 3.1 0.0-6.8 %
Basophils 0.4 0.0-2.0%
Platelets 166 140-400 x103/uL
Investigator Signature: Date:
H{itigh) or [{Low)=¥alues above or below Covance (LS reference range 114315

T:Telephoned P="Panic” BX:Exclusion-as spacified by the sponsor

{In)

€00 4 FECOPOZEDS ON X¥A IONVAOD  Kd T€+10 19d/8007/52/8dY



04/25/2008 4:12:21 PM -0500 Covance CLS PAGE 11 QF 16

Covance CLS
Macietts Henry, M.D., Director
8211 Scifor Drive - Indiamapolis, TN N521%-293%
Tal. ¢l {800) 327 7270

LABORATORY REPORT -
. waxx REPRINTED: 25-APR-2008 s
e e TN LT oY L1 it —————— ———
Page 3 of 3
INVESTIGATOR: (J14315) " ' . PROTOCOL  6270-229%
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/o Heather Aiona , RANDOMIZATION NUMBER: R4003
Cavance - Portland PATIENT INITIALS:
53317 SW Macadam Ave : VISIT: 1
Portland, OR 97239 Screen
SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feb-2007
" Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY LAB : 03-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: W AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is 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 1.009 1.003-1.035

pH : 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

Urcbilin Normal Ref Rng:Normal

Blood Negative Ref Rng:

: : Negative-Trace

Nitrite Negative Ref Rng:Negative

Leuk Est Negative Ref Rng:Negative

Microscop Negative

Investigator Signature: Date:
H(High) er L(Low)=Yalues abeve ov below Covance (LS reference range IE
TeTelephorad P="Panic” EX-Exclusion-s specified by the sponser
()

700 d 1EC0PBZENS "on ¥4 JONBADD R 7610 1¥4/800C/97/4dY



04/25/2008 4:12:21 PM -0500 Covance CLS PAGE 13 OF 16

Covance CLS
Karietta Henry, K.0., Directer
8211 SciCor Deive - Indianapolis, IN b6214-238S
Tel. +1 (800) 327 7200
LABORATORY REPURT

spxx REPRINTED: 25-APR-2008 =exx

R — - ACCESSTON"NOT"N574619 "~ — —— R
: Page 1 of 1 '

TNVESTIGATOR: (J14315) ) ’ ) "PROTOCOL  6270-229
Keith Klatt, M.D. INVESTIGARTOR NO.: 4 .
e/o Heather Aiona ) RANDOMIZATION NUMBER: RU003
Covance - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 1 '

\ Portland, OR 97239 Screen .

SPONSCR REPORT TO: COLLECTION TIME:10:3% DATE:02-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
. 3402 Kinsman Boulevard SCREENING NUMBER: S :

Madison, WI United States 53704

Is this Clinically
Significant/ Rdverse
Event?

Yes No
HEPATLITIS B SURFACE ANTIGEN

HBSAG Negative No Ref Rng

HEPATITIS C VIRUS ANTIBODY
ANTI-HCV . Negative No Ref Rng .

HEPATITIS B SURFACE ANTIBODY
(Hesa | Negative No Ref Rng

ESTRADIOL - See Note #1

Note B1 - No specimen received

Investigator Signature: Date:

H(High} or L{Lew)-Values above or belw Covarce (LS reference range Ji315
T=Telephoned P="Panic™ EX:Exclusion-s specifizd by the sponsor

B - ()

500 "4 [EC0¥62E0G N A¥d GONVACD  Kd 7€:10 144/8007/57/8dY



04/25/2008 4:12:21 PM -0500 Covance CLS PAGE 1S OF 16

Covance CLS
Karietta Fenzy, H.D., Director
8211 SciCor Drive - Indianapolis, IN 46214-2985
Tel, +1 (800) 327 1200
LABORATORY REPORT

»xxx REPRINTED: 25-APR-2008 *xxs ’
T — T ACCESSTON_NO . "N57u619 e

' Page 1 of 1

INVESTIGATCR: (J14315) ’ o o PROTOCOL  6270-229"
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/0 Heather Aiona . RANDOMIZATION . R4003
Covance - Portland PATIENT INITIALS
5331 SW Macadam Ave VISIT: 1
Portland, OR 97239 Screen

SPONSOR REFORT TO: COLLECTION TIME:10:3% DATE:02-Feb-2007
Russell M, Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED @Y LAB + 03-Feb-2007
Covance CRU, Inc. SEX: M BIRTHUATE: AGE: 31
3402 Klnsman Boulevard SCREENING NUMBER: SY

Madison, WI United States 53704

Is this Clinically
. Significant/ Adverse

Event?
: Yes No
HIV 1/HIV 2 ANTIBODY SCREEN '
HIvV-1/72° Non-Reactive Reference Range:
. Non-Reactive
Investigator Signature: Date:
“This testing is performed as part of a ciinical trial, Diagnostic testing JN313
shall be eonducted Locally.” H{High) or L(Low)=Values above or belou Covance
teference cange T-Telephoned P="Panic” EXsExclusions as specified by the Sponsor :
(INV)
900 ¢ [EC0PEZE0S 0N X¥d ANVACD  Md Z2E-10 1¥4/8002/%2/44Y




04/25/2008 4:12:21 PM -0500 Covance CLS PACE 3 OF 16

Covance CLS
Marietia Henry, K.0., Virector
8211 SciCor Orive - Indianapolis, IN 46214-2965
Tel. +1 (800) 327 7270
LABORATORY REPODRT

#xx REPRINTED: 25-APR-2008 xxxx

mﬁs-lm_m:_m7%19.. e ey o o o e e s+ e

Page 1 of 1 !
INVESTIGATOR: (J14315) ' ' ' PROTOCOL ~ 6270-229 T
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/o Heather Riona S RANDOMIZATION NUMBER: R4003
Covance - Partland PATIENT INITIALS:
5331 SW Macadam Ave \ VISIT: 1 )
Portland, OR 97239 Screen’ ' .

SPONSOR REPORT TO:

COLLECTION TIME:10:3% DATE:02-Feb-2007

Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY LAB . 03-Feb-2007
Covanee CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: S4019

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Fvent?
Yes No
HAS PATIENT FASTED 8 HOURS?
Fasted? - Yes |
IS SUBJECT A SMOKER OR NON-S5M?
smoker/non Smoker
Investigator Signature: ' Date:
N85

(W)

400 4 ' 1£20762€0G 0N X¥y AONVAOD W Z£:10 184/8002/57/44¥



04/25/2008 4:12:21 PM -0500 Covance CLS ' PAGE 5 OF 18

Covance CLS
Mariet!a Hency, M.0., Director
8211 Scifor Drive - Indiamapolis; IN 4E214-2989
Tel. +1 (809) 321 0
LABORATORY REPORT

xexx REPRINTED: 25-APR-2008 xkkx

i ACCESSTON NOT" NS7u619————— - — —
Page 1 of 1

INVESTIGARTOR: (J14315) ° ' " PROTOCOL ~ 6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/0 Heather Aiona ~ RANDOMIZATION NUMBER: RU003
Covance - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 1 ' )
Portland, OR 97239 Screen

SPONSOR REPORT T0: COLLECTION TIME:10:34% DATE:02-Feb-2007

“ Russell M. Dixon, MD DATE RECEIVED IN LABCRATORY: 03-Feb-2007
Medical Director DATE REPORTED 8Y LABORATCRY: 03-Feb-2007
Covance CRU, Inc. SEX: M DIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704
: Is this Clinlcally
Significant/. Adverse

Event?
Yes Neo
TOTAL IRCN |
Total Iron 107 © 30-160 ug/dL
FOLLICLE STIMULATING HORMONE
'FSH 6.0 Follicular:
o %.0-13.0 mIU/mL
Mid-Cycle:
5.0-22.0 mIU/mL
Luteal:
2.0-13.0 mIU/mL
Postmenopausal:
20.0-138.0 mIU/mL
HEPATITIS A ANTISODY-IGM
HepA IgMAb Negative No Ref Rng
1
Investigator Signature: Date:
K(High) or L(Low)-Yalues above or below Covance CLS reference range s
T=Teleghoned P-"Panic” EX:Exclusion-as specified by the spomsor
()

800 d 1EZ0¥62E0G N X¥d AONVAOD  Td EE-T0 144/8007/97/44Y



04/25/2008 4:12:21 PM ~-0500 Covance CLS PAGE 7- OF 16

Covance CLS
Marietts Renry, K.0., Directer
#211 Scilor Orive - Indiamapolis, Ii W6214-2982
Tel. +1 (800) 327 1210
" LABORRTORY REPORT

xxxx REPRINTED: 25-APR-2008 xsx

— ACCESSTON"NOTNS7U6TY ) - —
Page 1 of 1
» TINVESTIGATOR: (J14315) ’ ' ' " PROTOCOL 6270-229
Keith Klatt, M.D. - INVESTIGATOR NO.: 4
c/o Heather Aiona ‘ ~ RANDOMIZATION NUMBER: R4Y003
Covance - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 1 )
Portland, OR 97239 Sereen .

SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feb-2GG7
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDAIE: AGE: 31

- 3402 Kinsman Boulevard SCREENING NUMBER: St

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
Investigator Signature: _ Date:
H{High) or L{Low)=Values above or below Covance CLS refersnes range 315

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

(IRY)
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P. 008

FAX No. 5032940231

COVANCE

APR/07/2008/MON 04:38 P

Page |D: D11769413

To:Covance CRU Portland
Investigator:Keith Klatt
Date:19-MAR-2088

LIS
4

! Govance No. 6270-229

Datarblariﬁcation Form

|

Patient#: 4003
Patient Initials: :
Reviewer:Dawn Taylor E

Form Name / Visit Name Page # Questions/Gamments Resolution
7 Date |
| py :
24-Hour Urine Collectlon Disc I 131996571 3 requestad a copy of lab req [V{ Lab daocuments -attached
WEEK 0 (BASELINE 16FERO7 N528277. Document provided is the shipping [ 1 Other:
Disc ID: §357780713 requisition. Please forward the laboratory results

Type: MANUAL HEADER

Closed: N

document, req #N528277,

| have completed, mwewed and either approved all the corrections on this form or made same corrections and initialled those changes | verify that | have
ich-will be filed with my copy of the appropriate Case Report Form.

re%d a copy of thi
e —
U ; @

Authorized Personnel Signature

Page 1 of 1

OIERTDO0E

.+ Date

DCEID: 51208313

I?evision #




APR/0

n /N

1L

008/MON 04:33 PM COVANCE

FAX No. 5032540231 P. 010

g,

Caovance CLS
Marietta Hemry, M.0., Direelor
8211 Scilor Drive -~ Indianapelis, TN 46214-2085
Tel. +1 (800) 327 7270
LABORATORY REPORT

ACCESSION NO. N528277

Page 1 of 1
INVESTIGATOR: (J14315) PROTOCOL  6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: L
¢/0 Heather Aiona RANDOMTZATION NUMBER: RU003
Radiant Research -~ Partland ’ PATIENT INITIALS: ()
5331 SW Macadam Ave VISIT: 24 HR UR

Portland, OR 97239 24 Hr Urine Collection

SPONSCR REPORT TO: COLLECTION TIME:17:18 CATE: 16-Feb-2007
Russell M. Bixon, MD DATE RECEIVED TN LABORATORY: 20-Feb-2007
Madical Director DATE REPORTED BY LABORATORY: 20-Feb-2007
Covance (RU, Inc. SEX: M BIRTHDAIEL: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: S401

Madison, W United States 53704 °

Is this Clinically
Significant/ Adverse

Event?
Yes No
URINE CREATININE, 24 ‘HR - See Note #1 e o
ELAPSED DATE AND TIME, 24HR .
Flpsd D&T 1440 min
Tie R COLLECTION INORMAT g, o o B e e St L U SRR TR R LIS
Start. Date 16-Feb-2007
Start Time 17:18
Stop Date 17-Feb-2007
Stop Time 17:18
TOTAL 24+R URINE VOLLME
Total Vol. 6500 mL
Note #1 - Ko spacipen i
}( Zef<za7
; Date:
H(High) or i{Low):Values abave or kelow Covance CLS reference range 1319
T=Telephoned P-"Panic” EX-Bxclusion-as specified by the spansor
(1)

FEB 21

'@7 68:23 Cavance CLS PAGE. @6




Page ID: D11551513

To:Covance CRU Portiand
investigator:Keith Klatt
Date:25-FEB-2008

{ Covance No. 6270-229

Data Ciarification Form
Patient#:4003
Patient Initials:
Reviewer:Dawn Taylor

Form Name / Visit Name Page # Questions/Comments Resoiution
Date
, 9
24-Hour Urine Collection 5 1-Please confirm that the following data, recorded for M/Piétop date=NA :
WEEK 0 (BASELINE 16FEBQY the W0 Spot Urine Void can be updated to 'NA'. top time=NA %’?)/

Disc ID: 1319965713 : | - [} Stopdate=_ e
oe Closed: N 2-WO0 Urine collection lab req (N528277) was not op time= 7 8
Type: MANUAL provided with this crf. 4 Lab Req attached

Other:
24-Hour Urine Collection 15 1-Please confirm that the following data, recorded for ‘I){Etop date=NA 7 -
WEEK 12 _ 11MAYOQ7 the W12 Spot Urine Void can be updated to 'NA', top time=NA 7 _

Disc iD: 1319967513 . [ ] Stopdate=_ i)
'S¢ Ciosed: N 2-Stop date/time and volume for the 24 hour urine Stop time= Lzﬂ’ﬂﬂ“
Type: MANUAL collection are marked as 'NA'. Please clarify. 2-[ 1 Window collection Not Done~

All fields=ND
I 1 Stop date=
Stop time=_ _ : S bﬁg'; ;
Vaolume= - ‘(\ﬂs“ﬁ i
M Other: ’)} . (o ojzd UA gk R (j}dj
4 zw‘\
@/‘W /Lm /Q% OJO‘C ;%019 ()?fﬁ?g;’/ e lﬁ?")l"’

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

AU TU AR

Authorized Personnel Signature

Page 1 of 4

mrtfé;%i?,@&

Date

DCF ID: 50146913 Revision #: 0



8211 SciCor Dr. =
i oy COMPLETE ALL BOXES IN THIS SECTION WITH BLACK BALL POINT
iy anapolls, I $6214-2985 _PEN, FAILURE TO COMPLETE ALL BOXES WILL DELAY REPORTS.
Fax: 317/616-2351 ' T
= Screening Number| § | 04 (U [/ [/
:  (Subject)
Laboratory Requisition Form | &
R.J. Reynolds Tobacco Company|  Randomization Number| R | 04 | U/ |0 |0
Page 1of 3 Protocol: 6270-229 | ' " (Subject)
i - b
3-part | | Investigator : 04 o Patient Initials
If ho middie initial, a dash will b
Keith Klatt, M.D. (o middle nia, & desn v Bo
9%{::%; Radiant Research, Inc - Cpm te month E'ﬂgd?tsﬁ :
on n =ngkt
use || 5331 SW Macadam Ave #307 | “"™Eanpie: 02Un 1868)
ONLY || Portland, OR 97239 ' : Sex e
United States ¢ |
Employee Visa | [ (503) 294-7193 6 Collection Date| ey e Mwh, Ye"
mplete'menth field in English i}~ §{ £+ -
Q:o {Example: 01 JAN 2001) ![ 6b & C 7
: Racord the 24 Hr Urine start date.
Tiktee Goue . Collection Time 25 cok '
3. (Record Midnight as 23:59) \ ’T . \%5
Amblent= é ' Record the 24 Hr Urine start time.
R isition Completed by s TN
Frozen= e Full name in capita1 letters P““\‘/LE—LA» m"D
e m e e ot T i Sarh tedrby [t o e T
. : 'guﬂ name in capital letters f '\‘}*VCI? , {/7( K Elj\i/ '
efrig= il
Note: Start Time for the 24"Hr Urme collection is the time the bladder
S is emptied (al%ér the Spot Urine Collection). .
24 Hour Urine &Ilectlon Date Collection Time'
T Collection (DD/MM M/YYYY) (24 Hr clock)
allgation
Start Sarpg,,asﬁgﬂect:\on, Datef Same as Collectign Time .
Stop TR ARSI ) e
P 1 f Y
P By Total Volume \l' SN )
Second Entry
AUTHORIZATION IS REQUIRED FOR ADDIT ‘gt‘lAL TESTING
Comments: {UYIVIAA Wi- Yool UY’ ([
_ WHITE COPY — COVANCE i YELLOW COPY- PINK COPY — INVESTIGATOR| .
= . - SEND TO COVANCE LABORATORIES LTD., :
E HARROGATE ENGLAND
= PLEASE DO NOT RErgnN EMPTY CONTAINERS TO COVANCE.
= Covance inferhal use ONLY (T
= L6 i '
T-3|| 509716 KMB 061226

Accession No.
N528277

COVANTCE.
THE DEVELOPMENT SERVICES COMPANY
Covance Central Laboratory Services, inc.

W

 THE ACCESSION NUMBER IS

COMMUNICATION

COVANCE. y/Ig|T: 24 HR URINE COLLECTION

THE ~REFERENCE NUMBE.R-
FOR




Page iD: D11551713

To:Covance CRU Portland
Investigator:Keith Klatt
Date:25-FEB-2008

{ Covance No. 6270-229

Data Clarification Form
Patient#:4003
Patient Initials:
Reviewer:Dawn Taylor

Form Name / Visit Name Page # Questions/Comments Resolution
Date .
Laboratory Evaluation No lab req's were provided for the W12 visit, nor werezg No lab evaluations were conducted for W12 |
WEEK 12 11MAY07 the Laboratory Evaluation fields populated. Please [ 1 Lab reg's attached /7MGWX
; . . clarify. Date:
Disc ID: 1319968013 Closed: N Samples Obtained? Yes
Type: MANUAL HEADER CS labs?:
[ 1 Other:
Laboratory Evaluation 5 Please verify the date to be associated with lab req /ﬁﬁe-oz-zom SO A e
WEEK 0 (BASELINE 16FEBO7 #N528277. ‘ '_ B
Disc ID: 1319966113 Closed: N [ 1 17-02-2007 {7t
Type: MANUAL

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

Woosine 4 D v ol

Authorized Personne! Signature

Page 3 of 4

I FEAIODE
Date
DCF ID: 50146913 Revision #: 0



Page ID: D11551813

To:Covance CRU Portland
Investigator:Keith Kiatt
Date:25-FEB-2008

{ Covance No. 6270-229

Data Clarification Form
Patient#:4003
Patient Initials:
Reviewer:Dawn Taylor

Form Name / Visit Name Page # Questions/Comments Resolution
Date
Usual Brand Cigarette Butt 5.1 Response to the WO 'Usual Brand Cigareite Butt }Q Delete NJA'  ~110 A0 'ty 255 P
Collection 17FEBO7 Collection' Any Product Deviation? Question is 'No’, - 7
WEEK 0 (BASELINE . however response is provided for 'If yes, number of [ 1 Gther: ‘
Disc ID: 1319966213 Closed: N butts other than usual brand' is provided. /Zﬁ”mm
Type: MANUAL

| have completed, reviewed and either approved alf the corrections on this form or made some corrections and initialled those changes. | verify that [ have
received a copy of this form which wiil be filed with my copy of the appropriate Case Report Form.

