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RDC CASE REPORT FORM SMOKER

Sponser Name . Investigator Site
RJ REYNOLDS TOBACCO COMPANY DAVID CARTER CA_001

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

ngqn run by Ben Heyen at 20-12-2007 14:26:08 Page 75



age ID: D11548813
f Covance No. 6270-229

Data Clarification Form

o:Covance CRU Austin Patient#:5004
westigator:David Carter ) Patient Initials:
ate:25-FEB-2008 Reviewer:Dawn Taylor
orm Name / Visit Name Page # Questions/Comments Resolution
Date
Aedical History 3 'Date of Resolution/Ongoing is not provided for [\/]/ Date of resolution=16-09-1998
JCREENING 26MARO7 finding 'Tubal Ligation'.
Disc ID: 1317906313 Closed: N [] Other:

Type: MANUAL

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

@Ji‘*&wp% gﬂﬁ,‘,\f Lo fehp-70q

Jthorized Personnel Signature Date

Page 1 of 1 DCF ID: 50145213 Revision #: 0
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imA T



age ID: D11445713
f Covance No. 6270-229

Data Clarification Form

p:Covance CRU Austin Patient#:5004
wvestigator: David Carter Patient Initials:
ate:06-FEB-2008 Reviewer:Dawn Taylor
orm Name / Visit Name Page # Questions/Comments Resolution
Date
Pl
’hysical Exam 15 Relevant Findings for 'Other' is indicated as 'NO'. N’éwange response to 'Not Examined'. R
VEEK 12 09JULO7 Please clarify response. [1 Other (specify) .
Disc ID: 1304044113 Closed: N ' iRt
Type: MANUAL

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

7 - -
@bb’kﬂbuéﬂ(ﬁv of,?f P O8 -~ telr *21)08
sthorized Personnel Signature(/ Date

Page 1 of 1 DCF ID: 49343013 Revision #: 0



age ID: D11302313

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

{ Covance No. 6270-229

Data Clarification Form

Patient#:5004
Patient Initials:
Reviewer:Dawn Taylor

orm Name / Visit Name Page # Questions/Comments Resolution
Date :
o
.aboratory Evaluation 5 On the W0 24 hour sICAM-1 lab requisition [V]/I:ab paperwork updated. Req attached. @ a
VEEK 0 (BASELINE 15APRO7 (#0062482) the Randomization Number and Qﬂﬁ/
Disc ID: 1294312313 ) Screening Number appear to be switched. Please [ 1 Other: o
_ Closed: N correct and forward updated lab documents with this '
Type: MANUAL HEADER dcf.
= s
Aedical History 3 For consistency of reporting this finding, and more [%bai Ligation System=Genitourinary y
sCREENING 26MARO7 appropriately presenting associated 'System’, please , 1% ) j
Disc ID: 1292718613 . verify that "Tubal Ligation' should be presented at [ ] Other: Iy
IS¢ Closed: N System 'Genitourinary'. g/'?‘
Type: MANUAL
(0 Mpede i a/z;@c,@,c/ PyWW Ntz dzm JE 1T o] O
S ooy

() regpeny o

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

e AL ncﬂ’/y\mv—r iexfé{m /«f/ywzic/mq

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

@ 7 M&M/@v

MM—W

sthorized Personnel Signétur

Page 2 of 5

29[Jan[7200%

Date

DCF ID: 43906313

Revision #: 0



03/05/2008 1:30:36 AM -0400 Covance CLS PAGE 2 OF 14
Covance CLS
Marietia flenry, ¥.0., Director
8211 Scilor Drive - Indiamapolis, IN 45214-2%85
Tel. +1 {600) 827 7270
LABORATORY REPDRT
sk REPRINTED: W4-Mar-08 sk
ACCESSTON NO. 0062482
Page 1 of 1
INVESTIGATOR: (B17181) PROTOCOL  6270-229

David Carter, M.D.
c/o0 Marianna Rlesi
Covance-Austin
313 East Anderson Lane #200
Austin, TX 78752

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

INVESTIGATOR NO.: §
RANDOMTZATION NUMBER: R5004
PATIENT INITIALS:
VISIT: 2
Week 0
COLLECTION TTME:15:29 DATE:15-Apr-2007
DATE RECEIVED IN LABORATORY: 17-Apr-2007
DATE REPORTED BY LABORATORY: 03-Mar-2008
SEX: F BIRTHDATE: WAQ AGE: 36
SCREENING NUMBER: 55018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
CHEMISIRY PANEL
Total Bili 0.2 0.2-1.2 mg/dL .
Alk Phos 114 H 31-106 U/L L1 X
ALT (5GPT) 4 6-34 U/L.
AST (SGOT) 18 9-34 U/L
GGT 36 L-49 U/L
| .DH 132 53-234 U/L
Urea Nitr 1L L-24 mg/dL
Creatinine 0.9 0.4-1.1 mg/dL
Glucose 96 70-115 mg/dL
Uric Acid 3.9 2.1-7.2 mg/dL
~ Caleium 9.8 8.3-10.6 mg/dL
Phosphorus 4.0 2.2-5.1 mg/dL
Total Prot 7.4 6.1-8.4 g/dL
Albumin 4.1 3.3-4.9 g/dL
Sodium 1w 132-147 mEq/L
Potassium 4.2 3.4-5.4 mEg/L
Chloride 105 94-112 mEqg/L

=

Inv@.’igator Signature:

H(Hij‘) or L{Low)-Yalues sbove or below Covance (LS reference range
T=Telephoned P="Fanic" EX-Exclusion-as specified by the sponser”

'S ™MAR2.0k
Date:

R17181

(INV)



0370572008 1:30:36 AM -0400 Covance CLS PAGE 3 OF 14

Covance CLS
Karietta Henry, M.D., Cirector
8211 SeiCor Drive - Tndianepolis, TN 46214-2385
' Tel. +1 (800) 327 7270
LABORATORY REPORT

¥xxx REPRINTED: 4-Mar-08 sxxx
ACCESSION NO. 0062482

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Alesi . RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2
Austin, TX 78752 Week 0O

SPONSOR RFPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 17-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Mar-2008
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WL United States 53704

Is this Clinically
Significant/ Adverse
Event?

CARBOXYHEMOGLOBIN ves

Carboxyhem 9.6 % saturation
No Ref Rng

Wé - VSR 2§

Invest iggof' Signature: _ Date:

F(High) or L(Low)-Yalues above or below Covance CLS reference range E17781
T=Telephened P-"Panic” EX-Exclusion-as specified by the spomsor

W)



03/05/72008 1:30:36 AM -0400 Covance CLS PAGE 4 OF 14

Covance CLS
Marietta Henry, M.D., Director
8211 Scilor Orive - Indiamapolis, IN L6214-2485
Tel, +1 (800) 327 7270
LABORATORY REPORT

¥k REPRINTED: 4-Mar-08 »¥kx
ACCESSION NO. 0062482

Page 1 of 1

INVESTIGATOR: (B17181> PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Alesi RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2 '
Austin, TX 78752 Week 0

SPONSQOR REPORT TO: COLLECTION TIME:15:29 DATE: 15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 17-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Mar-2008
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes @
HOMOCYSTEINE d

*1 HCY 8.35 3.36-20.44 umol/L

tiote #1 - LARNING: Specimens from patients vho are on drug therapy involving S-adenosyl-methionine
may show falsely elevated levels of homocysieine. Specimens from paiients taking meihotrexate,
carbamazepine, phenytoin, nitrous cxide or €-azauridine triacetate may have elevated levels

of homocysteine due 1o their effect on the melaholic pathuay.

Investigator Signature: Date:

H(High) or L{Lov)=Values above or below Covance CLS reference range Bi7181
T=Telephoned P="Panic™ ZX-Exclusion-as specified by the sponsor

(V)



03/05/2008 1:30:368 AM -0400 Covance CLS PAGE 5 CF 14

Covance CLS
Marietia Henry, M.0., Director
8241 SciCor Drive - Indianapolis, IN 462147985
Tel. +1 (800) 327 1210
LABORATORY REPORT

sk REPRINTED: 4-Mar-08 xoxxx
ACCESSTON NO. 0062u82

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Alesi RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2 )
Austin, TX 78752 Week 0

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE:15-Rpr-2007
Russell M. Dixon, MD DATE RECEIVED TN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Mar-2008
Covance CRU, Inc. SEX: F  BIRTHOATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
FIBRINOGEN
Fibrinogen 257 200-400 mg/dL
Investigatoy’ $ignature: Date:
A(High) or L{Lou)=Values above or below Covance CLS reference range B17181

T=Telephoned P="Panic” EX:Exclusion-as specified by he sponsar

()



03/05/2008 1:30:36 AM -0400 Covance CLS PAGE B OF 14

Covance CLS
Marietta Henry, M.0., Director
8211 SciCor Drive - Indianapelis, IN 462142485
Tel. +1 (800) 327 7270
| ABORATORY REPORT

skxk REPRINTED: L-Mar-08 xoxxx
ACCESSION NO. 0062482

Page 1 of 1

TNVESTIGATOR: (B171871) PROTOCOL ~ 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER: R500u4
Covance-Austin PATIENT INITIALS:
318 East Anderson Lane #200 VISIT: 2 )
Austin, TX 78752 Week 0

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 17-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Mar-2008
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
8402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
' Yes @
URINE CREATININE, SPOT

Rnd Ur Crt 66 mg/dL No Ref Rng

¢ ISman 2.8

VAR - d
Investiga[l;v/ Signature: Date:

fi(tigh) or L{Low):Yalues above or below Covance (L3 rejerence range B17184
T=Telephoned P="Panic” FX-Exclusien-as specified by the spansor

(1)