Q0 ol g A A G

DI FERA2LODT

Authorized Personnel Signature

Page 4 of 4

Date

DCF ID: 50146913 Revision #: ¢



Page tD: D11448313

To:Covance CRU Portland
Investigator:Keith Klatt
Date:06-FEB-2008

{ Covance No. 6270-229

Data Clarification Form
Patient#:4003
Patient Initials:
Reviewer:Dawn Taylor

Form Name / Visit Name Page # Questions/IComments Resolution
Date
Physical Exam 5 Relevant Findings for 'Other’ is indicated as 'NO'. :L{_(}hange response to 'Not Examined'.
WEEK 0 (BASELINE 16FEBQOY Please clarify response. [1 Other (specify)
Disc ID: 1304000913 Closed: N

Type: MANUAL

e T

)

ey A
25 FunY

L

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

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

NS

18%@6/

uthorized Personnel Signature

Page 1 of 1

Date

PCF ID: 49345713 Revision #: 0



CR: Report for Study E627022¢

Patient: 4003 Site; CP_001 Investigator: CP_001
CRF: Screening Blank? N CRF Page #: 2
Visit: SCREENING Visit Date: 02-02-2007 Document #: R141898213
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:08:12 CRF Status: Entry Complete
Discrepancies: Closed Modification Time: 20-12-2007 10:26:58
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier;
Comment:
Section: Inc_Criteria 1 of 10 Blank? N Secfion Status: En{rv Comuleté
Visit: SCREENING ) Section Date:  02-02-2007

Entered By: Tricia

Hunt Entry Time: 15-05-2007 14:08:12
Last Modification Time:  25-05-2007 11:36:19

Page number: 2

Sequence number

INCLUSION CRITERIA

Females will be non-pregnant (for all females, the pregnancy test resuits must be negative

Yes/No
01 Males of females, between 31 and 55 years of age, inclusive. 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 hawe smoked for at least 10 years prior to Week 0
{i.e., chranic cigarette smokers).
03 Smckers of uitralight, regular, and menthol cigarettes will be eligible. v YES
04 Not intending to quit smoking, but wiliing to switch their tobacco product (infent to quit is defined YES
as intending to make or making a quit attempt within 1 month prior to Week 0). )
05 Subjects for Group D must be self-reported never smokers per the ATS definition NA, GROUP
(see The American Theracic Scclety Questionnaire).
06 Subjects must, In the opinion of the Investigators, be free of clinically significant YES
heaith problems.
07 Not be on medication on a daily basis for chronic medical disorders deemed clinically YES
significant by the Investigater.
08 Not be regularly taking creatine supplements. YES
09 Negative test for selected drugs of abuse at Screening (includes alccho! test). YES
10 Negative hepatitis panel  including HBsAg and anti-HCV} and negative HIV antibody YES
screens (for subjects who have been immunized against hepatitis B and have
L documentation of this immunization, a positive resuit for HBsAg is not exclusionary).
Section: Inc_Criteria : 20f 10 Blank? N Section Status: Enry Complete
Visit: SCREENING Section Date:  02-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:08:12
Last Modification Time: ~ 25-05-2007 11:38:19
Page number: 20
INCLLUSION CRITERIA
Sequence number Yes/No

Report run by Tricia Hunt at 21-01-2008 15:07:23

Page 3




CRi Report for Study E627 022¢

Patient: 4003 Site: CP_001 Investigator: CP_001
CREF: Screening Blank? N CRF Page #: 2
Visit: SCREENING , Visit Date: 02-02-2007 Document #: R141898213
Section: | Inc_Criteria 2 of 10 ) ' '
1 I at Screening; and for all females of child-bearing potential, the pregnancy test resulis NOT AP
| must be negative at Weeks 0, 12, and 24), non-actating, and either postmencpausal
\ {as verified by FSH levels) for at least 1 year, surgically sterile ( e.g, tubal ligation,
| hysterectomy, efc.} for at least 90 days, or agree to use from the time of signing the informed
consent until 30 days after Week 24 {of Study Completion) a form of cortraception considered
acceptable to the Investigators (such as oral, injectable, or implantable contraceptives,
intrauterine devices and barrier methods).
12 Able to comprehend and willing to sign an Informed Consent Form (ICF). ) YES
13 ! ‘Able to read and comprehend guestionnaires in English. YES N
Section: ' Exc_Criteria 3 of 10 Blank? N Section Status;  Eniry Complele
Visit: SCREENING ) Section Date:  02-02-2007
Entered By: - Tricia Hunt EI’]UT_V Time: 15-05-2007 14:08:12
: Last Modification Time:  15-05-2007 14:12:04
Page number: 3 -
) Exclusion Criteria
Sequence number Yes/Ne
01 For Groups A, B, and C, regular use of any other fobacco or nicotine-containing product or device NO
1 other than tobacco burning cigareties from & months prior to the study through Week 24, including cigars,
_ pipes, chewing tobacco, snuff, snus, nicotine patch, nicotine gum, etc.
02 ! Histary or clinical manifestations of significant metabolic, hepatic, renal, hematological, pulmonary, NO
! cardiovascutar, gastrointestinal, urclogical, neurological, or psychiatric discrders.
(S History of hypersensitivity or allergies to any drug compound untess approved by the Investigator(s). NO
04 History or presence of an abnormal ECG, which, in the Investsigator(s)' opinicn, is clinically NO
significant.
05 History of alcohalism of drug addiction within 1 year prior to Study Entry; excessive alcahol - NO
consumption will be discouraged.
06 Poor peripheral venous access. NO
a7 : Donaticn of blood from 30 days prior to Screening through Week 24 {or Study Completion), inclusive, NO
or of plasma from 2 weeks prior to Screening through Week 24 (or Study Completion), inclusive.
08 Receipt of blood preducts within 2 morths prior to Study Entry. NO
0 i Evidence of visible oral cancer, as found in an oraf health examinaticn or based on oral health questions NO
" at each visit. )
10 : ' Any acute or chronic condition that, in the Investigator(s) opinion, weuld 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. NO
12 ‘ Subject is an employee of Covance. NO
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).

i
Reportrun by Tricia Hunt at 21-01-2008 15:07:23 Page 4



Patient: 4003

CRI': Screening,

Visit: SCREENING

CR1 Report for Study E6270225

Site: CP_001

Blank? N

Investigator:

CRF Page #:

CP_001
2

Visit Date: 02-02-2007 Document #: R141898213
I Section: | Infoimed_Consent 4 of 10 Blank? N Section Status:  Enury Complete
i Visit:. SCREENING Section Date:  02-02-2007
| Entered By: | Tricia Hunt LEntry Time: 15-05-2007 14:08:12
} Last Maodification Time:  15-05-2007 14:12:50
i 1 Page number: 4
i | Informed Consent
| Date the Subject Signed the Smoker Informed Consent Form 02-02-2007
|
r Section: | Elig 5 of 10 Blank? N Section Status:  Entry Complete
' Visit:| SCREENING Section Date:  02:02.2007
Entered By: | Tricia Hunt Entry Time: 15-05-2007 14:08:12
} Last Modification Time:  15-05-2007 14:13:28
. 3 Page number: 4
: — _—
| Subject Eligibitity
Did the subject meet all of the inclusion criteria? YES
Did the subject hawe any of the exclusion criteria? NO
Criteria Criteria
» Type _ Number B Deuation Date Fxemption Granted B
‘ Section: | Patient_Rep_Qutc 6 of 10 Blank? N o Section Stah;: Enlry Cofhnlete -
i
Visit:: SCREENING Secdon Date:  02-02-2007
Entered By: | Tricia Hunt Entry Time: 15-05-2007 14:08:12
Last Modification Time:  15-05-2007 14:13:28
Page number: 4 - -
: Patient Reported Outcome (PRO) Questionnaires
Did the subject compiete the Smoker Screening Questionnaire prior to any study Yes / No
L procedures being performed? - o  YES
7 Section: | Demog 7 of 10 Blank? N Section Status:  Entry Complete
Visit:: SCREENING Section Date:  02-02-2007
Entered By: Tricia Hunt F,n(ry Time: 15-05-2007 14:08:12
Last Modification Time:  15-05-2007 14:20:20
" . Page number: 5 .
Cemographics Subject Initials
Date of Birth Gender Height Height Unit Weight Weight Unit
-1' M 180.3 oM 108.8 KG
XXX X XXX
i Ethnicity - .
i
Repott run by Tricia Hunt at 21-01-2008 15:07:23 Page 5




CRL Report for Study E6270225

Patient: 4003

Site: CP_001

Investigator: CP_001
pRF: Screening Blank? N CRF Page. #: 2
- Visit: SCREENING Visit Date: 02-02-2007 Document #: R141898213
Section: | Demog 7 of 10 ' ' )
Hispanic'or Latino? Race Race other
NO WHITE
Section: ; Vital 8 of 10 Blank? N Section Status:  Entry Complete
Visit;. SCREENING Section Date:  02-02-2007
Fntered By; ! Tricia Hunt Entry Time: 13-05-2007 14:08:12
; Last Modification Time: 15-05-2007 14:20:20
Page number: 5
VITAL SIGNS
: Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
1012 119 77 74 15 36.2 C
XXX X
| Comments
Section: ‘Hdvf_Ora]_Health 9 of 10 Blank? N Section Status:  Enlry Complete
Visit: SCREENING Section Date:  02-02-2007
Entered By: | Tricia Hunt Entry Time: 15-05-2007 14:08:12
' Last Modification, Time: ~ 15-05-2007 14:20:20
i Page number: 5
} HDYF? / ORAL HEALTH QUESTIONS INQUIRY
: Qral Health
Questions
Actual Time HDYF Performed? Performed? Comments
: NR YES YES
i
5— Section: ‘ Lab_Eval 10 of 10 Blank? N Section Status:  Entry Complete
' Visit:| SCREENING Section Date:  02-02-2007
Entered By; - Tricia Hunt Entry Time: 15-05-2007 14:08:12
; Last Modification Time: ~ 15-05-2007 14:20:20
Page numher: 6§
i ! Laboratery Evaluations
! Woere the schedulad laboratory samples obtained? YES No, specify
. Requisition Number 1 N574619
Reguisition Number 2 (if applicable)
Were there any Ictinicaﬂy significant labs? NO (Yes, specify below)
Requisition Number Test Name H/L tab D Lab Name

Report riun by Triéia Hunt ai 21-01-2008 15:07:23

Page 6




CRi Report for Study E627022¢

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Screening ‘ Blank? N CRF Page #: 2
Visit: SCREENING Visit Date: 02-02-2007 Document #: R141898213

Click here to navigate o response history for this CRF

Repori run by Tricia Hunt at 21-01-2008 15:07:23 Page 7



CRl Report for Study E627022¢

Patient: 4003
CRF: Screening?
Visit: SCREENING
Entered By: Tricia Hunt
Discrepancies: Closed
Approval Status: Not Approved

Site:
Blank?
Visit Date:

Entry Time:

Modification Time:

CP_oo1
N
02-02-2007

15-05-2007 14:20:23
20-12-2007 10:26:58

Investigator: CP_001
CRF Page #: 3
Document #: R141898913

CRF Status: Eniry Complete

Approval Time: Approver:
Verification: Not Verfied Verification Time: Verifier:
Comment:
Section; Preg Test 1of 10 Blank? N

Visit; SCREENING
Entered By; Tricia Hunt

Section Date:

Entry Time:

Last Modification Time:
Page number:

02-02-2007
15-06-2007 14:20:23
15-05-2007 14:24:51
6

Section Status:  Entry Complete

Urine Pregnancy Test

Result
N/A,
MALE
OR
FEMA
LE
Section: Urine_Drug 2 of 10 Blank? N Section Status:  Entry Complete
Visit: SCREENING Section Date: 02-02-2007
Entered By: Tricia Hunt Entry Time: 15-06-2007 14:20:23
Last Modification Time: 15-05-2007 14:24:51
Page number: 6
Urine Drug Screen
Drug Screen Result
NEG
Section: Alcohol_Screen 3of 10 Blank? N

Visit: SCREENING
Entered By: Tricia Hunt

Section Date:

Entry Time:

Last Modification Time:

Page number:

02-02-2007
15-05-2007 14:20:23
15-05-2007 14:24:51
i

Section Status:  Entry Complele

Breathalyzer Alcchol Screen
Breathalyzer Result

NEG

Section: Med_Hx
Visit: SCREENING

4 of 10

Blank?

Section Date:

N
02-02-2007

Section Status:  Entry Complete

Reportrun by Tricia Hunt at 21-01-2008 15:07:23
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CRi Report for Study E627022¢

Patient: 4003
CRF: Screening?2
Visit: SCREENING
Section: Med_Hx

Site; CP_001
Blank? N
Visit Date: 02-02-2007

Investigator; CP_001
CRF Page #: 3

Document #: R141898913 7
4 of 10

Entered By: Tricia Hunt

Entry Time: 15-05-2007 14:2(:23
Last Modification Time:  15-05-2007 14:24:51
Page nummber: 7

Does the subject hawe any relevant medical history?

Medical History

NO
If s0, list the specific diagnesis and/or procedure.
System Diagnosis/Procedure Date of Onsat Date of Resoiution/Ongsing
Section: ECG 5 of 10 Blank? N

Visit; SCREENING
Entered By: Tricia Hust

Section Status: Entry Complete
Section Date:  02-02-2007

Entry Time: 15-05-2007 14:20:23
Last Modification Time:  15-05-2007 14:24:51
Page number: 8

12-LEAD ELECTROCARDIOGRAM REPORT

Actual Time Ventricular Heart Rate
1020 59
. Cardiac Cycle Measurements
PR hntenal QRS Duration QT Intenal QTe Interval
188 a0 408 404
ECG INTERPRETATION:
NORMAL
L Comments (related to abnormal, CS findings only):
Section: Usual Brand_Cig 6 of 10 : Blank? N

Visit: SCREENING
Entered By: Tricia Hunt

Séction Status: Entry Complele
Section Date:  02-02-2007

Entry Time: 15-05-2007 14;20:23
Last Modification Time: 15-05-2007 14:24:51

- Page number; 9
USUAL BRAND CIGARETTE PACK DATA )
Usual Brand Type Length
BRONCO NON-MENTHOL LONG 90-105MM
How Tong have these been the subject’s usual brand?
Style Pack 0 months
REGULAR HARD
2 years
L Section: Fic Tar_Level 7 of 10 Blank? N Section Status: Enlrv Complete WJ

Report run by Tricia Hunt at 21-01-2008 15:07:23

Page 9



CR. Report for Study E627022¢

Patient: 4003

Site: CP_001 Investigator: CP_001
CRF: Screening?2 Blank? N : CRF Page #: 3
Visit: SCREENING Visit Date: 02-02-2007 Document #: R141898913
Section: Fic_Tar_Level T of 10
Visit: SCREENING Section Date:  02-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:20:23
’ Last Modification Time: 18-12-2007 19:19:29
- Page number: 9
FTC AR LEVEL OF USUAL BRAND
FTC Tar Level (mg}
13.0
Section: Expired_Catbon_M 8 of 10 Blank? N A Section Status: Eﬁlrv Comu]éte
Visit: SCREENING Section Date:  02-02-2007
Entered By: Tricia Hunt Entry Time:; 15-05-2007 14:20:23
Last Modification Time:  15-05-2007 14:27:21
B Page number: 10
EXPIRED CARBON MONQXDE
i Agtual Time ECC Lewel {ppm) %COHE Comments
(o 0940 17 3.3
Section: Best Baseline Sp 9 of 10 Blank? N Section Status:  Entry Complete
Visit: SCREENING Section Date:  02-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:20:23
Last Madification Time:  18-12-2007 19:30:17
} Page number: 10
BEST BASELINE SPIROMETRY TEST RESULT
Actual Time FEV 1 Predicted FVC Predicted
of FEV1/FVC Test Testing Positicn FEV1L {%} FVCL {%) Comments
\_ 0955 STANDING 4.61 101 6.39 114
T Section; [rvs_Training 10 of 10 Blank? N Sectidn Status; Entry Complete
Visit: SCREENING Section Date: 02-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:20:23
Last Modification Time:  £5-05-2007 14:27:21
Page number: 10
RS TRAINING
Did Subject receive training on the Daiiy Call-In Diary (IVRS)?
YES

Click here to navigate to response history for this CRF

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CR1 Report for Study E627 0225

Patient: 4003 Site: CP_001 Investigator: CP_001

CRF: Week-2 Blank? N CRF Page #: 4
Visit: WEEK -2 Visit Date: 05-02-2007 Document #: R141899513

Entered Bv: Tricia Hunt Entry Time: 15-05-2007 14:28:10 CRF Status: Enfry Complete

Discrepancies: None Modification Time: 15-05-2007 14:28:51
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Vertified Verification Time: Verifter:
Comment:
Section: Usual_Brand_Coll Blank? N Section Status:  Entry Complete
Visit: WEEK-2 Section Date:  05-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:28:10

Last Modification Time: 15-05-2007 14:28:51
Page number: 11

USUAL BRAND GCIGARETTE COLLECTICN TRAINING
1. Did subject receive foam block? )
2. Did subject receive training cn usual brand collection?
3. Was subject provided usuai brand cigarettes for Week 0
cigarette butt collection?

YES
YES
YES

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CRi Report for Study E627022¢%

Patient: 4003

~ Site: CP_001 Investigator: CP_001

CRF: Week 0 Baseline Blank? N CRF Page #: 5
Visit: WEEK 0 (BASELINE Visit Date: 16-02-2007 Document #: R141899713

Entered By: Tricia Hunt Entry Time: 15-05-2007 14:29:05 CRF Status: Eniry Complete

Discrepancies: Closed Modificaiion Time: 07-01-2008 10:12:17
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Pre_Questionnair 1 of 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  16-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:29:05

Last Modification Time:
Page number:

15-05-2007 14:44:57
124

PRC QUESTIONNAIRES

Date 1. With the possible exception of urinating, did subject YES / NO
16-02-2007 complete Smoker Routine Questionnaire PRIOR fo any
study procedures being performed? YES
Section: Urine_Drug 2of B Blank? N Sectidn Status:  Eniry Compleie

Visit; WEEK 0 (BASELINE
Entered By: Tricia Hunt

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

16-02-2007
15-05-2007 14:29:05
15-05-2007 14:44:57
12A

Drug Screen
Date Drug Screen Result
16-02-2007 NEG
Seaction: Alcahol_Screen 3ofll Blank? N Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  16-02-2007
Entered By: Tricla Hunt Fntry Time: 15-06-2007 14:29:05
Last Modification Time:  15-05-2007 14:44:57
Page number: 12A
Alcohol Screen
Cate Breathalyzer Result
16-02-2007 NEG
Section; Preg Test 4 of 11 Blank? N Section Status: Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  16-02-2007
Entered By: Tricia Hunt Eniry Time: 15-05-2007 14:29:05
Last Modification Time: 15-05-2007 14:44:57
Page number: 12A
Report run by Tricia Hunt at 21-01-2008 15:07:23 Page 12




CRI

Patient: 4003
CRF: Week 0 Baseline
Visit: WEEK 0 {(BASELINE

Report for Study E627022¢

Site: CP_001
Blank? N
Visit Date: 16-02-2007

Investigator: CP_001
CRF Page #: 5
Document #: R141899713

Section; Preg Test 40f 11
Pregnancy Test
| Date Result
! 16-02-2007 N/A,
’ MALE
OR
FEMA
S LE
Section: Urine_Coll 50f 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date;  16-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:29:05
Last Modification Time:  15-05-2007 14:44:57
Page number: 12A
24-Hour Urine Collection
Total
Scheduled Timepoint _ Start Date Start Time: Stop Date Stop Time Volume Comments
SPOT URINE VOID 16-02-2007 1718 16-02-2007 1718 NA
0 HOUR TO-24 HOURS 16-02-2007 1718 1702-2007 1718 6500
Section: Hdvl_Oral Health 6 of 11 Blank? N Section Status:  Eniry Complete
Visit: WEEK0 (BASELINE Section Date:  16-02-2007
Entered By: Trcia Hunt Entry Time: 15-05-2007 14:29:05
Last Modification Time:  04-01-2008 15:58:07
Page number; 13.1
HDYF? INQUIRY
J Actual Time HDYF Performed? Commenis
Date
| 17022007 0730 YES
Section: Vital 7 o.f 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  16-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:29:05
Last Modification Time:  15-05-2007 14:44:57
Page number: 13.1
VITAL SIGNS
Blood Pressure Oral
Date Actual Time Systdlic Diastolic Pulse Respiratory Rate Temperature Unit
16-02-2007 1658 118 77 59 15 ND NA

Reportrun by Tricia Hunt at 21-01-2008 15:07:23
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CR:

Patient: 4003

Report for Study E627022¢

Site: CP_001 Investigator: CP_001
CRF: Week 0 Baseline Blank? N CRF Page #: 5
Visit: WEEK 0 (BASELINE Visit Date: 16-02-2007 Document #: R141899713
Secticn: Vital 7 of 11
XXX.X
Comments
Section: Oral Health Exam 8 of 11 Blank? N Section Status:  Entry Complete o
Visit; WEEK 0 (BASELINE Section Date:  16-02-2007
Entered By: Tricia Hunt Enfry Time: 15-05-2007 14:23:05
i Last Modification Time:  15-08-2007 16:11:04
Page number: 133 o
ORAL HEALTH EXAMINATION
Date
16-02-2007
Procedure Relevant Findings?* Findings
ORAL HEALTH QUESTIONS PERFORMED NO
EVIDENCE OF LEUKOPLAKIA NO
OTHER ORAL KERATOSIS NQO
Section: FPhys_Exam 9 of 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  16-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:29:05
Last Modification Time:  15-05-2007 14:44:57
Page number: 4.1
PHYSICAL EXAMINATION
Date ’
16-02-2007
Code Number Code Relevant Findings? Findings
01 GENERAL NO
02 SKIN NO
03 HEENT NO
04 MOUTH NO
05 NECK NO
06 THORAXLUNG NO
o7 CARDIO NO
08 ABDOMEN NO
09 MUSCULO NO
10 NEURO NO
11 LYMPH NO
12 OTHER NO
L Section: Weight Height 10 of 11 Blank? N Section Status: Entry Complete

Report run by Tricia Hunt at 21-01-2008 £5:07:23
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CR. Report for Study E627022¢

Patient: 4003
CRF: Week 0 Baseline
Visit: WEEK 0 (BASELINE

Site; CP_001
Blank? N

Visit Date: 16-02-2007

Investigator: CP_001
CRF Page #: 5
Document #: R141899713

Section: Weight Heipght 10 of 11
Visit: WEEK 0 (BASELINE
Entered By: Tricia Hunt

Last Medification Time:

Section Date:

16-02-2007
Entry Time: 15-05-2007 14:29:05
18-12-2007 20:09:36

Page number: 14.1

WEIGHT & HEIGHT .
Date Weight Unit Height

Unit
16-02-2007 106.8 KG ND
XXX.X XXX, X
Section: Lab Eval 11 of 11 Plank? N Section Statuéz Entry Coniplete

Visit: WEEK 0 (BASELINE
Entered By: Tricia Hunt

Last Modifical

Section Date:
Entry Time: 15-05-2007 14:29:05

16-02-2007

Hon Time:  04-01-2008 16:01:15

Page number:  15.1

Laboratory Evaiuations
Date

17-02-2007
Woere the scheduled laboratory samples obtained?

YES No, specify

Requisition Number 1 N528277
Requisition Number 2 {if applicable}
Were there any clinically significant labs? NO {Yes, specily below)

17-02-2007
YES
N970629
NO

Requisition Number Test Name H/L Lab ID Lab Name

Click here to navigate to response history for this CRF

Repori tun by Tricia Hunt at 21-0%-2008 15:07:23
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Patient: 4003

CRF: Week 0 Zbaseline
Visit: WEEK 0 (BASELINE

Entered Bv: Tricia Hunt

Discrepancies: None

Avpproval Status: Not Approved

Report for Study E627022¢

Site;

Blank?

Visit Date:

Entry Time:
Modification Time:

CP_001
N
17-02-2007

15-05-2007 14:44:58
09-01-2008 15:39:49

Investigator: CP_001
CRF Page #: 5.1
Document #: R141902913

CRF Status: Entry Complete

Entered By: Tricia Hunt

Entry Time:
Last Modification Time:

Page number:

15-05-2007 14:44:58
15-05-2007 15:00:12
15.1

Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Pk_Blood_Biomark 1of 11 Blank? N Section Status: Entty Complete
Visit: WEEK 0 (BASELINE Section Date:  17-02-2007
Entered By; Tricia Hunt Entry Time: 15-05-2007 14:44:58
Last Modification Time: 15-05-2007 15:00:12
Page number: 15.1
Blood Sampling Far Biomarkers/Chemistry/Hematology
(foliowing an ovemight fast)
Date Actual Time Comments
17-02-2007 0730
Section: Expired_Carbon M 20f11 Blank? N Section Status:  Entry Complete
Visit; WEEK 0 (BASELINE Section Date:  17-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:44:58
Last Modification Time:  15-05-2007 15:00:12
Page number: 151
EXPIRED CARBON MONOXIDE
Date Actual Time ECO Lewel {ppm} %COHD Comments
17-02-2007 1243 24 4.4
Section: Blood_Sampl_Cohb Jopr 1l Blank? N Section Status;  Entry Complete
Visit: WEEK 0 {BASELINE Section Date:  17-02-2007

_Blood Sampling for %COHb

Date Actual Time Comments
17-02-2007 1247
Section: Pre_Bronch_Spir 4o 11 Blank? N Section Status:

Visit: WEEK 0 {BASELINE
Entered By: Tricia Hunt

Section Date:
Entry Time:
Last Modification Time:

Page number:

17-02-2007
15-05-2007 14:44:58
09-01-2008 15:38:33
16.1

Eniry Complete

Report run by Tricia Hunt at 21-01-2008 15:07:23
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Paﬁent: 4003

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

CRI Report for Study E6270225

Site: CP_001

Blank? N
Visit Date: 17-02-2007

Investigator: CP_001
CRF Page #: 5.1
Document #: R141902913

Section: - Pre_Bronch_Spir 4of 11
, PRE-BRONCHODILATOR BEST BASELINE SPIROMETRY TESTRESULT
; Actual Time
i of FEV1/FVC Testing FvC
' Date “Test Position FEV1 L FEV1 Predicted {%) FVCL Predicted {%) Comments
17-02-2007 1551 STANDI 522 115 6.97 24
: NG
' Section: | Proventl_Admin 5 of 11 Blank? N Section Status:  Entty Complete
I Visit:: WEEK 0 (BASELINE Section Date:  17-02-2007
i Entered By ; Tricia Hunt Entry Time: 15-05-2007 14:44:58
" 1 Last Modification Time: ~ 15-05-2007 15:00:12
i Page number: 16.1
PROVENTIL ADMINISTRATION
i : Actual Time
| : of Proventil
i Date Administration Amount Administered Comments
| 17-02-2007 1553 2 METERED PUFFS
{ [
Section: ‘ Post_Bronch_Spic 6 of 11 Blank? N Section Status:  Entry Complete
Visit: | WEEK 0 (BASELINE Section Date:  17-02-2007
" Entered By: l. Tricia Hunt Eniry Time: 15-05-2007 14:44:58
i | Last Modification Time:  09-01-2008 15:39:49
i Page number:  16.1
|
‘ POST-BRONCHODILATOR BEST SPIROMETRY TEST RESULT
Actual Time
! of FEV1/FVC Testing
i Dats ' Test Position FEV1 L FEV1 Predicted (%) FvCL FVC Predicted (%) Comments
17-02-2007 | 1636 STANDING 5.80 127 7.19 128 )
!
Section: :*Unused,UsuaLBra 7 of 11 Blank? N Section Status:  Eniry Complete
Visit:| WEEK 0 (BASELINE Section Date:  17-02-2007

i
Entered By: : Tricia Hunt

Entry Tim
Last Modification Time:

Page number:

e: 15-05-2007 14:44:58
15-05-2007 15:00:12
17.1

' Date
16-02-2007

Unused Usuai Brand Cigarette Pack Collection

Does Site have 5 unopened packs of subject's usual

brand cigarette to ship to CCLS?

Yes / No

YES

! |
Réport run by Tricia Hunt at 21-01-2008 15:07:23
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Report for Study E627022¢

Pat{ient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 0 2basetine Blank? N CRF Page #: 5.1
Visit: WEEK 0 (BASELINE Visit Date: 17-02-2007 Document #: R141902913
L Section: | Usual_Brand_Bulf 8of 11 Blank? N ) Section Status:  Entry Complete

Visit:. WEEK 0 (BASELINE Section Date:  17-02-2007

i Entered By: | Trcia Hunt ’ Entry Time: 15-05-2007 14:44:58
. Last Modification Time:  15-05-2007 15:00:12
Page number: 17.1

Usual Brand Cigarette Butt Collection

: Number of Usual If yes, number of
Scheduled Collection Brand Cigarette Butis Any Product butts other than
Pericd: Start Date Start Time Stop Date Stop Time Collected Deviation? usual brand: Comments

24 HOURS PRIOR TO 15-02- 1600 16-02-2007 1600 20 NO NA

CHECK-IN j 2007

24 HOURS IN-HOUSE 16-02- 1709 17-02-2007 1710 27 NO NA

i ! : 2007

|
Section: | Used_Butt Measur 9 pf 11 Blank? N Section Status;  Entry Complete
Visit:| WEEX 0 (BASELINE Section Date:  17-02-2007
: Entered By: + Tricia Hunt Entry Time: 15-05-2007 14:44:58

| Last Modification Time:  15-05-2007 15:00:12

: Page number:  18.1

USUAL BRAND CIGARETTE BUTT MEASUREMENT
: ) Scheduied Collection

. Date Period

- 18-02-2007 24 HOURS PRIOR TO CHECK-N

Cigarette Butt Number Cigarette Butt Measurement (mm}
1 37
39
36
40
a1
47
52
41
38
40
41
49
46
40
33
41
36

W o o~ O T oW N

N
a o

J T N G
;o bk w N

—
-

|
i

: !
Report run by Tricia Hunt at 21-01-2008 15:07:23 Page 18



CR

Report for Study E627022¢

Patlent 4003 ,Site: CP_001 Investigator: CP_001

CRF: Week 0 2baseline Blank? N CRF Page #: 5.1

Visit: WEEK 0 (BASELINE Visit Date: 17-02-2007 Document #: R141902913
Section: iUsedeun_Measur 9 of 11

! 18 35

f 19 39

20 38

Section: | Used_Butt Measur 10 of 11 Blank? N Section Status: Enirv Complete

Visit:!| WEFK 0 (BASELINE,
Entered By: * Tricia Hunt

Section Date:  17-02-2007
Entry Time: 15-05-2007 14:44:58
Last Modification Time:  15-03-2007 15:0¢:12
Page number: 191

Déte
17-02-2007

USUAL BRAND CIGARETTE BUTT MEASUREMENT
Scheduled Collection
Period
24 HOURS IN-HOUSE
Cigarette Butt Number

Cigarette Butt Measurement {(rm)

1 35
2 30

{ 3 30
' 4 32
5 33

i 6 35

" 7 a9

8 38

9 31

10 39

11 34

12 35

13 39

14 36

15 33

16 a7

f 17 38

; 18 4

; 19 36

20 35

j 21 38

: 22 i

‘ 23 33

24 33

25 40

28 40

Repost run by Tricta Hunt at 21-01-2008 15:07:23
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Report for Study E627022¢

Pat‘ient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 0 Zbaseline Blank? N CRF Page #: 5.1
Visit: WEEK 0 (BASELINE Visit Date: 17-02-2007 Document #: R141902913
Section: | Used_Butt_Measur 10 of 11
|
| o7 35
Section: . Randomization 11 of 11 Blank? ”N Section Status: 'Entrv Complete
Visit:' WEEK 0 (BASELINE Section Date:  17-02-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 14:44:58
Last Modification Time: 15-05-2007 15:00:12
: Page number: 201
! RANDOMIZATION
! Date Actual Time Randomization Sequence
L ! 17-02-2007 1651 GROUF B

Click here to navigate to response history for this CRF

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CR”

Report for Study E627022¢

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 0 3baseline Blank? N CRF Page #: 5.2
yisit: WEEK 0 (BASELINE Visit Date: 17-02-2007 Document #: R141908813
. Entered By: Tricia Hunl Entry Time: 15-05-2007 15:00:13 CRF Status: Entry Complete
Discrepancies: None Modification Time: 18-01-2008 16:03:57
A'pwroval Staftus: Not Approved Approval Time: Approver:
Veriﬁcaﬁon: Not Verified Verification Time: Verifier:
Comr!nent:
r Section: E Study_Prod_Dispe Blank? N Section Status: Entry Coﬁlplete
Visit:l WEEK 0 (BASELINE Section Date:  17-02-2007

Entered By: Tricia Hunt Entry Time:
; Last Modification Time:

Page number:

15-05-2007 15:00:13
18-01-2008 16:03:57
23.1

STUDY PRODUCT DISPENSATION
Date Actual Time Product Dispensed
17-02-2007 1721 SNUS

Flavor
FROST

Amount Dispensed
1

Click here to navigate to response history for this CRF

I !

|
|
|
I
|
|
I
|

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CRI 'Report for Study E627022%

Patient: 4003 Site: CP_001 Investigator: CP_001

CRF:Intercurrent_[li Blank? N CRF Page #: 7
Visit: INTERCURRENT ILL Visit Date: 16-02-2007 Document #: R170223513

Entered By: “Tricia Hunt Entry Time: 18-12-2007 19:25:36 CRF Status: Eniry Complete

Discrepancies: None _ Modification Time: 18-12-2007 19:25:48
Approval Status: Not Approved Approval Time: Approver:
Verification: iNotVeriﬁed Verification Time: Verifier:
Comment:
Seciion: Ip_Findings Blank? N . Section Status:  Entry Complete
Visit: NTERCURRENT ILL Section Date:  16-02-2007
Entered By: Tricia Hunt Entry Time: 18-12-2007 19:25:36

Last Modification Time:  18-12-2007 19:25:48
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 Realationship

Event No liness/Finding Date Time Date Time Sewerity to Procedurs

Actian Taken

Repor run by Tricia Hunt af 21-01-2008 15:07:23 Page 22



CRI Report for Study 6270225

Patient: =j4003 Site: CP_001 Investigator: CP_001
CRF:'Week 1 - Blank? Y CRF Papge #: 8
Visit: WEEK 1 Visit Date: 01-03-2007 Document #: R141909813
Entered By: Tricia Hunt Entry Time: 15-05-2007 15:02:20 CRF Status: Created
Discrepancies: 'None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment: Family illness, missed visit OK per Bobbi Jones
Section: Hdvl_Oral Health laolh Blank? Y Section Status: Created
| Visit: WEEK 1 Section Date:  01-03-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 15:02:20
: Last Medification Time:
Page number: 22 B
HDYF? / ORAL BEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Petformed? Comments
, Section: Vital 2of & Blank? Y Section Status:  Created
Visit: \NEEK 1 Section Date: 01-03-2007
Entered By: Tricia' Hunt ) El’ltl'y Time: 15-03-2007 15:02:20
’. Last Medification Time:
! Page number: 22
VITAL SIGNS
. Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate TJemperature Unit
I
: XXX
Comments |
Section: Expired_Carbon_M 3of o Blank? Y Section Status:  Created
Visit: WEEK 1 Section Date:  01-03-2007
Entered By: Trir;ia;lHunt Entry Time; 15-05-2007 15:02:20
: Last Madification Time:
Page number: 22
EXPIRED CARBON MONOXDE
Actual Time ECO Lenvet {bpm) %COHD Comments
i
Section: Unused_Study_Pro 40of5 Blank? Y Section Status:  Created
Visit: WEEK 1 Section Date;  01-03-2007
Entered By: TTiCialHlmt Entry Time: 15-09-2007 15:02:20
! Last Medification Time:
Report run by Tricia Hunt at 21-01-2008 15:07:23 Page 23




CRI Report for Study E6270226

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 1 Blank? Y CRF Page #: 8
Visit: WEEK 1 Visit Date; 01-03-2007 Document #: R141909813
Section: Unused_Study_Pro 405 - 7

Page number: 23

Unused Study Product Returned
Amount Returned

Product Returned Flavor Packs Individual Cigarettes / pouches
Section: Siudy Prod_Dispe 50f 5 7 Blank? Y Section Staius: Created
Visit; WEEK 1 ' Section Date:  01-03-2007
Entered By: Tricia Hunt ' Entry Time: 15-05-2007 15:02:20

Last Modification Time:
Page number: 23

: STURY PRODUCT DiSPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed

Repor run by Tricia Hunt af 21-01-2008 15:07:23 Page 24




CRi Report for Study E627022¢

Patient: 4003 Site: CP_001 Investigator;: CP_001
CRF: Week 2 Blank? N CRF Page #: 9
Visit: WEEK 2 Visit Date: 01-03-2007 Document #: R141909913
Entered By: Tricia Hunt Entry Time: 15-05-2007 15:04:13 CRF Status: Entry Complete
Discrepancies: None Modification Time: 18-01-2008 16:07:59
Approval Status: Not Approved  Approval Time: Approver:
Verification: Not Versified Verification Time: Verifier:
Comment: -
Section: Hdyf_Oral_Health lof 6 Blank? N Section Sfatus: F,nirv Complete
Visit; WEEK 2 Section Date:  01-03-2007

Entered By: Tricia Hunt Entry Time:

Last Modification Time:

15-05-2007 15:04:13
15-05-2007 15:07:42

Page number: 24
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
: Questions
Actual Time HDYF Performed? Performed? Comments
NR YES NQ ORAL HEATH QUESTIONS NOT
PERFORMED IN ERROR
Secton: Vital 20l 6 Blank? N Secligm Status: Entry Cnfnplete
Visit: WEEK 2 Section Date:  01-03-2007

Entered By: Tricia Hunt

Entry Time; 15-05-2007 15:04:13
Last Modification Time:  15-05-2007 15:07:42
Page number: 24
VITAL SIGNS
Blood Pressure Oral
Actual Time Systolic Diastolic “Pulse Respiratory Rate Temperature Unit
0912 117 74 84 18 36.7 C
XXX X
Comments -
Section: Expired_Carbon_M dof 6 Blank? N Section Status:  Eniry Complete
Visit: WEEK 2 Seclion Date:  01-03-2007
Entered By: Tricla Hunt Entry Time: 15-05-2007 15:04:13
Last Modification Time:  £5-05-2007 15:07:42
Page number: 24
EXPIRED CARBON MONOXIDE
Aciual Time ECO Level {ppm) %COHb Comments
0907 12 25

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CRi Report for Study E627022¢

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 2 ' Blank? N CRF Page #: 9
Visit: WEEK 2 Visit Date: 01-03-2007 Document #: R141909913
3 Section: Blood_Sampi_Cohb 4 of 6 Blank? N Section Status:  Entry Compfete
Visit: WEEK 2

Section Date:
Entered By: Tricia Hunt Entry Time:

Last Modification Time:

01-93-2007
15-05-2007 15:04:13
15-05-2007 192:07:42

Page number: 24 -
Blooed Sampling for %COHbL
Actual Time Comments
0916
Section: Unused_Study_Pro 5of 6 Blank? N Section Status: Eﬁfrv Complete 1
Visit: WEEK 2 Section Date:  01-03-2007
Entered By: Tricia Hunt Entry Time: 15-05-2007 15:04:13
Last Modification Time: 15-05-2007 15:07:42

Page number:

23

Unused Study Product Retumed

Amount Retumed

Entered By; Tricia Hunt Entry Time:

Last Modification Time;

15-05-2007 15:04:13
18-01-2008 16:07:59

Product Returned Flawvor ‘ Packs Individual Cigarettes / pouches
L SNUS FROST : 0 0 ]
Section: Study Prod_Dispe 6 of 6 Blank? N i Section Status:  Entry Complete
Visit; WEEK 2 Section Date:  01-03-2007

Page number: 25
STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavar Amount Dispensed
NR SNUS FROST T

Click here to navigate to response history for this CRF

Reportrun by Tricia Hunt at 21-01-2008 15:07:23

Page
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CRI

Patient: 4003 Site

Report for Study E627022¢

: CP_001 Investigator: CP_001
CRF: Week 4 Blank? N CRF Page #: 10
Visit: WEEK 4 Visit Date: 15-03-2007 Document #: R141910313
Entered By: Tricia Hunt Entry Time: 15-05-2007 15:07:43 CRF Status: Entry Complete
Discrepancies: None Modification Time: 15-05-2007 15:10:40
Apvproval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Pro_Questonnair 1of B Blank? N

Visit; WEEK 4
Entered By: Tricia Hun

Section Date:
) Entry Time:
Last Modification Time:

Page number:

15-03-2007
15-05-2G07 15:07:43
15-45-2007 15:10:40
26

Section Status:

Enlry Complete

PRO QUESTIONNAIRES
With the possible exception of urinating, did subject

YES / NO
complete Smaker Core Questicnnaire PRIOR to any
study procedures being perfonmed? YES
Section: Hdvi_Oral_Heallh Zof b Blank? N

Visit; WEEK 4
Entered By: Tricia Hunt

Section Date:

Section Status: Entry Complete

15-03-2007

Entry Time: 15-05-2007 15:07:43

Last Modification Time:  153-05-2007 15:1¢:40
Page number: 26

HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
NR YES NO ORAL HEALTH QUESTIONS NOT
PERFORMED IN ERROR
Section: Vital 3ot b Blank? N Section Status:  Enity Complete
Visit: WEEK 4 Section Date:  15-03-2007

Entered By: Tricia Hunt Entry Time: 15-05-2007 15:07:43

Last Modification Time: 15-05-2007 15:10:40
Page number: 26

VITAL SIGNS
Blood Pressure Oral
Actual Time Systdlic Diastolic Pulse Respiratory Rate Temperature Unit
1409 126 79 75 14 36.4 C
XXX X

Comments

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CR.