03/05/2008 1:30:36 AM ~0400 Covance CLS PAGE 7 OF 14

Covance CLS
%arietta Henry, M.0., Directer
21% Sciler Drive - Indianapolis, TH U46214-2985
Tel. +f (8003 327 7270
LABORATORY REPORT

sx¥x REPRINTED: U-Mar-08 xxxx
ACCESSION NO. 0062482

Page 1 of 1

TINVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Mariamma Alesi RANDOMIZATION NUMBER: R500u4
Covance-Austin PATLIENT INITIALS:
313 East Anderson lLane #200 VISIT: 2 '
Austin, TX 78752 Week 0

SPONSOR RFPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, M DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: -Mar-2008
Covance CRU, Inc. SEX: F' BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: 55018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
s[CAM-1
sICAM-1 Loy H 115-306 ng/mL L1 L1
- 52 205
Investigatgr/ Signature: Date:
H(High) or L{Low}-Values above or below Covance (LS reference range BI7181

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

(THY)



03/05/2008 1:30:36 AM -0400 Covance CLS PAGE 8 Oor 14

Covance CLS
Harieita Henry, M.D., Director
8211 SciCor Drive - Indianapolis, IN U6214-2983
Tel. 1 (80C) 327 727G
LABORATORY REPORT

sk REPRINTED: W-Mar-08 sersex
ACCESSION NO. 0062482

Page 1 of 1

TINVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR. NO.: 5
c/o Marianna Alesi RANDOMIZATION NUMBER: R500u4
Covance-fAustin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2 '
Austin, TX 78752 leek O

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY L T ;. 03-Mar-2008
Covance CRU, Inc. SEX: F BIRWTE:W AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: Sb

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
RBC CELL WASHING (4-ABP-HB)
Wash/Store Completed
> > (Swan ey
InvestigaEgS/Signature: Date:
H(High) or 1.{Low):Values ahove or below Covance CLS reference range Bi7181

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

(INV)



03/05/2008 1:30:38 AM -0400 Covance CLS PAGE 9 OF 14

Caovance CLS
Harietla Henry, M.D., Directer
8211 Seilor Drive - Indianapolis, IN 45214-2985
Tel, +1 {800) 327 7270
LABORATORY REPORT

®¥¥x REPRINTED: H4-Mar-08 wkux
ACCESSION NO. 0062482

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
¢/0 Marianna Alesi RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2 )
Austin, TX 78752 teek O

SPONSOR REPORT TO: COLLECTION TIME:19:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Maxr-2008
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
HAS PATIENT FASTED 8 HOURS?

Fasted? Yes

% | SM40 2 ooy

Investigfzbr Signature: Date:
7

B17581

(I



03/05/2008 1:30:36 AM -0400 Covance CLS PAGE 10 OF 14

Covance CLS
Marietts Heory, M.0., Direcior
8211 Scior Brive - Indianapelis, IN 46214-2995
Tel. +1 (800) 327 7270
LABORATORY REPORT

sk REPRINTED: Y4-Mar-08 sexkx
ACCESSION NO. 0062u32

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. ' INVESTIGATOR NO.: 5
¢/o Marianna Alesi RANDOMIZATION NUMBER: R500u4
Covance-Aust in PATIENT INITTALS:
313 East Anderson Lane #200 VISIT: 2 '
Austin, TX 78752 Week 0

SPONSOR REPORT TO: COLLECTION TIME:15:28 DATE:15-Apr-2007
Russell M. Dixon, MO DATE RECEIVED IN LABORATORY: 17-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Mar-2008
Covance CRU, Tnc. SEX: F BIRTHDATE: P AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WT United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
HEMOGLOBIN A1C s
Hgb R1c 5.6 Normals: )
4.3-6.1%
Stable Diabetics:
4.2-11.2%
! é’/ 15Ma22 ok
Tnvestlgator Signature: Date:
/ s
HiKighy or L(Lou)tfv{lms above or below Covance (LS reference range B17181

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

{IN)



03/05/2008 1:30:38 AM -0400 Covance CLS PAGE 11 OF 14

Covance CLS
¥arietta Henry, M.D., Director
8211 SciCor Drive - Indiznapolis, TN 4b214-2385
Tel, +1 (800) 327 7270
LABORATORY REPORT

¥k REPRINTED: 4-Mar-08 sk
ACCESSTON NO. 0062u82

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-226
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER: R5004
Covance-Aust.in PATIENT INITIALS:
313 East Anderson Lane #200. VISIT: 2
Austin, TX 78752 lleek O

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 17-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Mar-2008
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes
LIPID PANEL

Triglycer 137 38-176 mg/dL
Cholest 190 141-240 mg/dL
HDL Dex-S 39 34-82 mg/dL
LDL €hol 128 75-172 mg/dL

Q/ 7 L IS man 258
Investiga%“f’ﬁgnature : Date:

K(Kigh) or L{Lov)=Values above or below Covance CLS reference range B17181
T:Telephoned P="Panic" FX:Fxclusion-as specified by the sponsor

(1Y)



03/05/2008 1.:30:368 AM -0400 Covance CLS PAGE 12 OF 14

Covance CLS
Yarietta Henry, M.D., Director

811 SciCor Drive - Indianapelis, TN 46214-2985

s Tel. +1 (800) 327 7270
LLABORATORY REPORT

k¥ REPRINTED: LU-Mar-08 skexk
ACCESSTION NO. 0062482

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL.  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Mariamma Alesi RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INTTTALS:
313 East Anderson Lane #200 VISIT: 2 )
Austin, TX 78752 Week 0

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M, Dixon, MD DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 03-Mar-2008
Covance CRU, Tnc. SEX: F BIRTHDATE: AGE: 36

3402 Kinsman Boulevard SCREENTING NUMBER: 55
Madison, WI United States 53704 .

Is this Clinically
Significant/ Adverse

’ Event?
Yes !No >
OXIDIZED LDL

Oxidizel DL 99 30-110 U/L

% )B3M4R 7

Invesgigator Signature: Date:

/

H(High) or L{Lou)-Values zbove or below refersnce range. BIT181
Testing perforned by: Pacific Biomebrics
220 Usst Harrison Street; Seattle, UA 98119

(INV}



age 1D: D11302213
f Covance No. 6270-229

Data Clarification Form

p:Covance CRU Austin Patient#:5004
westigator:David Carter : Patient Initials:
ate:28-JAN-2008 ' _ Reviewer:Dawn Taylor
orm Name / Visit Name Page # - Questions/Comments Resolution
Date :
&£,
‘4-Hour Urine Collection 5 On the W0 24 hour urine collect lab requisition [\,]/iab paperwork updated. Req attached. -
VEEK 0 (BASELINE 15APRO7 (#N528366) the Randomization Number and gw"‘*
Disc ID: 1292730813 . Screening Number appear to be switched. Please [ ] Other: A
! Closed: N correct and forward updated lab documents with this i
Type: MANUAL HEADER dcf.
‘4-Hour Urine Collection 15 1-W12 0-24H Urine Cbllection notes a volume of 1-[ § 1150 9
VEEK 12 09JULOD7 1150.5. Lab documents note a volume of 1151. Updated lab req attached -
Disc ID: 1292956713 " Closed: N Please verify the volume, to a whole number. [#1"1151 }QWB
Type: MANUAL 2-W12 0-24H Urine Collection notes a start time of 2-[ 1457 ?,\ol
14:57. Lab documents note a start time of 14:58. Updated lab req attached 4
Please verify start time. [ 1 14:58
3-Please verify the Time for the W12 Spot Urine 3—[\,1/12:57
Void. []14:58

@ G oA BIABCS s f ~ ol cfirng Ratz, detoter, Hrnd o008

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

&A}@u{w (foﬁ/#m' 9 "tﬁ/ Ten [ 200,

Jthorized Personnel Signatu ref/ ate

Page 1 of 5 DCF ID: 48906313 Revision #: 0



*OVANCE.

E DEVELOPMENT SERVICES COMPANY

Marietta Henry, M.D., Director

Covance Central Laboratory Services Inc. I
8211 SciCor Dr. - Indianapolis, IN 46214-2985
Tel: 800/327-7270 I

ABORATORY REPORT

1001 33494790001

FEFORY OF DATA REVISIONS

INVESTIGATOR: FROTOCBL: 4270-22%
David Certer, D, IMVESTIGATOR NQ.: 3
/e Marianna Alesi ‘ RAEGHDOMIZATION MUMBER: REQO4
Covante-fAustin FATIENT IMITIALS: ()

313 Eazst Andersown Lang #200
gustin. TX 78752
SFPCNSOR REPORT TO:

Russeiil 0.

Cizon. MD

medicsl Director DATE REVISED: 05-Feb~-2098
Covance CRY, Inc.

3502 Kinsman Rouwleward

Nagison: WI United States 53704

DATA EiEMENT: Start Time
REVISED FROM: i4:55

REVISED TO: i4:57
AUTHORIZED BY: Tary Alesi - Site

DATA ELEMERT: Elpsd D&T
REVISED FROM: 144¢
REVISED TO: 1441
REFEREMCE RKAMGE: min
BUTHORIZED BY: Mary Alesi ~ Site

DATA ELEMENT: UZ24h Creat
REVISED FROM: 1)
REVISED TO: FE5
REFERENCE RANGE: &00~1400 mg/24hr
AUTHORIZED BY: Mary Alesi - Site

This revision has been made in the Covance CLS database.
It applies tn the following visit data previously reported:

Vigit Wisit Description Visit Date Accession No.
24 HK UK 24 Hr Urise Collection ' 09-Jul-2007  P150649
o
Qw
\SMAR 2 008
Bi7181

Fage 1



0270772008 7:02:52 AM -0400 Covance CLS

PAGE 5 OF 18

Covance CLS
Marietts Henry, M.D., Director

§21% SciCor Drive -

Indianapolis, TN 46214-2983

Tel. +1 {800) 327 7270

LABORATORY REPORT

ACCESSION NO. P1506u49
Page 1 of 1

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

PROTOCOL  6270-229
INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER: RS004
PATIENT INITIALS:
VISIT: 24 HR UR

Austin, TX 78752 24 Hr Urine Collection

SPONSOR REPORT TO: COLLECTION TIME:14:58 DATE:09-Jul-2007
Russell M. Dixon, M) DATE RECEIVED IN LABORATORY: 11-Jul-2007
Medical Director DATE REPORTED BY LABORATORY: 07-Feb-2008
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018 .