Report for Study E627022¢

Patient: 4003

Site: CP_001 Investigator: CP_001
CRF: Week 4 Blank? N CRF Page #: 10
Visit: WEEK 4 Visit Date: 15-03-2007 Document #: R141910313
B Section: . Expired_Carbon_M 40f 6 Blank? N ' Section Status:  Entry Complete
Visit:: WEEK 4

Entered By: :

i
|

Tricia Hunt

Section Date:  15-03-2007
Entry Time: 13-05-2007 15:07:43
Last Modification Time:  15-05-2007 15:10:40
Page number: 26

EXPIRED CARBON MONOXDE

: Actual Time ECO Level {ppm) %COHb Comments
| 18 35
!
Section: | Unused_Study_Pro 50of 6 Blank? N Section Status:  Enfry Complete
Visit:| WEEK 4 Section Date:  15-03-2007
Entered By: | Tricia Hunt Entry Time: $5-05-2007 15:07:43

Last Modification Time:  15-05-2007 15:10:40
) Page number: 27

Unused Study Product Retumed

Product Returned

Amount Refumed

Flavar Packs Individual Cigarettes / pouches
SNUS FROST 0 ] 0
! Section: | Study_Prod_Dispe 6 of 6 Blank? N " Section Status:  Entry Complete

Visit;

WEEK 4

Section Date:  15-03-2007

| Entered By: | Tricia Hunt Entry Time; 15-05-2007 15:07:43
Last Modification Time:  15-05-2007 15:10:40
Page number: 27
STUDY PRODUCT DISPENSATION
Actual Tme Product Dispensed Flavor Amount Dispensed
NR SNUS FROST 2

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CRI

Paiient:

Report for Study E6270226

4003 Site: CP_001 Investigator: CP_001
CRF: Week 6 Blank? Y CRF Page #: 11
Visit: WEEK 6 Visit Date: 29-03-2007 Document #: R172381413
Entereq By: Tricia Hunt Entry Time: 09-01-2008 15:42:26 CRF Status: Created
Discrepanclies: None Modification Time:
Approval Sta}tus: Not Approved . Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comrpent:
Section: | Hdyf_Oral Health 1ofs Blank? Y Section Status: Created
Visit:! WEEK 6 Section Date:  29-03-2007
Entered By: Tricta Hunt Entry Time: 09-01-2008 15:42:26
! Last Modification Time:
‘ Page number: 28
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
! Questions
Actual Time HDYF Performed? Performed? Comments
Section: | Expited_Carhon_M 2of 5 Blank? Y Section Status:  Created
Visit:, WEEK 6 Section Date:  29-03-2007
Entered By: : Tricia Hunt Entry Time: 09-01-2008 15:42:26
i Last Modification Time:
Page number: 28
EXPIRED CARBON MONOXDE
Actual Time ECO Letel {(ppm) %COHb Comments
Section: | Vital 3of b Blank? Y Section Status: Created
Visit:| WEEK 6 Section Date:  29-03-2007
Entered By: Tricia Hunt Eniry Time: 09-01-2008 15:42:26
Last Modification Time:
Page number: 28
VITAL SIGNS
Blocd Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
XXX.X
Comments
B Section: | Unused_Study_Pro dofd Blank? Y Section Status: Created
Visit;) WEEK 6 Section Date:  29-03-2007
Entered By: ; Tricia Hunt Entry Time: 09-01-2008 15:42:26
Lasgt Modification Time:
Reportrun by Tricia Hunt at 21-01-2008 15:07:23 Page 29




CRI

Report for Study E6270226

Pa?ient: 4003 Site: CP_001 Investigator: CP_001
pRF: Week 6 Blank? Y CRF Page #: 11
Visit: WEEK 6 Visit Date: 29-03-2007 Document #: R172381413
Section: | Unused_Study_Pro 4of5

Page number: 29

‘i Unused Study Product Returned
I Amount Retumed

L Product Retumed Flavor Packs Individual Cigarettes / pouches

Section: : Study_Prod_Dispe §5of5 Blank? Y
Visit:i WEEK 6
Entered By: | Tricia Hunt

Section Status: Created
Section Date:  29-03-2007
Entry Time: 09-01-2008 15:42:26
Last Modification Time:

Page number: 29

STUDY PRODUCT DISPENSATION

Actual Time Product Dispensed Flavor Amaunt Dispensed

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CR. Report for Study E627022¢

Patient: 4003

Site: CP_001 Investigator: CP_001
CRF: Week8 Blank? N CRF Page #: 13
Visit: WEEK 8 Visit Date: 10-04-2007 Document #: R141911113
Entereq By: Tricia Hunt Entry Time: 15-05-2007 15:11:01 CRF Status: Entry Complete
Discrepancies: None Modification Time: 15-05-2007 15:13:22,
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comrhent:
r Section: | Pro_Questionnair 1of6 Blank? N Sectioﬁ Status: Entry Complete
Visit:i WEEK 8 Section Date:  $0-04-2007
Entered By: | Tricia Hunt Entry Time: 15-05-2007 £5:11:01

Last Modification Time:
Page number:

15-05-2007 15:13:22
30

PRO QUESTIONNAIRES
i With the possible exception of urinating, did subject YES / NO
!' complete Smoker Core Questionnaire PRIOR to any

study procedures being performed?

YES

Section: ; Hdvl_Oral Health
Visit:| WEEK 8
Entered By: | Tricia Hunt

20of B Blank?
Section Date:
Entry Time:
Last Medification Time:
Page number:

N Section Status:
10-04-2007

15-05-2007 15:11:01

15-05-2007 15:13:22

30

Eﬁtrv Compleie

Actual Time
NR

HDYF? / ORAL HEALTH QUESTIONS INQUIRY

Oral Health
Questions
HDYF Performed? Performed? Comments

YES . NO

ORAL HEALTH QUESTIONS NOT
PERFORMED IN ERRCR

Section; | Vital
Visit:1 WEEK 8
Entered By: Tricia Hunt

3of 6 Blank?

Section Date:

N 7 Section Status:
10-04-2007

Entry Complete

Actual Time Systolic

0737 127
Comments

Blood Pressure

Entry Time: 15-05-2007 15:11:01
Last Modification Time:  15-05-2007 15:13:22
Page number: 30
VITAL SIGNS
Oral
Diastolic Pulse Respiratory Rate Temperafure Unit
77 67 16 97.9 F
XXAX

Report run by Tricia Hnt at 21-03-2008 15:07:23
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CRi

Patient: 4003

Report for Study E627022¢

Site: CP_001 Investigator: CP_001
CRF:'Week 8 Blank? N CRF Page #: 13
Visit;: WEEK & Visit Date: 10-04-2007 Document #: R141911113
Section: Expired_Carbon M 4of6 Blank? N Section étatus: Entry Cotuplete
Visit: WEEK 3 Section Date:  10-04-2007
Entered By: Tricia Hunt Entry Time: 16-05-2007 15:1£:01
\ Last Modification Time: ~ 15-05-2007 15:13:22
I Page number: 30
i EXPIRED CARBON MONOXIDE
! Actual Time ECO Lewei (ppm) %CCOHD Comments
: 0740 13 27
Section: Unused_Shdy_Pro 50f 6 Blank? N Sectio‘ﬂ Status: Entw Complete
Visit: WEEK 8 Section Date:  10-04-2007

Entered By: Tricia Hunt

Entry Time:
Last Modification Time:
Page number:

15-05-2007 15:11:01
15-05-2007 15:13:22
31

Unused Study Product Returmned

Product Returned

Amount Retumed

Flavor Packs Individual Cigarettes / pouches
SNUS i FROST ‘ 0 0
Section: Study Prod_Dispe 6of 6 Blank? N

Visit: WEEI]( 3
Entered By: Tn'ciaiHum

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

10-04-2007
15-05-2007 15:11:01
15-05-2007 15:13:22
31

Section Status:  Eniry Complete

Actual Time
NR

STUDY PRODUCT DHSPENSATION
Product Dispensed

SNUS FROSY

Flavor

3

Amount Dispensed

Reporl run by Tricia Hunt at 21-01-2008 15:07:23

Page 32




Patient: :4003
CRF: Week 10
Visit: WEEK 10

Entered By: Tricia Hunt

Discrepancies: None
Approval Status: Nat Approved

Verification:” Not Verified
Comment:

CRI Report for Study E627022¢

Site: CP_001
Blank? N
Visit Date: 27-04-2007
Entry Time: 15.05-2007 15:13:23
Modification Time: 15-05-2007 15:15:04
Approval Time:
Verification Time:

Investigator: CP_001
CRF Page #: 14
Document #: R141911813

CRF Status: Enwry Complete

Approver:
Verifier:

Section: Hdvl_Oral_Health
Visit; WEEK 10

Entered By: Tricia Hunt

1ofb

Blank? N

Section Date:  27-04-2007
Entry Time: 15-05-2007 15:13:23
Last Modification Time;  15-05-2007 15:15:04
Page number: 32

Section Status:  Entry Complete

HDYF? / ORAL HEALTH QUESTIONS INQUIRY

Oral Heaith
Questions
; Actual Time HDYF Performed? Petformed? Comments
L 0853 YES YES
Section: Expirt?d_Carbon_M 20f5 ‘ Blank? N Section Status: Entry Complete ]
Visit: WEEK 10 ‘ Section Date:  27-04-2007
Entered By: Tricia.Hunt Entry Time: 15-05-2007 15:13:23
i Last Modification Time:  15-05-2007 15:15:04
i Page number: 32 .
; EXPIRED CARBON MONOXDE
Actual Time ECO Lewe! (ppm) %COHL Comments
L 0902 12 25
Section: Vital Jofs Blank? N Section Status:  Entry Complele T
Visit: WEEX 10 Section Date:  27-04-2007
Entered By: Tricia Hunt Eniry Time: 15-05-2007 15:13:23
i Last Modification Time:  15-05-2007 121504
i Page number: 32
VITAL SIGNS
Blood Pressure Qrat
Aciual Time Systolic Diastolic | “Pulse Respiratory Rate Temperature
0300 - 120 Bt 16 97.1
| XXX, X
Comments

[

Section: Unused_Study_Pro

4af5

Blank? N

Section Status:  Entry Co:_pplete

Report run by Tricia Hunt ai 21-01-2008 15:07:23
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Report for Study 6270225

Patient: 4003 Site: CP_001 Investigator: CP_001
CREF: Week 10 Blank? N CRF Page #: 14
Visit: WEEK 10 Visit Date: 27-04-2007 Document #: R141911813
Section: Unused_Study_Pro 4af5 .
Visit: WEEK 10 Section Date:  27-04-2007

Entered By: Tricia Hunt Entry Time:

Last Modification Time:
Page number:

15-05-2007 15:13:23
15-05-2007 15:15:04
33

Unused Study Product Returned

Amount Retumed

Preduct Retumed Flavor : Packs Indivdual Cigarettes / pouches
SNUS ; FROST 0 ‘0
Section:  Study_Prod_Bispe 5of 5 : Bilank? N Section Status: Entry Coﬁmlele

Visit: WEEK 10
Entered By: Tricia Huni

Section Date:

Entry Time:
Last Modification Time:
Page number:

27-64-2007
15-05-2007 15:13:23
15-05-2007 15:15:04
33

STUDY PRODUCT DISPENSATION

Actual Time Product Dispensed Flavar

0809 SNUS | FROST

2

Amount Dispensed

Repori run by Trcia Hunt at 21-01-2008 15:07:23
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CRI Report for Study E6270226

Patient: 4003

Last Modification Time:

Page number:

18-12-2007 19:48:40
34

Site: CP_001 Investigator: CP_001

CRF: Week 12 Blank? N CRF Page #: 15
Visit: WEEK 12 Visit Date: 11-03-2007 Document #: R170224113

Entered By: Tricia Huni Entry Time: [8-12-2007 19:32:28 CRF Status: Entry Complete

Discrepancies: None Modification Time: (4-01-2008 16:02:01
Approval Status: Not Avproved Approval Time: Approver:
Verification: Not Verfied Verification Time: Verifier:
Comment:
Section: Pro_Questionnair 1of 11 Biank? N Section Statu;.: Entry Cémplele
Visit: WEEK 12 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 18-12-2007 19:32:28

PRO QUESTIONNAIRES
Date 1. With the possible exception of urinating, did subject YES / NO
11-05-2007 complete Smoker Routine Questionnaire PRIOR to any
study procedures being performed? YES
Section: Urine_Dsug 2 of 11 Blank? N Section Status: Enty Complete
Visit: WEEK 12 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 18-12-2007 19:32:28

Last Modification Time:

Page number:

18-12-2007 19:48:40
34

Drug Screen
Date Drug Screen Result
: 11-05-2007 POS
! Section: Alcohol Screen 3ofil Blank? N Section Status:  Entry Compleste

Visit: WEEK 12
Entered By: Tricia Hunt

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

11-05-2007
18-12-2007 19:32:28
18-12-2007 19:48:40
34

Alcohol Screen

Date : Breathalyzer Result
11-05-2007 NEG
Section; Preg Tesi 4 of 11 Blank? N Section Status: Entty Compiete
Visit: WEEK 12 Section Date:  11-05-2007

Entered By: Tiicia Hunt

Entry Time:
Last Modification Time:
Page number:

18-12-2007 19:32:28
18-12-2007 19:48:40
34

Report run by Tricia Hunt at 21-031-2008 15:07:23
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CRI Report for Study E6270225

Patient: 4003

Site:

CP_001

Investigator: CP_0Q01
CRF: Week 12 Blank? N CRF Page #: 15
Visit: WEEK 12 Visit Date: 11-05-2007 Document #: R170224113
Section: Preg Test 4of 11
Pregnancy Test
Date Result
11-05-2007 NA,
MALE
OR
FEMA
LE
Section: Urne_Coll 5pf 11 Blank? N Sectioﬁ Status: Eﬁ(ry Complete
Visit: WEEK 12 Section Date:  11-05-2067
Entered By: Tricia Hunt Eniry Time: 18-12-2007 19:32:28
Last Modification Time: ~ 18-12-2007 19:48:40
Page number; 34
24-Hour Urine Collection
. Tetal
Scheduled Timepoint Start Date Start Time Stop Date Stop Time Volume Comments
SPOT URINE VOID 11-05-2007 1628 11-05-2007 1828 NA
0 HOUR TO 24 HOURS 11-05-2007 1628 NA NA NA
Section: Hdyl_Oral_Health 6 qf 11 Blank? Y Section Status: Enty Complete
Visit: WEEK 12 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 18-12-2007 19:32:28
Last Modification Time:  04-01-2008 16:02:01
Page number: 35
HDYF? INQUIRY
Actual Time HDYF Performed? Comments
L Date
Sectjon: Vital 7of 11 Blank? N Seclion Status:  Entry Complete
Visit: WEEK 12 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 18-12-2007 19:32:28
Last Modification Time:  18-12-2007 19:48:40
Page number: 35
VITAL SIGNS
Blood Pressure Cral
Date Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
11-05-2007 1638 107 70 65 16 97.6 F
XXX X

Reportt run by Tricia Huni at 21-01-2008 15:07:23
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CRI Report for Study E627022¢

Patient: 4003

Site: CP_001 Investigator: CP_001
CRF: Week 12 Blank? N CRF Page #: 15
Visit: WEEK 12 Visit Date: 11-05-2007 Document #: R170224113
Section: Vital 7of 11 o
| Comments
Section; Oral_Health_Exam 8 of 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 18-12-2007 19:32:28
Last Modification Time:
Page number: 3%
ORAL HEALTH EXAMINATION
! Date
i Procedure Relevant Findings?* Findings
Section: Phys_Exam 9pf1d Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  11-05-2007
Entered By; Tricia Hunt En[ry Time: 18-12-2007 19:32:28
’ Last Modification Time:
Page number: 36
PHYSICAL EXAMINATION
Gate
Code Number Code Relevant Findings? Findings
Section: Weight Height 10 of 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date;  11-05-2007
Entered By: Tricia Hunt Entry Time: 18-12-2007 19:32:28
Last Modification Time:
Page number: 36 -
WEIGHT & HEIGHT
Date Weight Unit Height Unit
XXX AKX
Section: Lab_Eval 11 of 11 Blank? Y Section Status: Created
Visit: WEEK 12 Section Date:  11-06-2007
Entered By: Tricia Hunt Entry Time: 18-12-2007 19:32:28

Last Modification Time:
Page number:

37

Date
Were the scheduled laboratory sampies obtained?

Laboratory Evaluations

No, specify

Reportiun by Tricia Hunt at 21-01-2008 15:07:23
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CRI Report for Study E627022S

Patient: 4003 i Site: CP_001 Investigator: CP_001
CRF: Week 12 | Blank? N CRF Page #: 15
Visit: WEEK 12 | Visit Date: 11-05-2007 Document #: R170224113
Section: Lab Eval 11 of 11 B ‘ '
Requisition Nurqber 1
Requisition Number 2 (if applicable) :
Were there any clinically significant labs? (Yes, specify below)
Requisition Number ' Test Name H/L Lab ID __Lah Name

Click here to navigate to response history for this CRF

Report run by Tricia Hunt at 21-01-2008 15:07:23 Page 38




CRI Report for Study E627022¢

FPatient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 12(2) Blank? Y CRF Page #: 16
Visit: WEEK 12 : Visit Date: 11-05-2007 Document #: R170224213
Entered By: Tricia Hunt Entry Time: 18-12-2007 19:48:46 CRYF Status: Created
Discrepancies: Nanpe ' Modification Time:
Approval Status: Not Appraved Approval Time: Approver;
Verification: Not Veriﬁe:d Verification Time: Verifier:
Comment: Sybject failed drug screen at check-in and was withdrawn from the study.
Section: Pk _Blood_Biomark 1of 11 Blank? Y Section Status; Croated
Visit: WEEK 12 ' Section Date:  11-05-2007
Entered By: Tricia Hunt ; Entry Time: 18-12-2007 19:48:46
| Last Modification Time:
Page number: 37
Blocd Sampiing;For Biomarkers/Chemistry/Hematology
(foElqwing an overnight fast) )
Date Actual Time Comments
Section: FEaxpired_Carbon_M 2 of 11 Blank? Y Section Status: Creaie;i
Visit: WEEK 12 Section Date:  11-05-2007
Entered By: Trcia Hunt 5 Entry Time: 18-12-2007 19:48:46
i Last Modification Time:
: Page number: 37
1 EXPIRED CARBON MCONOXIDE
Date Actual Time ECO Lewel (ppm) %COHb ‘ Comments
_i , , S _
Section: Blood_Sampl_Cohb 3 of 11 Blank? Y Section Status: Created
Visit. WEEK 12 i Section Date:  11-05-2007

Entered By: Tricia Hunt

; Last Modification Time:

Entry Time:

18-12-2007 19:48:46

Page number: 37
Blocd Sampling for %COHb
Date ] Actual Time Comments J
Section: Pre_Bronch_Spir 4 of 11 Blank? Y Section Status; Created
Visit: WEEK 12 Section Date:  11-05-2007

Entered By: Tricia Hunt

Last Modification Time:

Page number:

Entry Time:

18-12-2007 19:48:46

38

PRE-BRONCHODILATOR BEST BASELINE SPIROMETRY TEST RESULT

Actual Time
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Cm;*

Report for Study E627022%

Visit:| WEEK 12
Entered By: { Tricia Hunt

11-05-2007
18-12-2007 19:18:4%

Section Date:
Entry Time:

Last Medification Time:
Page number: 39

i Paiient: 4003 Site: CP_001 Investigator: CP_001
' CRF: Week 12{2) Blank? Y CRF Page #: 16
f Visit: WEEK 12 Visit Date: 11-05-2007 Document #: R170224213
: Section: : Pre_Bronch_Spir 4pof 11 )
of FEV1/FVC Testing FVC
Date Test Position FEV1L FEV1 Predicted (%) FVC L Predicted (%) . Comments
Section: | Proventl_Admin 5of 11 Blank? Y Secﬁnn Status: Created
Visit:! WEEK 12 Section Date;  11-05-2007
i Entered By: Tricia Hunt Enity Time: 18-12-2007 19:48:46
: Last Modification Time:
; Page number; 38
i PROVENTIL ADMINISTRATION
] Actual Time
i j of Proventit
;Date Administration Amount Administered Comments
:
| Section: | Post_Bronch_Spir 6 pf 11 Blank? Y Section S“tatus: Crealed
i Visit: WEFK 12 Section Date:  11-05-2007
' Entered By: | Tricia Hunt Entry Time: 18-12-2007 19:48:46
| Last Modification Time:
; Page number: 38
] i i
! | POST-BRONCHODILATOR BEST SPIROMETRY TEST RESULT
! Actual Time
! of FEV1/FVC Testing
Date Test Position FEV1L FEV1 Predicted (%) FVCL FVC Predicted (%} Comments
r Section: Used_Study_Tobac Totll Blank? Y Section Status:  Created

USED STUDY TOBACCO-HEATING CIGARETTE COLLECTION

: Entered By: i Tricia Hunt

Eniry Time: 18-12-2007 19:48:46

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) Demvation? Brand Comments.
Section: . Used_Studv_Snus 8of 11 Blank? Y Section Status: Created
Visit:, WEEK 12 Section Date:  11-05-2007

Reportrun by Tricia Hunt at 21-01-2008 15:07:23
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CRL

Patient: 4003

Site: CP_001
Blank? Y
Visit Date: 11-05-2007

CRF: Week 12(2)
Visit: WEEK 12

Investigator: CP_001
CRF Page #: 16
Document #: R170224213

Section:

| Used_Studv_Snus 8 of 11 T
| ;
i . Last Modification Time:
; Page number: 4
USED STUDY SNUS COLLECTION
Scheduled Calléction : Number of Study Any Product ¥ Yes, # of
Timepoint Start Date Start Time Stop Date Stop Time __Pouches Coflected Deviation? other brand: Comments
| Section: | Used_Study_Bum Jof 11 Blank? Y Secﬁon Status: vCreated
Visit:: WEEK 12 Section Date:  11-05-2007
| Entered By: * Tricla Hunt Entry Time; 18-12-2007 18:48:46
I Last Modification Time:
‘ Page number: 41 ~
| USED STUDY TOBACCO-BURNING CIGARETTE COLLECTION
i Number of Study Tobacco-
Scheduled Collection Buming Cigarettes Any Product If Yes, # of other
‘ Timepoint Start Date Start Time Stop Date Stop Time Collected Deviation? brand: Comments
Section: %UsediButt__Measur 10 of 11 Blank? Y Section Stétus: Created
Visit'.! WEEK 12 Section Date:  1105-2007
Entered By: ~ Tricia Hunt Entry Time: 18-12-2007 19:48:46
Last Modification Time:
' Page number: 42
USUAL STUDY TOBACCO-BURNING CIGARETTE BUTT MEASUREMENT
Scheduled Cdllection
Date Period
Cigarette Butt Number Cigarette Buft Measurement {mm)
i i ]
: Seciion: IUsengutLMeasur 1 of 11 Blank? Y Section Status: Created
Visit:] WEEK 12 Section Date:  11-05-2007
' Entered By: | Tricia Huat Entry Time: 18-12-2007 19:48:46
3 ' Last Modification Time:
'1 Page number: 43
: USED STUDY TOBACCO-BURNING CIGARETTE BUTT MEASUREMENT
‘ Scheduled Collection
Date ! Period

Cigarette Butt Number

Cigarette Butt Measurement (mm)

Reportrun by Tricia Hunt at 21-01-2008 15:07:23
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CRI Report for Study E6270225

Patient: ;4003
CRF: Week 12(3)
Visit: WEEK 12
Entered Bv: Tricia Hunt
Discrepancies: None
Approval Status: Not Approved
Verification: Not Verified

Site: CP_001
Blank? Y
Visit Date; 11-05-2007
Entry Time: 18-12-2007 19:48:59
Modification Time:
Approval Time:
Verification Time:

Comr?ent: Subject failed drug test and was withdrawn from study per protocol.

Investigator: CP_001
CRF Page #: 17
Document #: R170224313

CRF Status: Created

Approver:;
Verifier:

Section: ' Unused__Study_Pro
Visit:. WEEK 12
Entered By: : Tricia Hunt

1of2

Blank? Y

Section Date:  11-05-2007
Entry Time: 18-12-2007 19:48:59
Last Modification Time;

Page number: 44

Section Status:  Created

Date Actual Time

Unused Study Product Retumed

Amount Retumned

Product Refurned Flavor Packs Individual Cigaretes / pouches
T Section: Study_Prod_Dispe 2of 2 Blank? Y Section Status:  Created
| Visit:; WEEK 12 Section Date:  11-05-2007
Entered By-_ : 'I‘riciaiHunt Entry Time: 18-12-2007 19:48:59
' Last Modification Time:
i Page number; 44
STUDY PRODUCT DISPENSATICN
Date Actual Time Product Dispensed Flavor Amount Dispensed

Repori run by Tricia Hunt at 21-01-2008 15:07:23
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CRI Report for Study E627022¢

Patient: . 4003

CREF: Week 14
Visit:WEEK 14

Entered By: Tricia Hunt

Discrepancies: None

Approval Status: Not Approved
Verification: Not Verified

Comment:

Site: CP_001
Blank? Y
Visit Date: 11-05-2007
Entry Time: 04-01-2008 16:02:58
Modification Time:
Approval Time:
Verification Time:

Investigator; CP_00]
CRF Page #: 18

Document #: R171773513

CRF Status: Created

Approver:
Verifier:

Secticn: | Hdyf_Oral_Health

Visit:' WEEK 14
Entered By: * Tricia Hunt

Iofad

Blank? Y
Section Date:  11-05-2007
Entry Time: 04-01-2008 16:02:58
Last Medification Time:
Page number: 45

Section Status: Created

HOYF? / ORAL HEALTH QUESTIONS INQUIRY

Actual Time

Oral Health
Questions

HDYF Performed? Performed? Comments

Section; Expired_Carbon_ M

Visit:| WEEI‘( 14
Entered By: ' Triciallunt

2[5

Blank? Y
Section Date:  11-05-2007
Entry Time: 04-01-2008 16:02:58
Last Modification Time:
Page number: 45

Section: Status:  Created

Actual Time

EXP

IRED CARBON MCNOXIDE

ECO Lawe! {ppm) %COHb Comments

Section: |, Vital
Visit; WEEF 14
Entered By:  Tricia Hunt

30fb

Blank? Y

Section Date:  11-05-2007
Entry Time: 04-01-2008 16:02:58
Last Modification Time:
Page number: 45

Section Status:  Created

Actual Time

L Comments

Blood Pressure

Systolic

Diastolic

VITAL SIGNS
Oral
Pulse Respiratory Rate Temperature
00X

Unit

Visit. WEEK 14
Fntered By: Tricia Hunt
|

Secticn: Unused_Study_Pro

L]

Blank? Y

Section Date;  11-05-2007
Entry Time: 04-01-2008 16:02:58
Last Modification Time:

Section Status:  Created

i
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CRI Report for Study E627022¢

Patient: 4003 Site: CP_001

Investigator: CP_001
CRF: Week 14 Blank? Y CRY Page #: 18
Visit: WEEK 14 : Visit Date: 11-05-2007 Document #; R171773513
Section: Unused_Stud\LPro 40t 5 7 ‘ ‘

_ ' Page number: 46

Unused Study Product Retumed

: Amount Retumed
Product Returmed Flavor __ Packs individual Cigarettes / pouches
Section: Study._Prod_Dispe Sgi5 Blank? Y Section Status:  Created
Visit:| WEEK 14 Section Date:  11-05-2007
Entered By: : Tricia Hunt Entry Time: 04-01-2008 16:02:58
: Last Modification Time:
Page number: 46
STURY PRODUCT DISPENSATION

Actual Time Product Dispensed - Flavor Amounit Dispensed
i

‘.

I

|

Report un by Tricia Hunt at 21-01-2008 15:07:23 Page 44




CRI'Report for Study E627022¢"

Patient: -

CRF:

Visit:
Entered By:
Discrepancies:
Approval Status:
Verification:

Comment:

4003

Week 16
WEEK 16
Tricia Hunt
None

Not Approved
Not Verified

Site: CP_001
Blank? Y
© Visit Date: 11-05-2007
Entry Time: 04-01-2008 16:03:07
Modification Time:
Approval Time;:
Verification Time:

Investigator: CP_001
CRF Page #: 19
Document #: R171773613

CRF Status: Created

Approver:
Verifier:

Section; ' Pro_Questionnair
Visit;] WEEK 16

Entered By: i Tricia

Hunt

Lof 6 Blank? Y
Section Date:  11-05-2007
Entry Time: 04-01-2008 16:03:07
Last Modification Time:
Page number: 47

Sectien Status:  Crealed

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

YES / NC

Section: Hdyf Oral Health
Visit:| WEEK 16
Entered By: Tricia‘Hunt

20of6 Blank? Y
Section Date:  11-05-2007
Entry Time: 04-01-2008 16:03:07
Last Modification Time:
Page number: 47

Section Status:  Crealed

HDYF? / ORAL HEALTH QUESTIONS INQUIRY

P

Oral Health
Questions
Actual Time HDYF Performed? Performed? ) Comments
Section: | Vital Jof b Blank? Y Section Status:  Created

Visit:| WEEK 16
Entered By: : Tricia Hunt

|

Section Date:  11-05-2007
Entry Time: 04-01-2008 16:03:07
Last Modification Time:
Page number: 47

VITAL SIGNS
Blood Pressure QOral
Actual Time Systolic Diastolic Fulse Respiratory Rate Temperature Unit
XXX.X
Comments
Section: Expired_Carbon M 46 Blank? Y Section Status: Created

Visitt WEEK 16

Section Date:  11-05-2007

Repeort run by Tricia Hunt at 21-01-2008 15:07:23
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CRI Report for Study E627022¢

Patient: 4603 Site: CP_001 Investigator: CP_001
CRF: Week 16 Biank? Y CRF Page #: 19
Visit: WEEK 16 Visit Date: 11-05-2007 7 Documegt #: R171773613
1 Section: Expired_Carbon_M 4 af 6
; Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:07

; Last Modification Time:
: Page number: 47

EXPIRED CARBON MONCADE

P Actual Time ECO Leve! {ppm) “%COHb ‘ __Comments
Section: UnuvsecLStudv_Pm 5 of B Blank? Y 7 Sectinon Status; Created i
Visit: WEEX 16 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:07

Last Modification Time:
Page number; 48

Unused Study Product Returned

Amount Returned
Product Returned ] _Flavor Packs  Individual Gigareties / pouches
Section:  Study_Prod_Dispe 6 of 6 Blank? Y . . " Section Status:  Crealed
Visit: WEEK 16 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:07

Last Modification Time:
Page number: 48

STUDY PRODUCT DISPENSATION
L Actual Time Product Dispensed Flavor ] Amount Dispensed
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CR1 Report for Study E6270225

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 18 Blank? Y CRF Page #: 20
Visit: WEEK 18 Visit Date: 11-05-2007 Document #: R171773713
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:19 CRF Status: Created
Discrepancies: Ngne Modification Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: - Hlavl_Oral Health Lot 5 Blank? Y Section Status: Created T
Visit: WEEK 18 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:19
Last Modification Time:
Page number: 49 )
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
‘ Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
Section: Expired Carbon_M 2¢f5 Blank? Y Section Status:  Created
Visit; WEEK 18 Section Date:  11-05-2007
Entered By: Trcla Hunt Entry Time: 04-01-2008 16:03:19
Last Modificaton Time:
Page number: 49 -
EXPIRED CARBON MONOXIDE
Actual Time ECO Lewal {ppm}) %COHb Comments
Section:  Vitat Jof b Blank? Y Section Status: Crealed i
Visit; WEEK 18 Seciion Date:  11-05-2007
Entered By; Tricia Hunt Entr)l Time: 04-01-2008 16:03:19
Last Modification Time:
Page number: 49
VITAL SIGNS i
Blood Pressure Oral
Actual Time Systolic Diastolic Putse Respiratory Rate Temperature Unit
XXX.X
| Caomments
Section: Unused_Study _Pro 45 Blank? Y Section Status: Created
Visit; WEEK 18 Section Date:  11-05-2007
Entered By: Tiicia Hunt Entry Time: 04-01-2008 16:03:19
Last Moc_iiﬁcation Time:
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CRI Report for Study E627022%

Patient: 4003

Site: CP_001 Investigator: CP_001
CRF: Week 18 Blank? Y CRF Page #: 20
Visit: WEFK 18 Visit Date: 11-05-2007 Documeni #: RI1T1773713
r 7 Séction: Unused_Study Pro 4 of b . . 4 . i
J_ Page number: 50 3
! Unusad Study Product Returned
: Amount Returned
i Product Returned Flavor Packs Individual Cigarettes / pouches
Section: Study_Prod_Dispe ) 50f 5 Blank? ¥ Section Status:  Created .
Visit: WEEK 18 Section Date:  11-05-2007

Entered By; Tticia Hunt

Entry Time: 04-01-2008 16:03:19
Last Modification Time:
- Page number: 50
STUDY PRODUCT DISPENSATION
Actual Time Product Dispansed Flavor Amount Dispensad

Reporl run by Tricia Hunt at 21-0%-2008 15:07:23
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CRl=Report for Study E6270225

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 20 Blank? Y CRF Page #: 21
Visit: WEEK 20 Visit Date: 11-05-2007 Document #: R171773813
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:29 CRF Status: Created
Discrepancies: Nope Modification Time:
Approval Status: Not Approved Approval Time: Approver;
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Pro_Queslionnalr 1of & Blank? Y Section Status:  Created

Visit: WEEK 20 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:29
Last Modification Time:
Page number: 51

PRO QUESTIONNAIRES
With the possible excepticn of urinating, did subject
complete Smoker Core Questionnaire PRICR to any
siudy procedures being petformed?

YES /NO

Section: Hdvf_Oral Health 2of 6 Blank? Y Section Status:  Created
Visit: WEEK 20 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:29
Last Modification Time:

Page number: 51

HDYF? / ORAL HEALTH QUESTIONS INQUIRY

Cral Health
Questions
Actual Time HDYF Performed? Performed? Comments
Section: Vital 3of B Blank? Y Section Status: Created
Visit: WEEK 20 Section Date:  11-05-2007
Entered By Tricia Hunt Entry Time: 04-01-2008 16:03:29

Last Modification Time:
Page number: 51

VITAL SIGNS
Bicod Pressure Oral
Actual Time Svystolic Diastalic "Pulse Respiratory Rate Temperature Unit
‘ XXX.X
Comments
Section: Expired_Carbon_M 4of6 Blank? Y Section Status: Crealed
Visit: WEEK 20 Section Date:  11-05-2007

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CRI Report for Study E627022¢

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 20 Blank? Y CRF Page #: 21
Visit: WEEK 20 Visit Date: 11-05-2007 Document #: R171773813
Section: Expired_Caitbon M 410f6
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:29

Last Modification Time;

] Page number: 51
EXPIRED CARBON MONGCXDE
Actual Time ECO Lew! (ppm) %CCHb Comments
Secton: Unused_Study_Pro 5of G Blank? Y Section”Status: Crealed
Visit: WEEK 20 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:29
| Last Modification Time:
‘1 Page number: 52
Unused Study Product Retumed
i Amount Retumead
Product Returned Flavor Packs Indivdual Cigarettes / pouches
B Section: Study_Prod_Dispe 6of 6 Blank? Y Seclion Status:  Created
© Visit: WEEK 20 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:29

Last Modification Time:

1 Page number: 52

! STUDY PRODUCT DISPENSATION

Actual Time Product Dispensed Flavor Amount Bispensed

!

|

|

|

Report run by Tricia Hunt at 21-01-2008 15:07:23 Page 50




_Report for Study E627022¢

Patient: 4003 Site: CP_001 Investigator: CP_001
CRFE: Week 22 Blank? Y CRF Page #: 22
Visit: WEEK 22 Visit Date: 11-05-2007 Document #: R171773913
Entered Bv: Tricia Hunt Entry Time: 04-01-2008 16:03:37 CRT Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Hdvt Gral_Health 1of 5 Blank? Y Section Status: Created
Visit: WEEK 22 Section Date:  11-05-2007
Entered By; Tricia Hunt Entry Time: 04-01-2008 16:03:37
: Last Modification Time:
Page number: 53
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
Section: Expired_Carbon M Zots Blank? Y Section Status:  Crealed
Visit: WEEK 22 Section Date:  11-05-2007
Entered By: ‘Tricia Hunt Entry Time: 04-01-2008 16:03:37
Last Modification Time:
i Page number; 53
I EXPIRED CAREON MONOXDE
| Actual Time ECO Lewel (pbm) %COHb Comments
i
Section: Yital 3cof5 Blank? Y Section Status: Created
Visit: WEEK 22 Section Date:  11-05-2007
Entered By; Tricia Hunt EI‘JU’y Time: 04-01-2008 16:03:37
! Last Modilication Time:
Page number: 53
VITAL SIGNS
Blood Pressure QOral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
XXX X
L Comments
[ Section: Unused_Study_Pro 40f 5 Blank? Y . Section Status:  Created
Visit;: WEEK 22 Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:37
Last Modification Time:
|
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CRI Rep@rt for Study E6270225

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 22 Blank? Y CRF Page #: 22
) Visit: WEEK 22 Visit Date: 11-05-2007 ) Document #: R171773913

Section: [’Jnused_Studv_uPro 4of5

Page number: 54

Unused Study Product Retumed
Amount Returned

{ Produci Returned Flavor Packs Individual Cigarsttes / pouches
i Section; Study_Prod_Dispe 5 of 5 4 Blank? Y 7 Section Status:  Created
Visit: WEEK 22 Section Date:  11-05-2007
Entered By: Tricia Huni Entry Time; 04-01-2008 16:03:37

Last Modification Time:
Page number: 54

STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed ] Flavor Amount Bispensed
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CRI' Report for Study FE6270226

Patient: 4003
CRF: Week 24 (Fos)
Visit: WEEK 24 (EQS)
Entered By: Tricia Hant
Discrepancies: None
Approval Status: Not Approved

Site

Blank?