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?
Yes No
24 HR COLLECTION INFORMATION
Start Date 09-Jul-2007

Start Time 14:57
Stop Date 10-Jul-2007
Stop Time 14:58

Za J942b 2005

Investigator Signature: Date:

HHigh) cr L{Lcu):Values ahove or helow Covance CLS reference range B17181
T=Telephened P="Panic" EX:Exclusion-as specitied by the sponsor

{IN)



age ID: D11302413

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

!/ Covance No. 6270s229

Data Clarification Form
Patient#: 5004
Patient Initials:
Reviewer:Dawn Taylor

orm Name / Visit Name Page # Questions/Comments ' Resolution
Date
: i)

» Test is subject i =15- 9”({\'55
regnancy Tes 5 This subject is Female, however the W0 Pregnancy [ ] Date=15-04-2007 K
VEEK O (BASELINE 15APRO7 Test date=ND, result=N/A. esult=Negative 9’2’

. . Date=15-04- 2007 :
Disc ID: 1292726313 Closed: N esult= mxgmﬂﬁg A S o el

Type: MANUAL “’&L«\Wéate- e & ndte 1‘: Ay,

Regult=
I

‘regnancy Test 15
VEEK 12 09JULO7
Disc ID: 1292941713 Closed: N

Type: MANUAL

This subject is Female, however the W12 Pregnancy [L}/ﬁesult=Negative
Test result=N/A.
[ 1 Result=

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

ﬁu&ﬁ%&éf 5&,@{%

2/ Ton/ D5z

1thorized Personnel Signattéfe

Page 3 of 5

Date

DCF ID: 48906313 Revision #:

0



age ID: D11302613

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

! Covance No. 6270-229

Data Clarification Form

QuestiohsIComments

Patient#:5004
Patient Initials:
Reviewer:Dawn Taylor

orm Name / Visit Name Page # Resolution
Date .
yr
Jsual Brand Cigarette Butt 5.1 WO 'Number of Usual Brand Cigarette Butts [v]/ Number of Butts Collected=20
sollection 16APRO7 Collected' provided is '30", however only 20
VEEK 0 (BASELINE Closed: N measurements are provided. [ ] Butt#21, mm
Disc ID: 1292741913 ' Butt#22,  mm
) Butt # 23, mm
Type: MANUAL Butt # 24, - mm
Butt # 25, mm
Butt # 26, mm
Butt # 27, mm
Butt # 28, mm
Butt # 29, mm

Butt # 30, mm

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

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

@Wﬁtﬁ,&ém @ﬁ A

TN [10%

Jthorized Personnel Signatﬂe

Page 5 of 5

Date

DCF ID: 48906313

Revision #:

¢



age ID: D11302513

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

I Covance No, 6270-229

Data Clarification Form

Patient#:5004
Patient Initials:
Reviewer:Dawn Taylor

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

Jsed Study Snus Collection 16 Response to the W12 'Usual Brand Cigarette Butt [M/Ijelete N/A
VEEK 12 09JULO7? Collection' Any Product Deviation? Question is 'No', '
Dise ID: 1292966213 . however response is provided for 'If yes, number of [ ] Other:

! Closed: N butts other than usual brand' is provided.

Type: MANUAL
Jsed Study Tobacco-Burning As this subject was randomized to SNUS, please [L]/‘Uﬁdate modules Blank?=Y
Jigarette Butt Measurement 09JULO7 confirm that the W12 'Usual Study Tobacco-Burning
VEEK 12 Closed: N Cigarette Butt Measurement' & 'Used Study Tobacco- [ ] Other:

Disc ID: 1292974013
Type: MANUAL HEADER

Burning Cigarette Butt Measurement’ modules are to
be marked as 'Blank’,

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

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

ﬁ Lol &Zﬂ%w"/

29/ San] 7008

Jthorized Personnel Siqﬁjature

Page 4 of 5

Date

DCFID: 48906313

Revision #:



LKE FFeport 10r dtuay Ebz(ussy

Patieii: 5004 Site: CA_001 Investigator; C2785_03
CREF: Screening Blank? N CRF Page #: 2
Visit: SCREENING Visit Date: 26-03-2007 Document #: R139576613
Entered Bv: Ben Heven Entry Time: 26-04-2007 11:41:19 CRF Status: Entry Complete
Discrepancies: None Modification Time: 19-11-2007 10:29:21
A_.qproval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:;
Section: Inc_Crdteria 1 of 10 Blank? N Section Status: Eniry Complete
Visit: SCREENING Section Date:  26-03-2007
Entered By: BenHeven Entry Time: 26-04-2007 11:41:19
- Last Modification Time;  13-06-2007 05:05:32
Page number; 2
INCLUSION CRITERIA
Sequence number 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 curmently smoke YES
at [east 15 cigarettes dally and who have smoked for at least 10 years prior to Week 0
{i.e., chronic cigarette Smokers).
03 Smokers of ultralight, regular, and menthol cigarettes will be eligible. YES
04 Not intending to quit smoking, but willing to switch their fobacco product (intent 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 Ametican Thoracic Society Questionnaire).
06 Subjects must, in the opinion of the Investigators, be free of clinically significant YES
health problems.
07 Not be on medication on a daily basis for chronic medical disorders deemed clinically YES
significant by the [nvestigator.
08 Not be regularly taking creatine supplements. YES
09 Negative test for selected dnugs of abuse at Screening (includes alcohal test). YES
10 Negative hepatitis panel { including HBsAg and anti-HCV) and negative HIV antibody YES
screens {for subjects who have been immunized against hepatitis B and have
documentation of this immunization, a positive result for HBsAg is not exclusicnary).
Section: Inc_Criteria 2 of 10 Blank? N Section Status: Entry Complete
Visit: SCREENING Section Date; 26-03-2007
Entered By: BenHeven Entry Time; 26-04-2007 11:41:19
‘ Last Modification Time:  26-04-2007 12:24:43
INCLUSION CRITERIA
Sequence number Yes/No
Females will be non-pregnant {for all females, the pregnancy test results must be negative
Page 76

Report run by Ben Heyen at 20-12-2007 14:26:08



LKE FEepOort 10T Dudy Eos(uzzy

Patierit: 5004 Site: CA_001 Investigator;: C2785_03
CRF: Screening Blank? N CRF Page #: 2
Visit: SCREENING Visit Date: 26-03-2007 Document #: R139576613
Section; Inc Criteda 2ol 10
11 at Screening; and for all females of child-bearing potential, the pregnancy test results YES
must be negative at Weeks 0, 12, and 24), nordactating, and either postmenopausal
{as verified by FSH lewels) for at least 1 year, surgically sterile { e.g, tubal ligation,
hysterectomy, etc.) for at least 90 days, or agree to use from the time of signing the informed
consent until 30 days after Week 24 (of Study Compietion) a form of contraception considered
acceptable to the investigators {such as orai, injectable, or implantable contraceptives,
intrauterine devices and barrier methods).
12 Able to comprehend and willing to sign an Informed Gonsent Fomm {ICF). YES
13 Able to read and comprehend questionnaires in English. YES
Section: Exc_Criteria 3of 10 Blank? N Section Status;  Entry Complete
Visit: SCREENING Section Date:  26-03-2007
Entered By: Ben Heyen Entry Time: 26-04-2007 11:41:19

Last Modification Time:  26-04-2007 12:24:43
Page number: 3

Seguence number
01
02

03
04

05

06
oy

08
09

10
11

12
13

Exclusion Criteria

For Groups A, B, and C, regular use of any other tohacco or nicetine-containing product or device

other than icbacco buming cigarettes from 6 months prior fo the study through Week 24, including cigars,

pipes, chewing tobacco, snuff, snus, nicotine patch, nicotine gum, etc.

History or clinical manifestations of significant metabolic, hepatic, renal, hematological, pulmonary,
cardiovascular, gastrointestinal, urological, neurclogical, or psychiatric disorders.

History of hypersensitivty or allergies to any drug compound unless approved by the investigator(s).
History or presence of an abnommal ECG, which, in the Investsigator(s} opinion, is clinically

significant.

History of alcoholism of drug addiction within 1 year prior to Study Entry; excessive alcchol
consumption wilt be discouraged.

Poor peripheral venous access.

Donation of blood from 30 days prior to Screening through Week 24 (or Study Completion), inclusive,
or of plasma from 2 weeks prior to Screening through Week 24 (or Study Completion), inclusive.
Receipt of blood preducts within 2 months prior to Study Entry.

Evidence of visible oral cancer, as found in an oral health examination or based on oral health questions
at each wisit. :
Any acute or chronic condition that, in the Investigator(s) opinion, would limit the subject's ability to
complete and/or participate in this clinical study.

Subject or a relative of the subject is or has ever been employed by the tobacco Indusiry.

Subject is an employee of Covance.

Subject has participated in any other investigational study drug or product trial in which receipt of an

-investigational study drug or product occured within 30 days prior te Check-in {inclusive).

Yes/No

NG

NO

NG
NO

NO

NG
NG

NO
NO

NO

NO

NO
NG

Repart run by Ben Heyen at 20-12-2007 14:26:08
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CUKE FEeport 10T dtuay Bobz/uszzy..