Visit Date:

Entry Time:
Modification Time:

: CP_001
Y
11-05-2007

04-01-2008 16:03:45

Investigator: CP_001
CRFE Page #: 23
Document #: R171774013
CRF Status: Created

Approval Time: Approver;
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Pro_Questonnair 1 of 12 Blank? Y Séction Status: : Created
Visit: WEEK 24 (EOS} Section Date:  13-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:45
Last Modification Time:

Page number:

55

PRC QUESTIONNAIRES
Date 1. With the possible exception of urinating, did subject

complete Smoker Routine Questionnaire PRIOR to any

study procedures being performed?

YES /NO

Secton: Urine_Drug 2of 12 Blank? Y Section Status:  Created
Visit: WEEK 24 (EOS) i Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:45

Last Modification Time:
Page number:

55

Drug Screen
i Date Drug Screen Result
Section; Alcohol Screen Jof 12 Blank? Y Sectioﬁ Status: Created
Visit: WEEK 24 (EOS) Section Date:  11-05-2007

Entered By: Tricta Hunt

Entry Time:
Last Medification Time:

04-01-2008 16:03:45

Page number: 53
Alcohol Screen
Date Breathalyzer Result
Section: Preg Test 4 of 12 Blank? Y Section Status: Created
Visit: WEEK 24 (EDS) Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:45

Last Modification Time:
Page number:

55

Pregnancy Test
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CRI Report for Study E627022¢

Patient: 4003

Visit; WEEK 24 (EOS)
Entered By: Tricia Hunt

Section Date:  11-05-2007
Entry Time: 04-01-2008 16:03:45
Last Madification Time:

Site: CP_001 Investigator: CP_001
CRF: Week 24 (Eos) Blank? Y CRF Page #: 23
VYisit: WEEK 24 (EOS) Visit Date: 11-05-2007 Document #: R171774013
Section: Preg Test A apiz2 ’ '
L Cate Resutt
Section: Utine_Cotl 5 of 12 Blank? Y Section Status:  Created
Visit: WEEK 24 (EOS) Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:45
; Last Modification Time:
Page number: 53
24-Hour Urine Coliection
Total
Scheduled Timepoint Start Date Start Time Stop Date Stop Time Volume Comments
Section: ECG 6 of 12 Blank? Y Section Status:  Created
Visit: WEELK 24 (EOS) Section Date:  11-03-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:45
Last ModHficatien Time:
Page number: 56
12-LEAD ELECTROCARDIOGRAM REPORT
Actual Time Ventricular Heart Rate
Cardiac Cycle Measurements
PR interval QRS Duration QT interval QTe Interval
ECG INTERFRETATION:
Comments (related to abnomal, CS findings only}):
Section: Hdvf_Oral Health 7 of 12 Blank? Y Section Status: Created
Visit: WEEK 24 (EQS) Section Date:  11-05-2007
Entered By-_ Tricia Hunt Entry Time: 04-01-2008 16:03:45
Last Medification Time:
Page number: 57
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Date Actual Time HDYF Performed? - Questions
) Performed? Comiments
Section: Vital 8 of 12 Blank? Y Section Status:  Created
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CRi

Report for Study E627022%

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 24 (Eos) Blank? Y CRF Page #: 23
Visit: WEEK 24 (EOS) Visit Date: 11-05-2007 Document #: R171774013
Section; Vital 8 of 12 . -

Page number: 57

VITAL SIGNS
Blood Pressure Oral
Date Actual Time Systolic Diastalic Pulse Respiratory Rate Temperature Unit
XXX.X
Comments
Section: Oral_Health, Exam 9of 12 Blank? Y Section Status: Created

Visit: WEEK 24 (EOS) Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:45
Last Modification Time:
Page number: 57

ORAL HEALTH EXAMINATION

Date
Precedure __ Relevant Findings 7~ i _Findings
Section: Phys_BExam 10 of 12 Blank? ¥ Section Status:  Created
Visit: WEEK 24 (EOS) Section Date;  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:45
. Last Modification Time:

Page number: 58

PHYSICAL EXAMINATION

Date
Code Number Code ] Relevant Findings? ] Findings
Section: Weight Height 11 of 12 Blank? Y Section Status: Creatéd
Visit: WEEK 24 (EOS) Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-031-2008 16:03:45
Last Modification Time:
Page number: 38
WEIGHT & HEIGHT
Date Waight Unit Height Unit
XXX XXX
Section: Lab_Eval 12 of 12 i Blank? Y Section Status: Created
Visit; WEEK 24 (EOS} Section Date:  11-05-2007
| Entered By: Tricia Hunl Entry Time: 04-01-2008 16;03:45
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CRI Report for Study E6270226

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Week 24 (Eos) Blank? Y CRF Page #: 23
Visit: WEEK 24 (EQS) Visit Date: 11-05-2007 Document #: RI171774013
Section: Lab_Ewval 12 of 12 7 ‘ - 7

Last Modification Time:
Page number: 59

i Laboratory Evaluations

Date
Were the schedpied laboratory samples obtained? Ne, specify
| Requisition Number 1
Requisition Number 2 (if applicable)
Were there any clinicaily significant labs? (Yes, specify below)
Requisition Number ] Test Name HL Lab ID Lab Name
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CRI Report for Study E6270225

Patient: 4003

Site: CP_001 Investigator: CP_001
CRF: Week 24-2 (Eos) Blank? Y CRF Page #: 24
Visit: WEEK 24 (EOS) Visit Date: 11-05-2007 Document #: R171774113
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:54 CRY Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: ' Pk_Blood_Biomark 1 of 11 Blank? Y Section Status: Created
Visit: WEEEK 24 (EOS) Section Date: 11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:54
: Last Modification Time;
i Page number: 59
: Blood Sampling For Biomarkers/Chemisiry/Hematology
{follawing an cvemight fast)
Daie Actual Time Comments
Section: | Fapired_Carbon_M 2of 11 Blank? Y - SectionVStatust Created
Visit: WEEK 24 (EOS) Section Date:  11-05-2007
Entered By, Tricia Hunt Entry Time: 04-01-2008 16:03:54
: Last Maodification Time:
Page number: 59
‘ EXPIRED CARBON MONOXDE
Date ' Actual Time ECO Level {(ppm) %COHb Comments
Section: ; Biood_Sampi_Cohb Jorll Blank? Y Section Status: Created
Visit:| WEEK 24 (EOS) Section Date:  11-05-2007
Entered By: | Tricia Hunt Entry Time: 04-01-2008 16:03:54
Last Modification Time:
| Page number: 59
Bicod Sampling for %COHb
Date Actual Time Comments
Section: Pre_Bronch;_SDir 4 0f 11 Blank? Y Section Stétus: Created
Visi: WEEK 24 (E0S) Saction Dase:  11-05-2007
Entered By; Tricia Huni Entry Time: 04-01-2008 16:03:54
Last Modification Time:
Page number: 60
PRE-BRONCHODILATOR BEST BASELINE SPIROMETRY TEST RESULT
Actual Time
Report run by Tricia Hunt at 21-01-2008 15:07:23 Page 57




CRI Report for Study E6270225

Patient: 4003
CRF: Week 24-2 (Eos)
Visit: WEEK 24 (EOS)

Site: CP_001
Blank? Y
Visit Date: 11-05-2007

Investigator; CP_001
CRF Page #: 24
Document #: R171774113

Section: Pre_Bronch_Spir 4 of 11 |
of FEV1/FVC Testing FvVC
Date Test Paosition FEV1L FEV1 Predicted (%) FVCL Predicted {%) Comments
Section: Proventil_Admin 5of 11 Blank? Y Section Status:  Created
Visit: WEFK 24 (EOS) Section Date:  11-05-2007
Entered By: Tricia Hunl Entry Time: 04-01-2008 16:03:54
Last Modification Time:
Page number: 60 -
PROVENTIL ADMINISTRATION
Actual Time
of Proventil
Date Administration Amount Administered Comments
Section: Post_Broach_Spir 6 of 11 Blank? Y Section Status:  Created
Visit: WEEK 24 (EOS) Section Date:  11-05-2007
Entered By: Tricia Hunl Entry Time: 04-01-2008 16:03:54
Last Modification Time:
Page number: 60
POST-BRONCHODILATOR BEST SPIROMETRY TEST RESULT
Actual Time
; of FEV1/FVC Testing
| Date Test Paosition FEV1 L FEV1 Predicted (%) FVCL FVC Predicted (%} Comments
Section: Uéed_Stud;f,Tobac 7 of 11 Blank? Y Section Status: Created
Visit: WEEK 24 (EQS) Section Date:  11-05-2007
] Entered By: Tricia Hunt Entry Time: 04-01-2008 16:03:54
Last Modification Time:
Page number; 61
USED STUDY TOBACCO-HEATING CIGARETTE COLLECTION
Number of Study
. Tobacco-Heating Welght of
¢ Scheduled Collection Stop Stop Cigareties Cigarettes Collected Any Product If yes, # of other
; Timepoint Start Date Start Time Date Time Collected (@) Devation? Brand Comments
r Section: Used_Study_Snus 8 of 11 Blank? Y Section Status: Created
?‘ Visit: WEEK 24 (E0S) Sectian Date:  11-05-2007
Entered B}r: Tricia Humt Entry Time: 4-01-2008 16:03:54
Repon run by Tricia Hunt at 21-01-2008 15:07:23 Page 58



CRE-Report for Study E6270

226

Pétient: 4003 Site: CP_001 Investigator: CP_001
! CRF: Week 24-2 {Fos) Blank? Y CRF Page #: 24
| Visit. WEEK 24 (EOS) Visit Date: 11-05-2007 Document #; R171774113

Section; Used_Study._Snus 8 of 11

Last Modification Time:

Visit: WEEK 24 (EOS}

Entered By: Tricia Hunt
Last Modification Time:

Page number

Entry Time:

04-01-2008 16:03:54

B T

Page number: 62
| USED STUDY SNUS COLLECTION
Scheduled Colisction Number of Study Any Product If Yes, # of
Timepoint Start Date Start Time Stop Date Stop Time Pouches Coltected Demvation? other brand: Comments
Section: Used_Study_Bum 9 of 11 Blank? Y Section Status:  Created “
Visit: WEEK 24 (EOS) Section Dale; 11-05-2007
Entered By: Tricta Hunt Entry Time: 04-01-2008 16:03:54
Last Modilication Time:
Page number: 63
USED STUDY TOBACCO-BURNING CIGARETTE COLLECTION
Number of Study Tobacco-
Scheduied Collection Burning Cigarettes Any Product If Yes, # of ather
Timepoint Start Date Start Time Stop Date Stop Time Collected Deviation? _brang: Comments
Section: Used Butl_Measur 10 of 11 Blank? Y Section Status: Crealed
Section Date:  11-05-2007

Scheduled Coliection

Date Period
Cigarette

USUAL STUDY TOBACCO-BURNING CIGARETTE BUTT MEASUREMENT

Butt Number

Cigarette Butt Measursment (mm}

Section Status:  Created

Section: Used_Buit Measur 11 of E1

Visit: WEEK 24 (E0OS)
Entered By: Tricia Hunt

Section Dat

Blank? Y

o:  11-05-2007

Entry Time: 04-01-2008 16:03:54

Last Modification Time:
Page number: 65

Scheduted Coliection
Date Period

Cigarette Butt Number

USED STUDY TOBACCO-BURNING CIGARETTE BUTT MEASUREMENT

Cigarette Butt Measurement (mm)

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CRI
E
Patient: 4503

CRF: Week 24-3
Visit: WEEK 24 (EOS)
Entered By: Tricia Hunt
Discrepancies: None
Approval Status: Not Approved

Report for Study E6270225

Site:

Blank?

Visit Date:

Entry Time:
Modification Time:

CP_001
Y
11-05-2007

04-01-2008 16:04:04

Investigator: CP_001
CRF Page #: 25
Document #: R171774213
CRF Status: Created

Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Unused_Study_Pro Blank? Y Section Status:  Crealed
Visit: WEEK 24 {EQS) Section Date:  11-05-2007
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:04:04

Last Modification Time:

Page number:

65A

Unused Study Product Retured

Date ] Actual Time

Product Returned

Flavor

Packs

Amount Retumned
Individual Cigarettes / pouches

Report run by Tricia Hunt at 21-01-2008 15:07:23
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o Investigator: CP_001
CRF: Precon_Med Blank? N CRF Page #: 26
Visit: PRECON_MEDS Visit Date: 15-02-2007 Document #: R170224613
Entered Bv: Tricia Hunt Entry Time: 18-12-2007 20:03:15 CRF Status: Entry Complete
Discrepancies: None Modification Time: 20-12-2007 10:26:35
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
' Section: Pre_Conmed Blank? N Section Status:  Entry Complete
Visit: PRECON_MEDS Section Date:  15-02-2007
Entered By Tricia Hunt Entl'y Time: 18-12-2007 20:03:15
Last Modification Time:  18-12-2007 20:06:04
_ Page number: 66
PreMous 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? YES
Dose /
Seq# Drug Name Indication Dose Unit Route Specify Freg Specify Start Date Stop Date/Ongeing
1 IBUPROPHEN UNK 400 MG PO PRN 15-2-2007 ONGOING
2 OXYCODCNE BACK PAIN 5 MG PO PRN 01-05-2007 ) 06-05-2007
Report run by Tricia Hunt at 21-01-2008 15:07:23 Page 61




Patient: 4003

Report for Study E627022¢

Site: CP_001 Investigator: CP_001
CRF: AE Blank? N -CRF Page #: 27
Visit: AR Visit Date: 11-05-2007 Document #: R171774313
Entered Bv: Tricla Hunt Entry Time: 04-01-2008 16:04:10 CRY Status: Entry Complete
Discrepancies; (Closed Modification Time: (7-01-2008 10:12:17
Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Ae_Med Blank? N Section Status: EmrvlColeete'

Visit: AE
Entered By: Tricia Hunt

Section Date:

Entry Time:

Last Modification Time:

Page number:

11-05-2007
04-01-2008 16:04:10
04-01-2008 16:45:26
67

Adverse Events

Did the subject experience any adwerse events? YES
Refaticnship to
Onset Resclved/Changed Serious Relationship to Procedure Action Qutcome
Ewent No. Adverse Event Cate Time Date Time Eweni? Severity Preduct Taken to Date
1 BACK PAIN 01-05-2007 UNK 06-05-2007 UNK NO MODE NOT NOT DRUG RECO
RATE RELATE RELATE THERAP VERE
D D Y D

Click here to navigate to response history for this CRF
_Click here to navigate to discrepancy detail for this CRF

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CRI Report for Study E627022¢

Patient: 4003

Site: CP_001 Investigator: CP_001
CRF: Ecg_Unscheduled Blank? Y CRF Page #: 28
Visit: ECG_UNSCHED Visit Date: 00-00- Document #: R171774413
Entered BY: Tricia Hunt Entry Time: 04-01-2008 16:04:27 CRF Status: Created
Discrepanciés: None Modification Time:
Approval S!La‘ﬂ;lSI Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
T Section: ECG Blank? Y Section Status: Created

Visit; ECG_UNSCHED
Entered By: Tricia Hunt

Section Date:  00-00-
Entry Time: 04-01-2008 16:04:27
Last Medification Time:
Page number: 68

Date Actual Time

UNSCHEDULED 12-LEAD ELECTROCARDIOGRAM REPORT
Ventricular Cardiac Cycle Measurements

Heart Rate PR Interval QRS Duration QT Interval

QTc Intervai

Interpretation

~ Comments

Reportrun by Tricié; Hunt ai 21-01-2008 15:07:23
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Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Lab_Unscheduled Blank? Y CRF Page #: 29
Visit: LAB_UNSCHED Visit Date: 00-00- Document #: R171774513
Entered Bv: Tricia Hunt Entry Time: 04-01-2008 16:04:35 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Apnroval Time: Approver:
Verification: Noi Verified Vegification Time: Verifier:
Commént:
r Section: I;‘ab‘,EVEﬂ Blank? v Section Status:  Created
Visit; LAB_ UNSCHED Section Date:  00-00-
Entered By; Tricia Hunt Entry Time: 04-01-2008 16:04:35
Last Modification Time:
Page number: 69
Unscheduled Laboratory Evaluations
i Clinically If Clinically Significant, Specify
Date Requisition Number Significant? Test Name High{H)/Lowi{L) Lab ID Lab Name Comments

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CRE’.?Rep@N for Study E627022S

Patient: 4003
CRF: Vital_Unscheduled
Visit: VITAL_UNSCHED
Entered Bv: Tricia Hunt
Discrepancies: None
Approval Status: Not Approved

Site:

Blank?

Visit Date:

Entry Time:
Modification Time:

CP_001
Y
00-00-

04-01-2008 16:04:50

Investigator: CP_001
CRI Page #: 30
Document #: R171774713
CRF Status: (Created

Approval Time: Approver:
Verification: WNot Verified Verification Time: Verifier;
Comment:
Section: Vital Blank? Y Section Status:  Created
Visit: VITAL_UNSCHED Section Date:  00-00-
Entered By: Tricia Humt Entry Time: 4-01-2008 16:04:50

Last Modification Time:

Page number: 70
UNSCHEDULED VITAL SIGNS
Oral
Blcod Pressure Respiratory Temperature
Date {Actual Time Systelic Pulse Rate XXX.X Unit Comments

Report mun by Tricia Hunt at 21-01-2008 15:07:23
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CRL Report for Study E627022¢

Paiiént: 4003 Site: CP_001 Investigator: CP_001
CRF: Sidy_Prdi_Dis_Unschedulec Blank? Y CRF Page #: 31
Visit: STDY_PRDT UNSCHE Visit Date: 00-00- Document #: R171774813
Entered Bv: Tricia Hunt ' Entry Time: 04-01-2008 16:04:55 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Apvroval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Study_Prod_Dispe Blank? Y . : 7 Section Status: VCreated
Visit; STDY_PRDT_UNSCHE Section Date:  00-00-
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:04:55

Last Modification Time:
Page number: 71

‘ UNSCHEDGULED STUDY PRODUCT DISPENSATION
Date i Actual Time Product Dispensed Flavor Amount Dispensed _ Comments

Reportrim by Trici?%l Hunt 21 21-01-2008 15:07:23 Page 66




CRI Report for Study E6270226

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Expired_Co?_Unscheduled Blank? Y CRF Page #: 32
Visit: EXPIRED_CO2_UNSC Visit Date: 00-00- Document #: R171774913
Entered By: Tricia Hunt Entry Time: 94-01-2008 16:05:00 CRF Status: Created
Discrepanciés: None Modification Time:
Avpproval Status: Not Approved Approval Time: Approver:
Verification: Noet Verified Verification Time: Verifier:
Comment:
Section: Expired Carbon_M Blank? Y Section Status: Created
Visit: EXPIRED_CO2_UNSC Section Date:  00-00-
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:05:00
: Last Modification Time:
Page number: 72
UNSCHEDULED EXPIRED CARBON MONGCXDE
Date Actual Time ECO Lewel! (ppm) %COHbL Comments
i
|
|
i
|
|
Report run by Tricia Hunt at 21-01-2008 15:07:23 Page 67




Patient: 4003 Site: CP_001

Investigator: CP_001
CRF Page #: 33

‘Document #: R171775013

CRF Status: Created

Approver:
Verifier:

CRY: Oral_Health_Unscheduled Blank? Y
Visit: ORAL HEALTH_UNSC Visit Date: 00-00-
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:05:04
Discrepancies: None Modification Time:
Approval Status: Not Approved Avpoproval Time:
Verification: Ngt Verified Verification Time:
Cemment:
r Section: OraLI—'Iealm_Exam Blank? Y
Visit: ORAL_HEALTH_UNSC Section Date:  00-00-
Entered By: Tricia Hunt Entry Time: (4-01-2008 16:05:04

Last Modification Time:
Page number: 73

Section Status; Created

UNSCHEDULED ORAL BEALTH EXAMINATION
| Date Actuat Time Code _Relevant Findings?