Patien: 5004 Site: CA_001
CRF: Screening Blank? N
Visit: SCREEN]NG Visit Date: 26-03-2007

Investigator: C2785_03
CRF Page #: 2
Document #: R139576613

Section: [nformed. Consent 4 of 10 Blank? N
Visit: SCREENING Section Date;  26-03-2007
Entered By: BenHeyen Entry Time: 26-04-2007 11:41:19
Last Modification Time:  26-04-2007 12:24:43
Page number: 4

Section Status: Entry Complete

Informed Consent

Date the Subject Signed the Smoker Informed Consent Form 26-03-2007

 Blank? N

Section Date:  26-03-2007
Entry Time: 26-04-2007 11:41:19
Last Modification Time:  26-04-2007 12:24:43
Page number: 4

“-S.ection: Eliz 5 of 10 " Sectlon Status: Enlry Complete
Visit: SCREENING

Entered By: BenHeven

Subject Eligibility

Did the subject meet all of the inclusion criteria? YES
Did the subject have any of the exclusion criteria? NO
Criteria Criteria
Type Number Demvation Date Exemption Granted
Secl.ion: Paliem_ReD_Oulc 6 Qf 10 o Blank? N . Section Status: Enlrv Complete

Visit: SCREENING
Entered By: BenHeyen

Section Date:  26-03-2007
Entry Time: 26-04-2007 11:41:19
Last Modification Time: ~ 26-04-2007 12:24:43
_Page number: 4

Patient Reported Outcome (PRO} Questionnaires
Did the subject complete the Smoker Screening Questionnaire prior to any study Yes / No

procedures being performed?

YES

Section: Demog 7 of 10 Blank? N Section Status:  Enlry Complete
Visit: SCREENING Section Date:  26-03-2007
Eptered By: Ben Heven Entry Time: 26-04-2007 11:41:19
Last Modification Time:  26-04-2007 12:24:43
Page number: 5

Demographics Subject Initials
Date of Birth Gender Height Height Unit Weight Weight Unit
(b) (6) F 153.6 CM 049.1 KG
' XXX.X XXX.X

Ethnicity

F{gfqu run by Ben Heyen at 20-12-2007 14:26.08
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UKKE rFeport 101 Stuay LOZ1UZLY -

Patieriz: 5004
CRF; Screening
Visit: SCREENING

Site: CA_001 Investigator: C2785 03
Blank? N CRF Page #: 2
Visit Date: 26-03-2007 Document #: R139576613

Section: Demog _ 7 of 10 —
Hispanic or Latino? Race Race other

NO WHITE
Section: Vital 8 of 10 Blank? N  Section Status:  Eniry Compleie

Visit: SCREENING
Entered By: BenHeven

Section Date:  26-03-2007
Entry Time: 26-04-2007 11:41:19
Last Modification Time: ~ 26-04-2007 12:24:43
Page number; 5

VITAL SIGNS
Blood Pressure Oral
Actual Time Systalic Diastolic Puise Respiratory Rate Temperature Unit
1111 103 69 63 18 36.5 c
XXX.X
Comments
Section: Hdvf Oral Health 9 of 10 Blank? N Section Status: Entry Complete
Visit: SCREENING Section Date:  26-03-2007
Entered By: BenHeven Entry Time: 26-04-2007 11:41:19
‘ Last Modification Time; ~ 26-04-2007 12:24:43
Page number;: 5
HDYF? / ORAL HEALTH QUESTICNS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performec? Comments
1047 YES YES
Section; Lab_Eval 10 of 10 Blank? N Section Status: Entry Complete
Visit: SCREENING Section Date:  26-03-2007
Entered By: BenHeven Entry Time: 26-04-2007 11:41:19
s Last Modification Time: ~ 18-09-2007 15:28:29
Page number: &
Laboratory Evaluations
Weye the scheduled laboratory samples obtained? YES No, specify
Requisition Number 1 0062460
5§quisition Number 2 (if applicabie}
Were there any clinically significant labs? NG (Yes, specify below)
Bsquisition Number Test Name H/L Lab ID Lab Name

:Bepqu run by Ben Heyen at 20-12-2007 14:26:08
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LKIE FEepOort Ior Dtuay Foz/iussy

Patienc: 5004 Site: CA_001 Investigator: C2785_03
CRF: Screening Blank? N CRF Page #: 2
Visit: SCREENING Visit Date: 26-03-2007 Document #: R139576613

Click here to navigate to respouse history for this CRF

Report run by Ben Heyen at 20-12-2007 14:26:08 ’ Page 80



UKE Feport 1I0r duay rozs (Usey. .

Patietit: 5004
CRF: Screening?
Visit: SCREENING
‘Entered By: Ben Heven
Discrepancies: Closed

Site:

Blank?

Visit Date:

Entry Time:
Modification Time:

CA 001
N
26-03-2007

27-04-2007 10:01:39

30-11-2007 13:27:47

Investigator: C2785_03
CRF Page #: 3
Document #: R139713013

CRF Status: Entry Complete

Atgpfroval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Preg Test 1 of 10 Blank? N Section Status:  Eniry Complete

Visit: SCREENING
Eptered By: BenHevyen

Section Date:
Entry Time:
Last Modification Time:

Page number:

26-03-2007
27-04-2007 10:01:39
27-04-2007 10:13:09
6

Urine Pregnancy Test

Result
NEGA
TVE
Section: Urine Drug 2 of 10 Biémk? N Section Status:  Entry Complete
Visit: SCREENING Section Date;  26-03-2007
Entered By: BenHeyen Entry Time; 27-04-2007 10:01:39
" Last Modification Time: ~ 27-04-2007 10:13:09
Page number: * 8
Urine Drug Screen
Drug Screen Resuit
NEG
Section: Alcohol_Screen 3 of 10 Blank? N Section Status; Entry Complete

Visit; SCREENING
Entered By: Ben Heven

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

26-03-2007
27-04-2007 10:01:39
27-04-2007 10:13:09
6

Breathalyzer Alcohol Screen
Breathalyzer Result
NEG

Section:. Med_Hx 4of 10
Visit: SCREENING

Entered By: BenHeven

Blank?
Section Date:

Eniry Time:
Last Modification Time:
Page number:

N

26-03-2007
27-04-2007 10:01:39
29-11-2007 21:54:14
7

Section Status: Eniry Complete

Reportrun by Ben Heyen at 20-12-2007 14:26:08
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UK FEeport Ior duay Koz (uszy

Patieny: 5004 Site: CA_001 Investigator: C2785_03

CRF: Screening? Blank? N CRF Page #: 3
Visit: SCREENING : Visit Date: 26-03-2007 Document #: R139713013
—T ol 10 B,
Medical History
Does the subject have any refevant medical history? ‘ YES
If so, list the specific diagnosis and/or procedure.

System Diagnosis/Procedure Date of Onset Date of Resoiution/Ongeing
BKiN
EENT
BREASTS
RESP
CARDIO
LYMPH/HEMA
GASTRO
GENITO
MUSCULO
ENDOCRINE
NELRO
JMMUNO
i5‘9_:8‘(CH
ALLERGIC .
OTHER TUBAL LIGATION 16-09-1998

Section: ECG 5 of 10 Blank? N Section Status:  Entry Complete

Visit: SCREENING Section Date:  26-03-2007
Entered By: Ben Heven Entry Time: 27-04-2007 10:01:39

Last Modification Time:  27-04-2007 10:13:09
Page number: 8

12-LEAD ELECTROCARDIOGRAM REPORT

Actual Time Ventricular Heart Rate
1118 66
Cardiac Cycle Measurements
PR Interval QRS Duration QT Interval QTc Interval
176 102 392 402
ECG INTERPRETATION:
NORMAL

Comments {related to abnommal, CS findings only):

Section: Ustal Brand_Cig 6 of 10 Blank? N o S e
Visit: SCREENING Section Date:  26-03-2007
Entered By: Ben Heyen Entry Time: 27-04-2007 10:01:39

Last Modification Time:  29-11-2007 21:51:46

Reportrun by Ben Heyen at 20-12-2007 14:26:08 Page 82



LKE JFepOort 10r duay Eoz/ussy

Patiefit: 5004 Site: CA 001 Investigator: C2785 03

CRF: Screening? Blank? N CRF Page #: 3
Visit; SCREENING Visit Date: 26-03-2007 Document #: R139713013
Section; Usual Brand Cig 6 of 10 ) '
Page number: 9
: USUAL BRAND CIGARETTE PACK DATA
Usual Brand Type Length
MARLBORO NON-MENTHOL KING SIZE 83-85MM
How long have these been the subject’s usual brand?
Style Pack B moenths
MILD/MEDIUMS HARD
) 10 years
Section: Fic_Tar_Level 7 of 10 . Blank? N o Sectild;{ugt;itus: Eniry Comnlete
Visit: SCREENING Section Date;  26-03-2007
Eptered By: BenHeven Entry Time: 27-04-2007 10:01:3%
. Last Modification Time:  18-09-2007 15:32:49
Page number; 9
FTC TAR LEVEL OF USUAL BRAND
FTC Tar Level (mg)
11.3
Section: FExpited Carbon M 8 of 10 Blank? N Section Status;  Entry Complete
Visit: SCREENING Section Date:  26-03-2007
Entered By: BenHeven Entry Time: 27-04-2007 10:01:39
. Last Modification Time:  14-11-2007 16:34:47
Page number: 10
EXPIRED CARBON MONOXIDE
Actual Time ECO Lewel {ppm) %COHDb Comments
10566 17 3.3
Section: Best Baseline_ Sp 9 of 10 . Blank? N o Section Status:  Eniry Complete
Visit: SCREENING Section Date:  26-03-2007
Entered By: BenHeven Entry Time: 27-04-2007 10:01:39
' Last Modification Time:  18-09-2007 15:45:05
Page number: 10
BEST BASELINE SPIROMETRY TEST RESULT
Actual Time FEV 1 Predicted FVC Predicted
of FEV1/FVC Test Testing Position FEV1L (%) FVCL (%) Comments
1050 STANDING 2.41 84 3.26 94
Itvs Traiming.... 1010 N Eniry Complete

Bepqr! fun by Ben Heyen at 20-12-2007 14:26:08 Page 83



Patien; 5004 Site: CA_001 Investigator: C2785_03
CRF: Screening?2 Blank? N CRF Page #: 3
Visit: SCREENING Visit Date: 26-03-2007 Document #: R139713013
) Section: Irvs_Training 10 of 10 . Blank? Sectlon Status:
Visit: SCREENING Section Date:  26-03-2007
Entered By: BenHeven Entry Time: 27-04-2007 10:01:39

Last Modification Time:  27-04-2007 10:13:09
Page number: 10

VRS TRAINING
Did Subject receive training on the Daily Cali-In Diary (IVRS)?
YES

Click here to navigate to response history for this CRF

Reportrun by Ben Heyen at 20-12-2007 14:26:08 Page B4



LK Feport 10T dludy ros (vzey. .