Comment

Reportrun by Tricia Hunt at 21-01-2008 15:07:23
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CRI Repmt for Study E6270225

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Spirometry_Unscheduled Blank? Y CRF Page #: 34
Visit: SPIRO_TEST_UNSCH Visit Date: 00-00- Document #: R171775113
Entered By: Tricia Hunt Entry Time: 04-01-2008 16:05:08 CRF Status: Created
Discrepancies: None Modification Time:
Approval Stams: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Commént:
Section: Pre_Bronch_Spir Blank? Y Section Status: Created
Visit: SFIRO_TEST _UNSCH Section Date:  00-G0-
Entered By: Tricia Hunt Entry Time: 04-01-20608 16:05:08

Last Modification Time:
Page number: 74

UNSCHEDULED SPIROMETRY TEST RESULT

Proventit
Actual Time Timepoint based Administration FEWV1 FVC
of FEVI/EVC Testing an Proventil (and time of Predicted Predicted
Date Test Puasition Administration ___ Administration) { Time) FEVIL (%) VoL (%) Comments

Report run by Tricia Hunt at 21-01-2008 15:07:23
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CRL Report for Study E6270225

Patient: 4003 Site: CP_001 Investigator: CP_001
CRF: Study_Completion Blank? N CRF Page #: 35
Visit: STUDY_COMP Visit Date: 11-05-2007 Document #: R152748413
Entered Bv: Tricia Hunt Entry Time: 15-08-2007 15:53:56 CRF Status: Entry Complete
Discrepancies: None Modification Time:  15-08-2007 15:57:55
Approval Status: Nat Approved Approval Time: Apvprover;
Verification: Not Verified Verification Time: Verifier:
Commént: '
Secton: Study. Comp Blank? N Section Status: Entrv Complete

Visit: STUDY_COMP
Entered By: TriciaHum

Section Date:  11-05-2007
Entry Time: 15-08-2007 15:53:56
Last Modification Time: 15-08-2007 15:57:55
Page number: 75

Study Completion

Did the subjsct complete the study? NC
Date the subject compieted OR withdrew from the study: 11-05-2007
Reason for Withdrawal . OTH

Speci 5 TS DRUG SCREEN WAS POSITVE AT WEEK 12 CHECK IN.
Investigator Comments i

Principal Investigator Date 2 L_f A L exDE

!

Report run by Tricia Hunt at 21-01-2008 15:07:23 Page 70
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Cowvance CLS
Haristia kency, H.0,, Director
Indianapolis, TN 46214-298%

8211 Seilor Drive
Tel, +1 {800) 327 7270

oL & A2

LABORATORY REPORT

ACCESSTON NO. N574619
Page 1 of 3

INVESTIGATOR: (J14315)
Keith Klatt, M.D.
c/o0 Heather Aiona
Radiant Research - Portland
5331 SW Macadam Ave

Portland, OR 97239
SPONSOR REPORT TO:

Russell M. Dixon, MD

Medical Director

Covance CRU, Inc.

3402 Kinsman Bouleyvard

Screen

PROTOCOL  6270-229
TNVESTIGATOR NO.: L
RANDOMIZATION NUMBER:
PATIENT INTTIALS: [J
VISIT: 1 ‘

COLLECTION TIME:10:34 DATE:02-Feb-2007

DATE RECETVED IN LABORATORY: 03-Feb-2007

DATE REPORTED BY LABORATORY: 0U3-Feb-2007

Madison, WI United States 53704

SEX: F BIRTHDATE:
SCREENTNG NUMBER: S

AN

AGE: 31

CHEMISTRY PANEL

Total Bili
Alk Phos
ALT (SGPT)
AST {(SGOT)
GGT
LDH .
Urea Nitr
Creatinine
Glucose
Uric Acid
- Caleium-

"~ Phosphorus * -

Total Prot
Albumin
Sodium
Potassium
Chloride

0.5 0.2-1.2 mg/dL
61 31-106 U/L

L5 H  6-3u UL

26 9-34 U/L

42 4-4g U/L

156 53-234 U/L

21 424 mg/dL
1.2 Ho0.4-1.7 mg/dl
103 70-115 mg/dL
7.4 H  2.1-7.2 mg/dl
10.2 8.3-10.6 mg/dL
‘3.9 2.2-5.1 mg/dL
7.0 6.1-8.4 g/dL
4.5 3.3-4.9 g/dL
143 132-147 mEg/L
.4 3.4-5.4 mEq/L
105 94-112 mEq/L

/estidator Signature:

H(High) or L(Low)=Yalues above or below Covance (LS reference range
I=Telephoned P="Panic" EX-Exclusion-as specified by the spensce

FEB 84 '@7 B2:24

Is this Clinically

Significant/ Adverse

Event?
Yes No
[ (1"
1 7
[3 el
> FspoF-
Date:
Jigi5
(T)
Covance CLS PAGE .22
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Covance CLS
Harietta Henry, M.0,, Director
821 SciCor Drive - Indianapolis, IN 462142985
Tel, +1 (800) 327 7270
LABORATORY REPORT
ACCESSTON NO. N574619
Page 2 of 3
TNVESTIGATOR: (J14315) PROTOCOL  6270-229

INVESTIGATOR NO.: 4
RANDOMIZATION NUMBER:
PATIENT INITIALS: [
VISIT: 1

Keith Klatt, M.D.

c/0 Heather Aiona

Radiant Research - Portland
5331 SW Macadam Ave

Portland, OR 97239 Screen

SPONSOR REPORT TO:
Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.

3402 Kinsman Boulevard

COLLECTION TIME:10:34 DATE:02-Feb-2007
DATE RECEIVED IN LABORATORY: 03-Feb-2007

DATE REPORTED BY LABORATORY: 03-Feb-2007
SEX: F BIRTHDATE: AGE: 31
SCREENING NUMBER: 54019

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HEMATOLOGYS DTFFERENTTAL PANEL
HGB 7.5 H  11.6-16.4 g/dL L3 LA
HCT 50 H 34-4B % L] LA
RBC 5.4 4.1-5.6x106/ul.
MCV 92 79-98 fL
MCH 32 26-34 pg
MCHC 35 31-38 g/dL
RDW 12.5 12.0-15.0 %
RBC Morph Normocytic
wsc 6.36 3.80-10.70 x103/uL
Neutrophil 4.00 1.96-7.23 x103/uL
Lymphocyte 1.86 - 0:81-4:28 x103/uL
Monocytes 0.28 0.12-0.92 x103/uL
Eosinophil 0.20 0.00-0.57 x103/ul
Basophils 0.03 0.00-0.20 x103/uL
Neutrophil 62.9 40.5-75.0 %
Lymphocyte 29.3 15.4-48.5%
Monocytes .4 2.6-10.1 %
Eosinophil 3.1 0.0-6.8 %
Basophils 0.4 0.0-2.0 %
Platelets 166 140-400 x103/ul
o Feso
7 Thves¥igator Signature: = D-aTei—
/
fitHigh) ar ({Lou)-Values above or below Cvance CLS reference range - J31s
T-Telephoned Ps“Panic" EX-Exclusion-as specified by the spensor
2 J .
= ) (1)
FEB 84 '@7 92:24 Ceovance CLS PARF. AR
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Cowvance ClL .S
Karietta Henry, ¥.0., Director
8211 SciCor Drive - Indianapolis, IN 46214-298%
Tel, +1 {800) 317 720
LABORATORY REPORT

ACCESSTON NO. N574619
Page 3 of 3

PROTOCOL  6270-229

INVESTIGATOR NO.: 4

RANDOMIZATION NUMBER:

PATTIENT INITIALS: [

VISIT: 1 :

INVESTIGATOR: (J14315)
Keith Klatt, M.D.
c/0 Heather Aiona
Radiant Research - Portland
5331 SuW Macadam Ave
Portland, OR 97239

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

Screen

COLLECTION TIME:10:34 DATE:02-Feb-2007
DATE RECEIVED IN LABORATORY: 03-Feb-2007
DATE REPORTED BY LABORATORY: 03-Feb-2007
SEX: F BIRTHDATE: QG AGE: 31
SCREENTNG NUMBER: S4019

Is this Clinically
Significant/ Adverse

Event?
Yes No

URINE MACRO & MICRO PANEL

Color Yellow Ref Rng:

Colorless or VYellow

Clarity Clear Ref Rng:Clear

Spec Grav 1.009 1.003-1.035

pH 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: = -

T ' Negative-Trace

Nitrite Negative Ref Rng:Negative

Leuk Est Negative Ref Rng:Negative

Microscop Negative

5 /3 O
7 Invesiigator Signature: <;;r/%gie:>
iCHigh) or L(Lou)=Values above or below Covance CLS reference range J43ts
T:Teleghoned P-"Papic"” EX-Lxclusion-as specified by the sponser
(I8
FEB B4 *@7 B2:24 Covance CLS PARF. A4



ULV LWV DiVYO IV Al TUOUU LUYANLLTG wvow Rl o P £ IRV wiloav

Covance CLS
Merietta Henry, H.0., Director

8211 SciCor [rive -

Indianapalis, TN 46214-2985

Tel, +1 (80C) 327 7210

LABORATORY REPORT

ACCESSTON NO. N574619
Page 1 of 1

INVESTIGATOR: (J14315)
Keith Klatt, M.D.
c/0 Heather Aiona
Radiant Research - Portland
5331 SW Macadam Ave
Portland, OR 97239
SPONSOR REPORT TO:
Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard

PROTCCOL.  6270-229
INVESTIGATOR NO.: Y4
RANDOMIZATION NUMBER:
PATIENT INITIALS:
VISIT: 1 )
Screen
COLLECTION TIME:10:34 DATE:02-Feb-2007
DATE RECEIVED IN LABORATORY: 03-Feb-2007
DATE REPORTED BY LABORATORY: 03-Feb-2007
SEX: + BIRTHDATE: AGE: 31
SCREENING NUMBER: S

Madison, WI United States 53704

TOTAL TRON
Total Iron 107

FOLLICLE STIMJLATING HORMONE
FSH 6.0

Is this Clinically
Significant/ Adverse
Event?

Yes No

30-160 ug/dL

Follicular:
4.0-13.0 mIU/mL
Mid-Cycle:
5.0-22.0 mIU/mL
Luteal:
2.0-13.0 mIU/mL
Postmenopausal :

20.0-138.0 mIU/mL

HEPATITIS A ANTIBODY-IGM
HepA IgMAb Negative

No Ref Rng

/ InVﬁEéigator Signature:

H(High) or {{Low)=Values above or belou Covance CLS reference range MM
T-Telephoned P-"Panic" EX-Fxclusion-as specified by the sponsor

FEB @84 @7 B2:25

Covance CLS PAGE . S
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Cowvance CLS
Harietta kenry, M.0., Uirector

8211 Scilor Grive -

Indiznapolis, TN 46214-2083

Tel. +1 (B00) 327 7270

LABORATORY REPORT

ACCESSION NO. N574619
Page 1 of 1

INVESTIGATOR: (J14315)
Keith Klatt, M.D.
c/0 Heather Aiona
Radiant Research - Partland
5331 SW Macadam Ave
Portland, OR 987239
SPONSOR REPORT TO:
Russell M. Dixoen, MD
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard

Madison, WI United States 53704

PROTOCOL  ©270-229

INVESTIGATOR NO.: 4

RANDOMIZATION NUMBER:

PATIENT INITIALS:

VISIT: 1 )
Screen
COLLECTION TIME:10:34 DATE:02-Feb-2007
DATE RECEIVED IN LABORATORY: 03-Feb-2007
DATE REPORTED BY LAB ORY: 03-Feb-2007
SEX: F BIRTHDATE: AGE: 31
SCREENING NUMBER: S

HEPATITIS B SURFACE ANTIGEN
HBSAG Negative

HEPATITIS C VIRUS ANTIBODY
ANTI-HCV Negative

HEPATITIS B SURFACE ANTIBODY
HBSAR Negative

ESTRADIOL - See Note #1

Note #1 - No s

Is this Clinically
Significant/ Adverse

Event?
Yes No
No Ref Rng
No Ref Rng
No Ref Rng

e InveE%i’gator Signatire:

H(High) or L{Lou):Values above er belou Covance (LS reference range
T=Telephoned P="Panic" EX-Exclusion-as specified by the sponsor

FEB B4 '@7 @2:25

L pesor
«”"" Date:
JI31s
)

Covance (IR PARE 2k
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Covance CLS
Marietta kenry, K.[., Directer
B211 SeiCor Drive - Indianapolis, TN U6214-298%
Tel. +1 (800) 327 727¢
LABORATORY REPORT

ACCESSION NO. N574618

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL  6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/o Heather Aiona RANDOMIZATION NUMBER:
Radiant Research - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 1 )
Portland, OR 97239 Screen

SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feb-2007
Russell M. Dixan, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY LABCRATORY: 03-Feb-2007
Covance CRU, Inc. SEX: F BIRTHDATE: QUG AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: Su019

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?
Yes No
HIV 1/HIV 2 ANTIBODY SCREEN
HIV-1/2 Non-Reactive Reference Range:
Non-Reactive

/%) S FoasT

7 Imvestigator Signature: Date:

"This testing is perforned as part of a clinical trial, Diagnostic testing ALH

S, shall be condicted locally. " k(Kigh) or E{Low)-Values above or belew Covance
wa reference range T-Telaphoned P-"Panic” EX-Exclusions as specified by the Sponsar

(TN}

FEB B4 '@7 B2:25 Covance CLS PAGE. 87
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Cowvance CLS
Marietta Henoy, M.0., Director
821! SciCor Orive - Indianapolis, IN 46214-2485
o Tel +1 (e0e) 327 7270
LABORATORY REPORT

ACCESSION NO. N574613

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL.  6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/0 Heather Aiona RANDOMIZATION NUMBER:
Radiant Research - Portland PATIENT INLTIALS:
5331 SW Macadam Ave VISIT: 1 :
Portland, OR 97239 Screen

SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED 8Y LABORATORY: 03-Feb-2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENTNG NUMBER: Su

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 ‘ -
: W v

/ Investigator Signature: Date:

Hi{High) or L{Low):Yalues above or below Covance CLS reference range JL3S
_ T=Telephoned .P="Panic" EX:Exclusion-as specified by the spansor
e ' (W)

FEB @4 @7 @2:25 Covance CLS PRGE. €8
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Covance CLS
Yarietta tenry, K.0., Director
821 SciCor Orive - Indianapelis, iN L6214-2985
Tel, +1 (800} 327 7270
LABORATORY REPORT

ACCESSION NO. N574618

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL 6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/o0 Heather Aiona RANDOMIZATION NUMBER:
Radiant Research - Portland PATIENT INITIALS: [
5331 Sl Macadam Ave VISIT: 1
Portland, OR 9723% Screen

SPONSOR REPORT TO: COLLECTION TIME:10:34 DATE:02-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 03-Feb-2007
Medical Director DATE REPORTED BY : 03-Feb-2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: 54019

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/nen Smoker
/%44) SF%%07
-/ Tnveéstigator Signature: " Date:

J18315

(THY)

Covance CLS
FEB B4 '@7 B2:26 Covance CLS PAGE.#S
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Covance CLS
Farictia Henry, M.0., Director
8211 SciCor Drive - Indianapolis, IN L6214-2385
Tel. +1 (800} 327 7270
LABORATORY REPORT

ACCESSION NO. N970629

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL.  6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/o Heather Aiona RANDOMIZATION NUMBER: Ru003
Covance - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 2
Portland, OR 97239 lWeek 0

SPONSOR REPORT TO: COLLECTION TIME:07:30 DATE:17-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 19-Feb-2007
Medical Director DATE REPORTED BY LABORATORY: 21-Jan-2008
Covance CRU, Inc. SEX: M BIRTHDATE: M AGE: 31
3402 Kinsman Boulevard SCREENTNG NUMBER: SH019

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Fvent?
Yes No
OXIDIZED LDL
Oxidizel DL 102 30-110 U/L

Investigator Signature: Date:

Hitigh) or L{Lou):Values above or below reference range. ‘ : J31%
Testing perforned by: Pacific Bioratrics
220 West Havrisen Street; Sealile, ¥ %8119

{IN}



Covance CLS
Harietta Henry, M.B., Director
8211 SciCor Drive - Indianapolis, IN 46214-298%

Tel. +1 (8003 327 7270

LABORATORY REPORT

ACCESSTON NO. N970629
Page 1 of 1

INVESTIGATOR: (J1u4315)
Keith Klatt, M.D.
c/o Heather Aiona
Radiant Research - Portland
5331 Sl Macadam Ave
Portland, OR 97239
SPONSOR REPORT T0O:
Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard

Madison, WI United States 53704

PROTOCOL  6270-229
INVESTIGATOR NO.: &
RANDOMIZATION N
PATIENT INTTIALS:
VISIT: 2 )

: RU003

lleek O

COLLECTION TIME:07:30 DATE:17-Feb-2007
DATE RECEIVED IN LABORATORY: 19-Feb-2007
DATE REPORTED BY L{ABORATORY: 19-Feb-2007
SEX: M BIRTHDATE: AGE: 31
SCREENING NUMBER: S4019

FIBRINOGEN - See Note #1
Fibrinogen

fiote #1 - Specinep/

Is this Clinically
Significant/ Adverse

Awalting specimen arrival

tied; plegse ship or festing will be canceled,

vestidator Signature:

HHigh) or L{Low)-Values above or belou Covance (LS reference range
T=Teleghoned P="Panic" EX-Exciusion-as specified by the spensor

FEB 19 *d7 22:48

Event?
Yes No
26 e 2057
Date:
- B )
{IN¥)
Covance CLS PAGE . A2



Covancea CL S
: Marieita Henry, M.D,, Director
8211 SeiCor Drive - Indianapelis, TN 4621u-298%
Tel. +1 (800} 327 7270
[.LABORATORY REPORT

ACCESSTON NO. N970629

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL.  6©270-229
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/o Heather Aiona RANDOMIZATION NUMBER: RUQ03
Radiant Research - Partland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 2 )
Portland, OR 97239 Week 0

SPONSOR REPORT TO: COLLECTION TIME:07:30 DATE:17-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 19-Feb-2007
Medical Directar DATE REPORTED BY LABORATORY: 19-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: 54

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
URINE CREATININE, SPOT
Rnd Ur Crt 50 mg/dL No Ref Rng
o lte 2
/  Tmvestigator Signature: Date:
*HeHigh) or L{Low)=Values ehove or below Covance CLS reference range ' ' MU

T=Telephoned P="?anic" EX:Exclusion-as specified by the sponsor

(TNV)