5004 Site: CA_001 o Investigator: C2785_03

Patient;
CRF: Week-2 Blank? N CRF Page #: 4
Visit: WEEK -2 Visit Date: 30-03-2007 Document #: R139716813
Entered Bv: Ben Heven Entry Time: 27-04-2007 10:13:31 CRF Status: Entry Complete
Discrepancies: None Modification Time: 27-04-2007 10:14:19
Approval Status: Not Approved Approval Time: Approver;
Verification: Not Verfied Verification Time: Verifier:
Comment:
Section; Usual_Brand_Coll Blan-lé’..?m N o Section Status:  Entrv Complete
Visit: WEEK -2 Section Date:  30-03-2007
Emered By: Ben Heven Entry Time: 27-04-2007 10:13:31

Last Modification Time:  27-04-2007 10:14:19
Page number: 11

USUAL BRAND CIGARETTE COLLECTION TRAINING

1. Did subject receive foam block? YES
2. Did subject receive training on usual brand collection? YES
3. Was subject provided usual brand cigarettes for Week 0 YES

cigarette butt collection?

Repartrun by Ben Heyen at 20-12-2007 14:26:08 Page 85
|



URE FEepPort 10r stuay rosZruzzy

Patier: 5004 Site: CA_001 Investigator: C2785_03
CRF: Week 0 Baseline Blank? N CRF Page #: 5
Visit: WEEK 0 (BASELINE Visit Date: 15-04-2007 Document #: R145054313
Entered By: Ben Heven Entry Time: 13-06-2007 06:40:57 CRF Status: Entry Complete
Discrepancies: Closed Modification Time: 29-11-2007 21:57:53
Approval Status: Nol Approved Approval Time: Approver:
Verification: Not Verilied Verification Time: Verifier:
Comment;
Section: Pro_Questionnair 1of 11 Blank? N “ Section Status: Enlrv Complete
Visit: WEEK 0 (BASELINE Section Date:  15-04-2007
Eptered By: BenlHeven Entry Time: 13-06-2007 06:40:57
Last Modification Time:  13-06-2007 06:48:06
Page number:  12A
PRO QUESTIONNAIRES
Date 1. With the possible exception of urinating, did subject YES / NO
15-04-2007 complete Smoker Routine Questionnaire PRICR to any
study procedures being performed? YES

Section: Urine_Drug

2 of 11--« )

Blank? N Section Status:  Eniry Complete
Visit; WEEK 0 {BASELINE Section Date:  15-04-2007
Entered By: BenHeven Entry Time: 13-06-2007 06:40:57
Last Modification Time:  13-06-2007 06:48:06
_ Page number: 12A )
Drug Screen
Date Drug Screen Result
15-04-2007 NEG
Secton: Alcohol_Screen 3of 11 Blank? N Section Status: Eniry Complete B
Visit: WEEK 0 (BASELINE Section Date:  15-04-2007
Entered By: Ben Heven Eniry Time; 13-06-2007 06:40:37
Last Modification Time:  29-11-2007 21:46:03
Page number: 12A
Alcohal Screen
Date Breathalyzer Result
15-04-2007 ND
Section: Preg_Test 40of 11 Blank? N n Section Status:  Eniry Complete
Visit: WEEK 0 (BASELINE Section Date:  15-04-2007

Entered By: BenHeven

Entry Time:
Last Modification Time:
Page number:

13-06-2007 06:40:57
14-11-2007 16:37:08
12A

Repqrirun by Ben Heyen at 20-12-2007 14:26:08

Page 86



LKI' J<ePOIT I0T DIuay Loz /usey

Patienc: 5004
CRF: Week 0 Baseline
Visit: WEEK 0 (BASELINE

Site: CA_001
Blank? N
Visit Date: 15-04-2007

Investigator: C2785_03
CRF Page #:. 5
Document #: R145054313

_Secticn: Preg Test 4 0f 11
Pregnancy Test
Date Result
ND N/A,
MALE
OR
"FEMA
LE
Section: Urine_Coll 5af 11 Blank? N Section Status:  Eniry Complete
Visit: WEEK 0 (BASELINE Section Date:  153-04-2007 '
Entered By; BenHeven Entry Time: 13-06-2007 06:40:57
" Last Modification Time:  14-11-2007 16:37:46
i Page number:  12A
24-Hour Urine Collection
Total
Scheduled Timepoint Start Date Start Time Stop Date Stop Time Volume Comments
SPOT URINE VOID 15-04-2007 1529 NA NA NA
0 HOUR TO 24 HOURS 15-04-2007 1529 16-04-2007 1523 660
Section; Hdvl_Oral Heallh 6 of 11 Blank? N Section Status: Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  15-04-2007
Ente[ed By; Ben Heven Ent['y Time: 13-06-2007 06:40:57
Last Modification Time:  14-11-2007 15:48:35
Page number: 13.1
HDYF? INQUIRY
Actuat Time HDYF Performed? Comments
Date
16-04-2007 0646 YES
Section: Vital 7of 11 Blank? N Section Status; Eniry Complete
Visit: WEEK 0 (BASELINE Section Date:  15-04-2007
Entered By: Ben Heven Entry Time: 13-06-2007 06:40:57
Last Modification Time:  13-06-2007 06:48:06
Page number;  13.1
VITAL SIGNS -
Bleod Pressure Oral
Date Actual Time Systolic Diastolic Pulse Respiratory Rate Termnperature Unit
15-04-2007 1518 107 73 85 ND NA

nggn run by Ben Heyen at 20-12-2007 14:26:08
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L KE FEpPOrt 1I0r dtuay Koz /UsLY.

Patient: 5004

Site: CA_001 Investigator: C2785_03
CRF: Week 0 Baseline Blank? N CRF Page #: b
Visit: WEEK 0 (BP{SELINE Visit D@Fgl;‘lrx“15-04—2007 Document #; R145054313
Section: Vital 7of 11
XXX X
Comments
" Scction: Oral Health Exam 8 of 11 Blank? N Section Status:  Entry Complete

Visit: WEEK 0 (BASELINE Section Date:  15-04-2007
Entered By: BenHeven Entry Time: 13-06-2007 06:40:57
Last Modification Time:  29-11-2007 21:57:53
Page number: 13.1
ORAL HEALTH EXAMINATION
Date

15-04-2007

Procedure

Relevant Findings?*

Findings

ORAL HEALTH QUESTIONS PERFORMED NO

EVIDENCE OF LEUKOPLAKIA NO

OTHER ORAL KERATOSIS NO

Section: Phys_Exam 9of 11 Blank? N Section Status: Enry Compleie
Visit: WEEK 0 (BASELINE Section Date:  15-04-2007
Entered By; BenHeven Entry Time: 13-06-2007 06:40:57
Last Modification Time:  13-06-2007 06:48:06
Page number: 14.1 '
PHYSICAL EXAMINATION
Date
15-04-2007
' Code Number Code Relevant Findings? Findings
01 GENERAL NO
02 SKIN NO
03 HEENT NO
04 MOUTH NO
05 NECK NO
08 THORAXLUNG NO
07 CARDIO NO
08 ABDOMEN NO
09 MUSCULO NO
10 NEURO NO
11 LYMPH NO
12 OTHER NA,
Section: Weight Height 10 of 11 Blank? N Section Status: Eniry Complete

Rqurl run by Ben Heyen at 20-12-2007 14:26:08
LI
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K KEepOort 10r dway Eobz/usey.

Patienc: 5004 Site: CA_001 - Investigator: C2785_03
CRF: Week 0 Baseline Blank? N CRF Page #: 5
) Visit: WEEK 0 (BASELINE Visit Date: 15-04-2007 Document #; R145054313
Sectlon; Weight_Height ' 10 of 11 '
Visit: WEEK 0 (BASELINE Section Date:  15-04-2007
Entered By: Ben Heyen Entry Time: 13-06-2007 06:40:57

Last Modification Time: 18-09-2007 15:52:44
Page number:  14.1

WEIGHT & HEIGHT

Date Weight Unit Height Unit
15-04-2007 49.6 KG ’ NA
XXX.X XKX.X
Section: Lab_Eval 11 of 11 Blank? N Section Status:  Eniry Complete
Visit: WEEK 0 {BASELINE ) Section Date:  15-04-2007
Entered By: Ben Heven Entry Time: 13-06-2007 06:40:37

Last Modification Time:  18-09-2007 15:54:51
Page number: 15.1

Laboratory Evaluations
Date '
15-04-2007

Were the scheduled laboratary samples obtained? YES No, specify

" Requisiticn Number 1 0062482

Bequisition Number 2 {if applicable) N528366

Yyere there any clinically significant labs? NO (Yes, specify below)

Requisition Number Test Name H/L Lab ID Lab Name

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

Repaort run by Ben Heyen at 20-12-2007 14:26:08 Page 89
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5004 Site: CA_001 - Investigator: C2785_03

Patigi
CRF: Week 0 2baseline Blank? N CRYF Page #: 5.1
Visit: WEEK 0 (BASELINE Visit Date: 16-04-2007 Document #: R145085313
Entered Bv: Ben Heven Entry Time: 13-06-2007 10:26:13 CRF Status: Entry Complete
Dijscrepancies: None Modification Time: 2§-09-2007 11:49:52
Apnroval Status: Not Approved : Approval Time: Approver:
" Verification: Not Veriied Verification Time: Verifier:
Comment:
Section: Pk;BiOOd___i’;iomark lof 11 Blank? N Section Status:  Eniry Complete
Visit: WEEK 0 {(BASELINE Secton Date; 16-04-2007
Entered By: Ben Heven Entry Time: 13-06-2007 10:26:13

Last Modification Time:  13-06-2007 10:42:02
_ Page number:  15.1

Blood Sampling For Biomalkers/CherhistrylHematology '
(follewing an ovemight fast)

Date Actual Time Comments
16-04-2007 0715
Secton: Expired_Carbon. M 2of 11 Blank? N o Section Status:  Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  16-04-2007
Entered By: BenHeven Entry Time: 13-06-2007 10:26:13

Last Modification Time:  13-06-2007 10:42:02
Page number: 15.1

EXPIRED CARBON MONOXIDE

Date Actual Time ECO Lewel (ppm) %COHb Comments
16-04-2007 1559 34 06.0
Section: Blood_Sampl_Cohb 3‘0f' 11 Blank’? N Section Status:  Eniry Complete
Visit: WEEK 0 (BASELINE Section Date:  16-04-2007
Entered By: BenHeven Entry Time: 13-06-2007 10:26:13

Last Modification Time:  13-06-2007 10:42:02
Page number: 15.1

Blood Sampling for %COHb

Date Actual Time Comments
16-04-2007 1801
Section: Pre_Broncf;;-SDir 40of 11 ..Blank? N Section Status: Enlrv Complete
Visit: WEEK 0 (BASELINE Section Date:  16-04-2007
Entered By: BenHeyen Entry Time: 13-06-2007 10:26:13

Last Modification Time: ~ 13-06-2007 10:42:02
Page number:  16.1

Reporl un by Ben Heyen af 20-12-2007 14:26.08 . Page 90



L KI' KEPOrt 10r dway Koz ruscy
Patiéui: 5004 b
CRF: Week 0 2baseline

Visit: WEEK 0 (BASELINE

Site: CA_001
Blank? N
Visit Dgte: 16-04-2007

Investigator; C2785_03
CRF Pape #: 9.1

Document #: R145085313
Section: Pre_Bronch_Spir 4of 11 N .
PRE-BRONCHODILATOR BEST BASELINE SPIROMETRY TEST RESULT
Actual Time
of FEV1/FVC Testing FvC
Date Test Position FEV1 L FEV1 Predicted (%) FVCL Predicted {%) Comments
1[3—534-2007 1631 STANDI 2.57 89 3.95 . 114
NG
Section: Proventl Admin 50f 11 Blank? N Section Status: Entry Complete
Visit: WEEK 0 (BASELINE Section Date; 16-04-2007
Entered By: Ben Heyen Entry Time: 13-06-2007 10:26:13
' Last Modification Time: ~ 13-06-2007 10:42:02
Page number: 161
PROVENTIL ADMINISTRATION
Actual Time
of Proventil
Date Administration Amount Administered Comments
16-04-2007 1643 2 METERED PUFFS
Section: Post Bronch Spir 6 of 11 Blank? N Sectlon Status: Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  16-04-2007
_Emered By: BenHeven Entry Time: 13-06-2007 10:26:13
Last Modification Time:  13-06-2007 1(:42:02
Page number: 16.1
POST-BRONCHODILATOR BEST SPIROMETRY TEST RESULT
Actual Time
: of FEV1/FVC Testing
Date Test Position FEV1L FEV1 Predicted (%) FVC L FVC Predicted {%) Comments
16-04-2007 1709 STANDING 2.43 84 2.61 75
Section: Unused_Usual_Bra 7of 11 Blank? N Section Status; Eniry Complete
Visit: WEEK 0 (BASELINE

Section Date:  16-04-2007
Entry Time: 13-06-2007 10:26:13
Last Modification Time:  13-06-2007 10:42:02
Page number: 7.1

Entered By: Ben Heven

Unused Usual Brand Cigarette Pack Collection

Date
16-04-2007

Yes / No
Does Site have 5 unopened packs of subject's usual

brand cigarette to ship to CCLS? YES

]}gpqu run by Ben Heyen at 20-12-2007 14:26:08 Page 91



LRE FEeport 10r D[U(ly rozZ1uscy

Patierii’ 5004 Site; CA_001 Investigator: C2785_03
CRE: Week 0 Zbhaseline _ Blank? N CRF Page #: 5.1
Visit: WEEK 0 (BASELINE Visit Date: 16-04-2007 Document # R145085313
Section: Usual Brand Buit B of 11 . Blank? N Section Status Entry Complete
Visit: WEEK 0 (BASELINE Section Date:  16-04-2007
Entered By: BenHeven Entry Time: 13-06-2007 10:26:13
N Last Modification Time:  13-06-2007 10:42:02
Page number: 17.1
Usual Brand Cigarette Butt Collection .
Number of Usual If yes, number of
Scheduled Collection Brand Cigaretie Butts Any Product butts other than
o Period Start Date Start Time Stop Date Stop Time Collected Devation? usual brand: Comments
24 HOURS PRIOR TO 14-04- 1530 15-04-2007 1530 24 NO
r‘HECK IN 2007 :
,24 HOURS IN-HOUSE 15-04- 1530 16-04-2007 1530 30 NO
2007
Section; Used_Buit Measur 9of 11 Blank? N Section Status:  Eniry Complete
Visit; WEEK 0 (BASELINE - Section Date; 16-04-2007
Entered By: BenHeven ' Entry Time: 13-06-2007 10:26:13
7 Last Modification Time:  18-09-2007 16:05:30
Page number:  18.1
USUAL BRAND CIGARETTE BUTT MEASUREMENT
Scheduled Callection
Date Period
14-04-2007 24 HOURS PRIOR TO CHECK-IN
Cigarette Butt Number Cigarette Butt Measurement (mm)
1 44
2 43
3 25
4 34
5 32
6 33
7 27
B 44
9 3z
10 29
11 30
12 28
13 32
14 36
15 33
16 33
17 34
Page 92
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UKE Feport 10T Duday Eoziuzzy

Patieni: 5004 ' Site: CA_001 e Investigator: C2785_03

CRF: Week 0 2baseline Blank? N CRF Page #: 5.1
Visit: WEEK 0 (BASELINE Visit Date: 16-04-2007 Document #: R145085313
Section: Used_Bult Measur 9gf 11 o
18 32
19 . : 31
20 40
21 31
Section: Used_Bult Measur 10 of 11 W‘V"Blank? N Section Status:  Entry Complete
Visit; WEEK 0 (BASELINE Section Date;  16-04-2007
Entered By: BenHeven Entry Time: 13-06-2007 10:26:13

Last Modification Thne:  18-09-2007 17:31:43
Page number:  19.1

USUAL BRAND CIGARETTE BUTT MEASUREMENT
Scheduled Collection

Date ' Period
15-04-2007 24 HOURS IN-HOUSE :
Cigarette Butt Number Cigarette Butt Measurement (mm)
1 35
2 33
3 28
4 25
5 3G
& 25
7 3z
8 28
g 27
10 28
11 27
12 3z
13’ 27
14 31
15 30
16 26
17 30
18 28
19 29
20 30
Section: Randomizaiion il of 11 Blank? N Section Status:  Eniry Complete
Visit: WEEK 0 (BASELINE Section Date:  16-04-2007
Emered By: BenHeven Entry Time: 13-06-2007 10:26:13

13-06-2007 10:42:02

Re{pqn run by Ben Heyen at 20-12-2007 14:26:08 Page 93



L KF FEeport 10r dway Eoz/ussy ..

Patient: 5004 Site; CA_O01 Investigator: C2785_03
CRY: Week 0 2baseline Blank? N CRF Page #: 5.1
Visit: WEEK 0 (BASELINE Visit Date: 16-04-2007 Document #: R145085313
Section:mli.andomizaljon 11 6[ li o

Last Medification Time:
Page number:  20.1

RANDOMIZATION
Date Actual Time Randomization Sequence
16-04-2007 1737 GROUP B

Click here to navigate to response history for this CRF

]|2epqu mun by Ben Heyen al 20-12-2007 14:26:08 Page 94
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: Site:
CRF: Week 0 3baseline

CA 001
N
16-04-2007

13-06-2007 10:42:04
18-12-2007 19:12:54

Investigator:

CRF Page #:

Document #
CRF Status

C2785_03
5.2
: R145088513

. Entry Complete

Approver:
Verifier:

Blank?

Visit: WEEK 0 (BASELINE Visit Date:

Entered Bv: Ben Heven Entry Time:
Discrepancies: None Modification Time:
Axﬁqﬁgroval Status: Not Approved Approval Time:
" Verification: Not Verified Verification Time:

Comment:

Section: Sludv_Prad_DiSDe Blank?

Visit: WEEK 0 {BASELINE Section Date;

Entered By: BenHeven Entry Time:

Last Modification Time:

Page number;

N

16-04-2007
13-06-2007 10:42:04
18-12-2007 19:12:54

231

Section Status:

Entry Complete

STUDY PRODUCT DISPENSATION

Date Actual Time Preduct Dispensed
16-04-2007 1800 SNUS
16-04-2007 1800 SNUS
16-04-2007 1800 SNUS

Flavor
FROST
ORIGINAL
SPICE

Amount Dispensed
1
1
1

Click here to navigate to response history for this CRF

Report run by Ben Heyen at 20-12-2007 14:26:08
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Patient: 5004 Site: CA_001 Investigator; C2785_03
CREF: Intercurrent_[II Blank? N CRF Page #. 7
Visit: INTERCURRENT ILL _ Visit Date: 16-04-2007 Document #: R166562313
Entered By: Ben Heven Entry Time: 14-11-2007 16:38:29 CRF Status: Entrv Complete
Discrepancies: None Maodification Time: 14-11-2007 16:39:06
Approval Status: Not Approved Approval Time: Apnrover:
* Verification: Not Verified Verification Time: Verifier:
Comment:
Section; In Findings Blank? N Section Status:  Enlry Complete
Visit: INTERCURRENT ILL Section Date:  16-04-2007
Entered By; BenHeven Entry Time: 14-11-2007 16:38:29

Last Modification Time:  14-11-2007 16:39:06
Page number: 21

intercurrent iness/Physical Findings
Did the subiect experience any intercurrent illness/findings from Screening to the first use of study product?
NO
Onset Resohed / Changed
Event No lllness/Finding Date Time Date

Time

Sewerty

Relationship
to Procedure

Action Taken

Reparti run by Ben Heyen at 20-12-2007 14:26:08

Page
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Patiei

' 5004 Site:

CRF: Week 1 Blank?