FEB 19 @7 22:48 Covance CLS PAGE. B3



Covance CLS
Marietta Kenry, M.0., Director
8211 SciCar Drive - Indianapolis, TN U46214-2985
Tel, +1 (800} 327 7210
LABORATORY REPORT

ACCESSION NO. N970629

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL 6270~229
Keith Klatt, M.D. INVESTIGATOR NO.: L
c/o Heather Aiona RANDOMIZATION NUMBER : R'+003
Radiant Research - Portland PATIENT INCTIALS : [l
5331 SW Macadam Ave VISIT: 2
Portland, OR 97239 Week 0

SPONSCR REPORT TO: COLLECTION TIME:07:30 DATE:17-Feb-2007
Russell M. Dixon, MD " DATE RECEIVED IN LABORATORY: 19-Feb-2007
Medical Director DATE REPORTED BY LABORATORY: 23-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3407 Kinsman Boulevard SCREENING NUMBER: SL019

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?
Yes Na
sICAM-1
sICAM-1 297 115-306 ng/mL

ﬁ% /) 27/ 5805

Imiesattq’ator Signature: Date:

H(High) or L(Low)=Values above or belos Covance LS refevence range J14315
T=Telephoned P-"Panic* FX-Exclusion-as specifisd by the sponser

(1)

FEB 24 @7 A1:46 Covance CLS PAGE . A4



Covance CLS
Farietta Henry, M.D., Director

8211 Scilor Orive -

Indianapolis, T4 46214-2985
Tel. +1 (800) 327 7210

LABORATORY REPORT

ACCESSION NO. N§70629
Page 1 of 4

INVESTIGATOR: (J14315)
Keith Klatt, M.D.
c/o0 Heather Aiona
Radiant Research - Portland
5331 Sl Macadam Ave
Portland, OR 97239
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.: L
RANDOMIZATION NUMBER: Ru003
PATIENT INITIALS:
VISIT: 2 '
lWeek O
COLLECTION TIMF:07:30 DATE:17-Feb-2007
DATE RECEIVED IN LABORATORY: 19-Feb-2007
DATE REPORTED BY LABORATORY: 19-Feb-2007
SEX: M BIRTHDATE: AGE: 31
SCREENING NUMBFER: Su

Is this Clinically
Significant/ Adverse

Event?
Yes No
sICAM-1 - See Note #1
s ICAM-1 Awaiting specimen arrival
mmﬁ‘me)ﬂ please ship or testing will be canceled.
7 o . G SW
Investigator Signature: Date:
H(High} or L{lou)-Values above or belcw Covance CLS reference range - s

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

{18V}

FEB 1S ’*@7 22:48 Covance CLS PAGE. 84



Cowvance CLS
Farietta fenry, H.D., Director
8211 SciCor Drive - Indiamapolis, IN L62%4-2985
Tel. +f {800) 327 7270
LABORATORY REPORT

ACCESSION NO. N970629

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL  6270-229
Keith Klatt, M.D. TINVESTIGATOR NO.: U4
¢/o Heather Aiona RANDOMIZATION NUMBER: RuU003
Radiant Research - Portland PATIENT INTTIALS:
5331 5W Macadam Ave VISIT: 2 )
Portland, OR 97239 Week O

SPONSOR REPORT TO: COLLECTION TIME:07:30 DATE:17-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 19-Feb-2007
Medical Director DATE REPORTED BY LABORATORY: 18-Apr-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?
Yes No
HOMOCYSTEINE
*1 HCY 8.25 5.90-16.00 umol/L

Note ¢1 - URRNING: Specimens from patients uho are on drug therapy involving S-adenosyl-methionine
may show falsely elevated levels of homocysteine, Specimens from patients faking methotresate,
catbamazepine, phenytoin, mitrous oxide or 6-azauridine triacetale nay have elevated levels

of homcysteire due to theip-effoct en the netabolic pathuay,

/ 7 { : 228 %0007

Investigator Signature: Date:

———- fi{tigh) or L(Low)=Values above or below Covance CLS reference range
T=Telephoned P="Panic" EX-Exclusion-as specified by ihe spensor

114318

(INV)

APR 18 @7 @8:16 Covance ClS PRGE. B4



Covance CL.S
Marietta Henry, K.D., Director

821% Scilor Drive -

Indianapolis, TK 4E214-2085

Tel, +1 (8O0} 327 7270

LABORATORY REPORT

ACCESSTON NO. N970629
Page 1 of 1
TNVESTIGATOR: (J14315) PROTOCOL  6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/0 Heather Aiona RANDOMIZATION NUMBER: RU0Q03
Radiant Research - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 2 :
Portland, OR 87239 Week O

SPONSOR REPORT TO:
Russell M. Dixon, M3
Medical Director
Covance CRU, Tnc.
3402 Kinsman Boulevard
Madison, WI United States 53704

COLLECTION TIME:07:30 DATE:17-Feb-2007
DATE RECELVED IN LABORATORY: 19-Feb-2007
DATE REPORTED BY

ORY: 19-Feb-2007
SEX: M BIRTHDATE: AGE: 31
SCREENING NUMBER: SU

RBC CELL WASHING (u4-ABP-HB)
Wash/Store Completed

Ts this Clinically
Significant/ Adverse

"/ “Investigator Signature:

fi(High) or L{Low)-Values abeve or below Covance CLS reference range

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

FER 19 '(7 22:48

Event?
Yes No
KR N 2 e
Date:
T3S
{IRV)

Covance CLS PAGE. BS



Covance CLS
Harietta Henry, H.0., Director
8214 Scifer Drive - Indianapolis, I¥ 46214-2985
Tel. +1 {§00) 327 7210
LABORATORY REPORT

ACCESSION NO. NS70629

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL  6270-229%
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/o Heather Aiona RANDOMIZATION NUMBER: R4003
Radiant Research - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 2 )
Portland, OR 97238 Week 0

SPONSOR REPORT TO: COLLECTION TIME:07:30 DATE:17-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 19-Feb-2007
Medical Director DATE REPORTED BY LABORATORY: 12-Mar-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: Su4019

Madison, WI United States 5370u4

Is this Clinically
Significant/ Adverse
Event?
Yes No
HOMOCYSTEINE
Homocys 8.25 5.80-16.00 umolsL

y
7}46/—) [ Fidirerg-

" TInvestigator Signature: Date:

fiHigh) or L{Lou)-Values above or below Covance CLS reference range
T=Telephored P-"Panic" EX<Fxelusion-as specified by the sponsor

- Ui

{InV)

MAR 12 *'@7 21:36 Covance CLS PAGE. 26



Covance CLS
Marietta Heney, ¥.0., Director
8241 SeiCor Grive - Indianapolis, IN 46214-2985
Tel, +1 (800) 327 72N
| ABORATORY REPORT

ACCESSTION NO. N970629

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL  6270-229
Keith Klatt, M.D. INVESTIGATOR NG.: 4
c/o Heather Aiona RANDOMIZATION NUMBER: Ru003
Radiant Research - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 2 :
Portland, OR 97239 eek 0

SPONSOR REPORT TO: COLLECTION TIME:07:30 DATE:17-Feh-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 19-Feb-2007
Medical Director DATE REPORTED BY RATORY: 19-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDHTE% AGE: 31
31402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
HAS PATIENT FASTED 8 HOURS?

Fasted? Yes

/% & Zim oo

"Investigator Signature: Date:

J14315

(INV)

FEB 13 @7 22:48 . Couance CLS PAGE . E6



Cowvance CLS
Marietta enry, K.0., Birecior
8211 SciCor Drive - Indianapolis, IN 46214-2983

Tel, +1 {B00) 327 7270

LABORATORY REPORT

ACCESSION NO. N970629
Page 1 of 1

INVESTIGATOR: (J14315)
Keith Klatt, M.D.
c/o Heather Aiona
Radiant Research - Portland
%331 SW Macadam Ave
Portland, OR 897239
SPONSOR REPORT TU:
Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard

PROTOCOL  6270-229
INVESTIGATOR NO.: 4
RANDOMIZATION NUMBER: R4003
PATIENT INITIALS:
VISIT: 2 )
Week 0
COLLECTTON TIME:07:30 DATE:17-Feb-2007
DATE RECEIVED IN LABORATORY: 19-Feh-2007
DATE REPORTED BY LABORATORY: 19-Feb-2007
SEX: M BIRTHDATE: (WAG) AGE: 31
SCREENING NUMBER: S4019

Madison, WI United States 53704

HEMOGLOBIN A1C

Hgb Alc 5.0

Is this Clinically
Significant/ Adverse

/.
7/ 7 Invesfigator Signature:

H(High) or L{Low)=Values zbove or belou Covance CLS reference range

Event?
Yes No
Normals:
4.3-6.1%
Stable Diabetics:
L4.2-11.2%
AT 2o
Date:
J |1 1

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

FEB 19 ’B7 22:4S

(Th¥)

Covance CLS PACE. @7



Covance CLS
Harietta Henry, K.0., Director

8211 SciCor Drive

Tel, +1 (800) 327 7270

- Indianapolis, IN 4621%-2985

ILABDRATORY REPORT

ACCESSTON NO. N970629
Page 1 of 1
TNVESTIGATOR: (J14315)
Keith Klatt, M.D.
c/o Heather Aiona
Radiant Research - Portland
5331 Sl Macadam Ave
Portland, OR 97239
SPONSOR REPORT TO:
Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard
Madison, WI United States 53704

Week 0

PROTOCOL ~ 6270-229
INVESTIGATOR NO.: &4
RANDOMIZATION NUMBER: Ru003
PATIENT INITIALS:
VISIT: 2 )

COLLECTION TIME:07:30 DATE:17-Feb-2007
DATE RECETVED IN LABORATORY:
DATE REPORTED BY LABORATORY:
SEX: M BIRTHDATE:

SCREENING NUMBER: SH

19-Feb-2007
19-Feb-2007
AGE: 31

OXIDIZED [DL - See Note #1
Oxidizel DL Awaiting specimen arrival

Kote 41 - Specinmey nﬁtﬁgy ship or testing will be canceled.

” Investigator Signature:

KCHigh) or L{Low)-Values abave or below reference range.
Tesbing perforned by: Pacific Biometrics
220 West Harcison Sireet; Seattle, N 98119

Cowvance CL.S

FEB 19 ’@7 22:49

Is this Clinically
Significant/ Adverse

Event?

Yes No
~ ey
s LA

Date:
I8
{THY)
Covance CL.S PAGE. 23



Covance CLS
Mirietta Henry, K.D., Director
8211 SciCer Drive - Indiamapolis, TN U6214-2985
Tel, +f (BOD) 327 1210
LABORATORY REPORT

ACCESSION NO. N970629

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL  6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: L4
c/o0 Heather Aiona RANDOMIZATION NUMBER: RLO03
Radiant Research - Portland PATIENT INITIALS:
5331 SuW Macadam Ave VISIT: 2 :
Portland, OR 97239 Week 0

SPONSOR REPORT 70: COLLECTION TIME:07:30 DATE:17~-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LLABORATORY: 19-Feb-2007
Medical Director DATE REPORTED BY LABORATORY: 20-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
FIBRINOGEN
Fibrinogen 307 200-400 mg/dL
/
Investigalyr Signature: Date: "
H(Righ} or L{Lou)-Values sbove cr below Covance CLS reference range o 38
T=Telephened P="Penic” EX-Exclusion-as specified by the spansor
(T

FEE 21 ’07 2g:23 Covance CLS PAGE. @3



Cowvance TS
Harietia fenry, H.D., Director
8211 Scifer Orive - Indianapolis, IN 46214-2085
Tel, + (800) 327 7210
LABORATORY REPORT

ACCESSION NO. N970629

’ Page 1 of 1

INVESTIGATOR: (J1u4315) PROTOCOL.  6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: 4
c/0 Heather Aiona RANDOMIZATION NUMBER: R4003
Radiant Research - Portland PATTENT INTTIALS:
5331 SW Macadam Ave VISIT: 2 )
Portland, OR 97239 Week O

SPONSOR REPORT TO: COLLECTION TIME:07:30 DATE:17-Feb-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 19-Feb-2007
Medical Director DATE REPORTED BY LABDRATORY: 20-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: S40

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?-
Yes No
LIPID PANEL
Triglycer 127 39-176 mg/dl.
Cholest 200 TH1-240 mg/dL
HDL Dex-S 42 28-63 mg/dL
LDL Chol 133 78-185 mg/di_

“Investigator Signature: Date:

H(Righ) or L{Lou)-Values above or below Covance CLS reference range T Ju315
T=Telephoned P<"Panic" EX=Fxclusien-as specified by the spensor

(V)

FEB 21 @7 80:23 Covance CLS PAGE. 10



Covance CLS
Marietta Henry, K.D., Director
8211 Seior Brive - Indiamapolis, IN 146214-2985
Tel. + (B0D) 327 72H)
LABORATORY REPORT

ACCESSION NO. N970629

Page 1 of 3

INVESTIGATOR: (J14315) PROTOCOL  6270-229
Keith Klatt, M.D. INVESTIGATCOR NO.: 4
c/o Heather Aiona RANDOMIZATION NUMBER: RUO03
Radiant Research - Portland PATIENT INITIALS:
5331 SW Macadam Ave VISIT: 2 }
Portland, OR 97239 Week O

SPONSOR REPORT TO: COLLECTION TIME:07:30 DATE:17-Feb-2007
Russell M, Dixon, MD DATE RECEIVED IN LABORATORY: 19-Feb-2007
Medical Director DATE REPORTED BY LABORATORY: 19-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 5370u

Is this Clinically
Significant/ Adverse

Event?
Yes No
CHEMISTRY PANEL '
Total Bili 0.5 0.2-1.2 mg/dL
Alk Phos 56 31-106 U/L
ALT (SGPT) 43 H 6-34 U/L [ 13 ex”
AST (SGOT) 22 9-34 U/L
GGT 30 4-49 U/L
LLDH 170 53-234 U/L
Urea Nitr 18 4-24 mg/dl —
Creatinine 1.2 H 0.4-1.1 mg/dL [ ] L]
Glucose 99 70-115 mg/dL
Uric Acid 7.0 2.1-7.2 mg/dL
Calcium 9.8 8.3-10.6 mg/dL
Phosphorus 3.7 2.2-5.1 mg/dL
Total Prot 6.9 6.1-8.4 g/dL
Albumin 4.4 3.3-4.9 g/dL
Sodium 146 132-147 mEq/L
Potassium 4.0 3.4-5.4 mEq/L
Chloride 105 94-112 mEg/L

Investigator Signature: Date:
~ " H(High) oz LiLow)-Values ahove or below Covance CLS reference range T [ 11|
T=Telephoned P="Panic" EX-Exclusion-as specified by the sponsor
{IN)

FEB 19 ’@7 Z2:41 ' Covance CLS PACE. 24



Covance CLS
Marietta Henry, M.0., Director
8211 Scifor Orive - Indiamapolis, IN 46214-2985
Tel, +1 {800) 327 7270
LARORARTORY REPORT

ACCESSION NO. N970629

Page 2 of 3

INVESTIGATOR: (J14315) PROTOCOL  6270-229
Keith Klatt, M.D. INVESTIGATOR NO.: Y
c/o Heather Riona RANDCMIZATION NUMBER: RU003
Radiant Research - Portland PATIENT INTTIALS: [
5331 SW Macadam Ave VISIT: 2
Portland, OR 97239 lieek 0

SPONSOR REPORT TO: COLLECTION TIME:07:30 DATE:17-Feb-2007
Russell M. Dixon, MD DATE RECCIVED IN LABORATORY: 18-Feb-2007
Medical Director DATE REPORTED BY LABORATORY: 19-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENTNG NUMBER: SuD19

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HEMATOLOGY& DIFFERENTIAL PANEL
HGB 16.9 H 11.6-16.4 g/dL [1 ter”
HCT 50 H 34-u48 % L1
RBC 5.3 4.1-5.6x106/uL
MCV 96 79-98 fL
MCH 32 26-34 pg
MCHC 34 31-38 g/dL
ROW 13.2 12.0-15.0 %
RBC Morph Normocytic
wBC 7.33 3.80-10.70 x103/uL
Neutrophil 4.56 1.96-7.23 x103/uL
L.ymphocyte 2.23 0.91-4.28 x103/uL
Monocytes 0,29 - 0.12-0.92 x103/ul
Eosinophil 0.20 0.00-0.57 x103/uL
Basophils 0.05 0.00-0.20 x103/uL
Neutrophil 62.2 40.5-75.0 %
Luymphocyte 30.5 15.4-48.5%
Monocytes 3.9 2.6-10.1 %
Eosinophil 2.7 0.0-6.8 %
Basophils 0.6 0.0-2.0 %
Platelets 138 L 140-400 x103/ul (] =

/p 26 Foaas

7/ Investigator Signature: Date:

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

(INV)
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Cowvance CLS

Karietta Henry, M.D., Director

8211 SciCor Drive - Inoianapoiis, IN U6214-2985

Tel, +1 (800) 327 7270

L

ACCES

INVESTIGATOR: (J14315)

Keith Klatt, M.D.
c/0 Heather Aiona

Radiant Research - Portland

5331 Sl Macadam Ave
Portland, OR 97239

SPONSOR REPORT TO:

Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.

3402 Kinsman Boulevard
Madison, WI United States 53704

ABORATORY REPORT

STON NO. N97062S

Page 3 of 3
PROTOCOL.  6270-229
INVESTIGATOR NO.: W
RANDOMIZATION NUMBER: R4003
PATIENT INITIALS: [}
VISIT: 2

Week 0

COLLECTION TIME:07:30 DATE:17-Feb-2007

DATE RECEIVED IN LABORATORY: 19-Feb-2007

DATE REPORTED BY LABORATORY: -Feb-2007
SEX: M BIRTHDATE: AGE: 31
SCREENING NUMBER: S

Is 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 1.01 1.003~1.035

pH 6.0 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:

7 'Negative-Trace

Nitrite Negative Ref Rng:Negative

Leuk Est Negative Ref Rng:Negative

Microscop Negative

el L e
igdtor Signature: Date:
H{ttigh) or L(Low)=Values above or below Covance (LS reference range o s
T=Telephoned P-"Panic* EX=fxclusion-as specified by the sponsor
(INY)
Covance CLS PAGE. 26
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FEB 19

Covance CLS
Karietta Henry, M., Director
8241 SciCor Drive - Indiamapolis, IN UG214-2985
Tel. 1 (800) 327 7270
L ABORATORY REPORT

ACCESSION NO. N970629

Page 1 of 1

INVESTIGATOR: (J14315) PROTOCOL  6270-229
Keith Klatt, M.D. INVESTIGATCR NO.: 4
c/0 Heather Aiona RANDOMIZATION : Ru003
Radiant Research - Portland PATIENT INITIALS:
5331 Sl Macadam Ave VISIT: 2 :
Portland, OR 97239 Lieek 0

SPONSQOR REPORT TO: COLLECTION TIME:07:30 DATE:17-Feb-2007
Russell M. Dixon, MD DATE RECETVED IN LABORATORY: 19-Feb-2007
Medical Director DATE REPDRTED BY | ABORATORY: 19-Feb-2007
Covance CRU, Inc. SEX: M BIRTHDATE: AGE: 31
3402 Kinsman Boulevard SCREENTING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
TOTAL IRON
Total Iron 86 30-160 ug/dL
C-REACTIVE PROTEIN
CRP-HS 0.187 <=0.287 mg/dL
CARBOXYHEMOGLOBIN
Carboxyhem 5.8 % saturation
No Ref Rng
2606207
</ Investidator Signature: Date:
K(High) or L{Low)-Yalues above or”below Covarice TLS reference range i ' AL

T=Telephoned P='Panic” EX:Exclusion-as specified by the sponsor

{IHV)
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