Visit: WEEK 1 Visit Date:
Entered By: Ben Heven Entry Time:

Modification Time:
Approval Time:
Verification Time:

Discrepancies: Active
Ag:g_r':;roval Status: Not Approved
Verification: Not Verified
Comment:

CA_001
N
23-04-2007

13-06-2007 06:50:43
18-12-2007 19:18:44

Investigator:

CRF Page #:

Document #
CRF Status

C2785_03
8
: R145055913

! Entry Complete

Approver:
Verifier:

Section: Hdyl Oral Health 1of 5 Blank?
Visit: WEEK 1 Section Date:
Entered By: BenHeven Entry Time:

Last Modification Time:

N

23-04-2007
13-06-2007 06:50:43
21-09-2007 12:54:52

Section Status:

Entry Complete

Page number: 22
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
0809 YES ND
Section: Vital 2pofh Blank'?N o Section Status:  Entry Complete
Visit: WEEK 1 Section Date:  23-04-2007
Entered By: BenHeven Entry Time: 13-06-2007 08:50:43
' Last Modification Time:  13-06-2007 06:54:34
- Page number: 22
VITAL SIGNS
Blood Pressure Oral
Actual Time Systolic Diastclic Pulse Respiratory Rate Temperature Unit
0815 107 .75 a5 i8 36.2
XXX X
Comments
Section: Expired_Carbon_M 3of 5 Blank? N Section Status: Entry Compleie
Visit;: WEEK 1 Section Date:  23-04-2007
Eniered By: BenHeven Entry Time: 13-06-2007 06:50:43
Last Modification Time:  13-06-2007 06:54:34
Page number: 22
EXPIRED CARBON MONOXDE
Actual Time ECO Lewel (ppm) %COHb Comments
0819 12 02.5
o Section: Unused_Study_Pro 40of 5 Blank? N Section Status:  Entry Complete
Page 97
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LKE FepOorIt 10r dtuay Boz/(uszzy

Patierii: 5004 Site:
CRF: Week 1 Blank?
Visit: WEEK 1 Visit Date:

CA_ 001 Investigator; (2785_03
N CRF Page #. 8
‘_2_3—0472007 Document #: R145055913

Section: Unused Study Pro
Visit: WEEK 1
Eptered By: BenHeven

405
Section Date;
Entry Time:
Last Modification Time:
Page number:

23-04-2007
13-06-2007 06:50:43
14-11-2007 16:09:37
23

Unused Study Product Retumed

Amount Retumed

Product Retumed Flavor Packs Individual Cigarettes / pouches
ND NA NA NA
Section: Study Prod Dispe MS of 5 . Vﬁlank’? N Section Status:  Entry Complete
Visit;: WEEK 1 Section Date:  23-04-2007
Enfered By: BenHeven Entry Time: 13-06-2007 06:50:43
Last Modification Time:  18-12-2007 19;18:44
Page number: 23
STUDY PRODUCT DISPENSATION
Actual Time Preduct Dispensed Fiavor Amount Dispensed
0825 SNUS FROST 2
Click here to navigate to response history for this CRF
Click here to navigate to discrepancy detail for this CRF
Page a8

Report run by Ben Heyen at 20-12-2007 14:26:08




L KI' Keport I0r duay FrozZiussy

Patienic” 5004 Site:
CRF: Week2 Blank?

Visit;: WEEK 2 Visit Date:
Entered By: Ben Heven Entry Time:

Discrepancies: Active Modification Time:

CA_O0
N
30-04-2007

13-06-2007 06:55:30
27-11-2007 23:24:15

Investigator: C2785_03
CRF Page #: 9
Document #: RI145056613

CRF Status: Eniry Complete

Approval Status: Not Approved Approval Time: Approver:
Verification: Not Verilied Verification Time: Verifier:
Comment: 7
Section; Hdyl Oral Health 1of 6 Blank? N Section Status:  Eniry Complete
Visit: WEEK 2 Section Date:  30-04-2007

Entered By: BenHeven Entry Time:

Last Modification Time:

13-06-2007 06:55:30
14-11-2007 16:23:33

''''' ) ' Page number: 24
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
08328 YES ND
Section:; Vital . 2of6 . Blank? N Section Status: ]i}iuv Complete
Visit: WEEK 2 Section Date:  30-04-2007
Eptered By: BenHeyen _ Entry Time: 13-06-2007 06:53:30
Last Modification Time: 13-06-2007 06:57:04
« __Page number: 24
VITAL SIGNS
Bloed Pressure Oral
Actual Time Systolic Diastalic Pulse Respiratory Rate Temperature Unit
0845 85 59 69 12 371
XXX.X
Comments
Section: Expiredicai'boniM 3ol 6 h Blank? N Section Status Eniry Complete
Visit: WEEK 2 Section Date:  30-04-2007
Entered By: Ben Heven Entry Time: 13-06-2007 06:55:30
‘ Last Modification Time: 13-06-2007 06:57:04
Page number: 24
EXPIRED CARBON MONOXDE
Actual Time ECO Level (ppm) %COHb Comments
0901 6 01.5
Section: N]‘.?xloodeﬂle_COhb 4 of 6 " Blank? N Section Status:  Enfry Complete
Page 99

Report run by Ben Heyen at 20-12-2007 14:26:08
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LK Keport I0T duay bz rusey

Investigator: C2785_03
CRF Page #: 9
Documgnt #: R145056613

Patierii? 5004 Site: CA_001
CRF: Week 2 Blank? N
Visit: WEEK 2 Visit Date: 30-04-2007
Section: Blood_Sampl_Cohb 40f 6
Visit: WEEK 2 Section Date:  30-04-2007
Entered By: BenHeven Entry Time: 13-06-2007 06:55:30

Last Modification Time:  13-06-2007 06:57:04

Page number: 24

Blood Sampling for %COHb

Actual Time Comments
0903
Section: Unused_Study_Pro 50f 6 Blank? N Section Status: Enfry Complete
Visit; WEEK 2 Section Date;  30-04-2007
Entered By: Ben Heven Entry Time: 13-06-2007 06:55:30
Last Modification Time: 27-11-2007 21:52:09
Page number: 25
Unused Study Product Retumed ‘
Amount Returmed
Product Returned Flavor Packs Individual Cigarettes / pouches
ND ND ND ND
Section: Study Prod_Dispe 6of B o Blank? N Section Status: Entry Complete
Visit: WEEK 2 Section Date:  30-04-2007 '
Entered By: BenHeven Entry Time: 13-06-2007 06:55:30
Last Medificaticn Time:  14-11-2007 18:15:33

Page number: 25

STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor
0904 SNUS FROST

Amount Dispensed
3

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

Reportrun by Ben Heyen at 20-12-2007 14:26:08
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Patieiii: 5004
CRF: Week 4
Visit: WEEK 4
Entered By: Ben Heven
Discrepancies: Active
Approval Status: Not Approved
Verification: Not Verified

Comment:

Site: CA_001
Blank? N
Visit Date: 14-05-2007
Entry Time: 13-06-2007 06:57:08
Modification Time: 28-11-2007 09:58:20
Approval Time:
Verification Time:

Investigator:

CRF Page #:
Document #:

. CRF Status:

Anprover:
Verifier:

C2785_03
10
R145056813

Entry Complete

Section: Pro O ueslic;;lﬁéir
Visit: WEEK 4
Eniered By: BenHeven

laof 6 Blank? N
Section Date:  14-05-2007
Entry Time: 13-06-2007 06:57:08
Last Modification Time;  13-06-2007 06:57:46
Page number: 26

Section Status;

Eniry Complete

PRC QUESTIONNAIRES
With the possiblé exception of urinating, did subject ' YES / NO
complete Smoker Core Questionnaire PRIOR to any
study procedures being performed? YES

Section: Hdvf_Oral_Heallh
Visit: WEEK 4
Entered By: BenHeven

2ol 6 Blank? N
Section Date:  14-05-2007
Entry Time: 13-06-2007 (6:57:08
Last Modification Time: 14-11-2007 16:32:17

Page number: 26

Section Status:

Entry Compiete

HDYF? / ORAL HEALTH QUESTIONS INQUIRY

Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
0821 YES ND
Section: Vital 30f 6 Blank? N Section Status;  Entry Complete
Visit: WEEK 4 Section Date;  14-05-2007
Egltered By: BenHeven Entry Time: 13-06-2007 06:57:08
Last Modification Time:  13-06-2007 06:57:46
Page number; 26
VITAL SIGNS
Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
0830 99 70 69 16 36.2
XXX.X
Comments
B?PQH run by Ben Heyen at 20-12-2007 14:26:08 Page 101
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Patiéiii: 5004 Site: CA_001 Investigator; C2785_03
CRF: Week 4 Blank? N CRF Page #: 10 :
Visit: WEEK 4 Visit Date: 14-05-2007 Document #: R145056813
Section: Expired_Carbon_M 4006 " Blank? N Section Status: Entry Complete
Visit: WEEK 4 Section Date;  14-05-2007
Entered By: BenHeven Entry Time; [3-06-2007 06:57:08

Last Modification Time:

13-08-2007 06:58:52

Page number: 26
EXPIRED CARBON MONOXIDE )
Actual Time ECO Lew| (ppm) %COHD Comments
0823 14 02.8
Section: Unused Study Pro 5of 75 ) Blank? N Section Status:  Enlry Complete
Visit; WEEK 4 _ Section Date:  14-05-2007
Entered By: BenHevyen Entry Time: 13-06-2007 06:57:08

Last Modification Time:
Page number:

14-11-2007 16:30:18
27

Unused Study Product Retumed

Amount Retumed

Product Retumed Flavor Packs’ Individual Cigarettes / pouches
ND NA NA NA
Section; Study_Prod_Dispe 6of 6 ' Blank? N ' Section Status:  Entry Co plete

Visit: WEEK 4 Section Date:  14-05-2007
Entered By: BenHevyen Entry Time: 13-06-2007 06:57:08
‘ Last Modification Time:  14-11-2007 18:15:59

Page number: 27 B
STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed

0903 SNUS FROST

2

Click here to navigate to response history for this CRF
,C]ﬁ;ck here to navigate to discrepancy detail for this CRF

Repor tun by Ben Heyen at 20-12-2007 14:26:08
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Patien: 5004 Site:
CRF: Week 6 Blank?

Visit: WEEK 6 Visit Date:
Entered By: Cindy Prakop Entry Time:

Discrepancies: Active Modification Time:
' A;m:groval Status: Not Approved

 Verification: Not Verified

Approval Time:
Verification Time:

CA_001 - Investigator: C2785_03
N CRF Page #: 11
30-03-2007 Document #: R158468313
25-09-2007 10:33:39 CRF Status: Entry Complete
28-11-2007 09:58:20
Approver:
Verifier:

Comment:
Section: Hdvf Oral Healh 1of 5 Blank?
Visit: WEEK 6 Section Date:
Entered By: Cindy Prakop Entry Time:

Last Modification Time:

N Section Status:  Eniry Complete
30-05-2007
25-09-2007 10:33:39

27-11-2007 23:25:29

B Page number: 28
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
1309 YES ND
Section: Expired_Carbon_M 2of 5 Blank? N ' o Section Status: Eniry Complete
Visit: WEEK 6 Section Date:  30-05-2007
Entered By; Cindy Prakop Entry Time: 25-09-2007 10:33:39
: Last Modification Time:  25-09-2007 10:43:11
Page number; 28 ~
EXPIRED CARBON MONOXIDE
Actual Time ECO Lewel (ppm) %COHDb Comments
1318 30 05.4
Section; Vilal Jof 5 Blank? N - Section Status: Entry Complete
Visit: WEEK 6 Section Date:  30-05-2007
Ent_e[ed By; Cindy Prakop Entry Time: 25-09-2007 10:33:39
Last Modification Time: 25-09-2007 10:43:11
Page number: 28
VITAL SIGNS
Blood Pressure QOral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
1315 118 085 087 16 036.9 c
XXX.X
Comments
Section: Unused_Study_Pro 40f5 Blank? N Section Status; Entry Complete

]({ep.qn run by Ben Heyen at 20-12-2007 14:26:08
a
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LKE KEeport I0r Dtudy HoZ/ussy

Patieri: 5004 Site:
CRF: Week 6 Blank?
Visit: WEEK 6 Visit Date:

CA 001 Investigator: C2785_03
N CRF Page #:; 11
30-05-2007 Document #: R158468313

Section; Unused_Study_Pro 40of 5
Visit: WEEK 6

Entered By: Cindy Prakop

Section Date;
Entry Time:
Last Modification Time:

Page number:

30-05-2007
25-09-2007 10:33:39
27-11-2007 23:23:52

29

Unused Study Product Retumed

Amount Retumed

Product Retumed Flavor Packs Individual Cigarettes / pouches
ND ND ND ND
Sectioh: Study_Prod_Dispe Sof 5 Blank? N Section Status; Eniry Complete
Visit; WEEK 6 Section Date:  30-05-2007
Entered By; Cindy Prakop Entry Time: 25-09-2007 10:33:39
B Last Modification Time:  25-08-2007 10:43:11
Page number; 28
STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed
1324 SNUS FROST 2
Click here to navigate to response history for this CRF
Click here to navigate to discrepancy detail for this CRF
Page 104

Report tun by Ben Heyen at 20-12-2007 14:26:08
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Patietii: 5004 Site: CA_001
CRF: Week 8 Blank? N
Visit: WEEK 8 Visit Date: 11-06-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 10:46:51
Dglscrenancies: Active Modification Time: 28-11-2007 09:58:20
A Jt;groval Status: Not Approved Approval Time:
Verification: Not Verified Verification Time:

Investigator: C2785_03

CRF Page #: 13
Document #: R158477213

CRF Status: Entry Complete

Approver:
Verifier:

Comment:;
Section: Pro_Questionnair o of 6 Blank? N
Visit: WEEK 8 Section Date:  11-06-2007

Entry Time:

Entered By: Cindy Prakop
: Last Modification Time:

Page number:

25-09-2007 10:4G6:51
25-09-2007 10:48:29
30

Section Status; Entrvy Complete

PRO QUESTIONNAIRES
With the possible exception of urinating, did subject
complete Smoker Core Questionnaire PRIOR to any

study procedures being performed?

YES/NO

YES

" Section: Hdyl_Oral_Heallh 2o 6 Biank?
Visit: WEFK 8
Entered By: Cindy Prakop

Section Date:
Entry Time:
Last Modification Tine:

Page number:

N

11-086-2007
25-09-2007 10:46:51
27-11-2007 23:26:06
30

Section Status: Entry Complete

HDYF? / ORAL HEALTH QUESTIONS INQUIRY

Oral Health
Cluestions
Actual Time HDYF Performed? Performed? Comments
0910 YES ND
Section: Vital 3of 6 Blank? N Section Status: Eniry Complete
Visit: WEEK 8 Section Date:  11-06-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 10:46:51
; Last Modification Time:  25-09-2007 10:48:29
Page number: 30
VITAL SIGNS
Biood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
0920 0os 069 069 14 036.3
XXX X

Comments

Bepqn run by Ben Heyen at 20-12-2007 14:26:08
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Patiefit: 5004 Site: CA_001 Investigator: C2785_03
CRF: Week 8 Blank? N CRF Page #: 13
Visit: WEEK 8 Visit Date: 11-06-2007 Document #: R158477213
Section: Expired_Carbon M 40f 6 Blank? N Section St;itus Eniry Complete
Visit: WEEK 8 Section Date:  11-06-2007
Eptered By: Cindv Prakop Entry Time: 25-09-2007 10:46:51

Last Modification Time:

25-09-2007 10:48:29

Page number: 30 S
EXPIRED CARBON MONOXDE
Actual Time ECO Level (ppm) %COHDb Comments
0922 8 01.9
Section; Unused_Study_Pro 50of 6 Blank? N R Section Status;  Entry Complete
Visit: WEEKS8 Section Date;  11-06-2007
Entered By; Cindv Prakop Entry Timme: 25-09-2007 10:46:51

Last Modification Time:

Page number;

27-11-2007 23:26:25
31

Unused Study Product Retumed

Amount Retumed

Product Retumed Flavor Packs Individual Cigarettes / pouches
ND ND ND ND
Section: Study_Prod_Dispe 6 of 6 Blank? N Section Status: Entry Complete

Visit: WEEK 8 Section Date:  11-06-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 10:46:51
; Last Modification Time;  25-09-2007 10:48:29

Page number: 31
STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed

0913 SNUS FROST

2

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

Repor run by Ben Heyen at 20-12-2007 14:26:08
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Patietir: 5004 Site: CA_001
CRF: Week 10 Blank? N
Visit: WEEK 10 Visit Date: 26-06-2007
Entered By: Cindv Prakop Entry Time: 25-09-2007 10:48:33

Modification Time:
Approval Time:
Verification Time:

Discrepancies: Active

Approval Status: Not Approved

 Verification: Not Verified
Comment:

30-11-2007 13:27:47

Section: Hdvl_Oral_Health 1of 5 Blank?
Visit: WEEK 10 Section Date:
Entered By; Cindy Prakop Entry Time:

Last Modification Time:

N

26-06-2007
25-09-2007 10:48:33
27-11-2007 23:26:28

Investigator:

CRF Page #:
Document #:

CRF Status:

Approver:
Verifier:

C2785_03
14
R158478113

Enirv Complete

Section Status:

Entry Complete

Page number: = 32
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
0823 YES ND
Section: Expired_Carbon_M 2of 3 Blank? N Section Status:  Enlry Complete
Visit: WEEK 10 Section Date:  26-06-2007
Eptered By: Cindy Prakop Entry Time: 25-09-2007 10:48;33
' Last Modification Time: ~ 25-09-2007 10:59:32
. ] Page number: 32
EXPIRED CARBON MONOXDE
Actual Time ECO Lewel (ppm) %COHb Comments
0828 11 02.3
Section; Vital Jof 5 Blank? N Section Status:  Entry Complete
Visit: WEEK 10 Section Date:  26-06-2007 '
Eptered By; Cindy Prakop Entry Time: 25-09-2007 10:48:33
' Last Modification Time:  25-09-2007 10:59:32
Page number: 32
VITAL SIGNS
Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
0826 086 063 071 16 ND ND
XXX.X
Comments
Section: Unused_Study_Pro 4o 5 Blank? N Section Status:  Eniry Complete

Report run by Ben Heyen at 20-12-2007 14:26:08

Page
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Patieiii: 5004 Site: CA_001 Investigator: C2785_03
CRF: Week 10 Blank? N CRF Pape #. 14
Visit: WEEK 10 Visit Date: 26-06-2007 Document #: R158478113
Sectio;l: Unused_Studv._ Pro 40f5
Visit: WEEK 10 Section Date:  26-06-2007

Enptered By: Cindy Prakop _ Entry Time:
Last Modification Time:

Page number:

25-09-2007 10:48:33
27-11-2007 23:26:57
33

Unused Study Product Retumed

Amount Retumed

Product Returned Flavor Packs Individual Cigareties / pouches
ND ND ND ND
Section: Study_Prod_Dispe Sof 5 Blank? N Section Status: Enlry Comp]eté
Visit: WEEK 10 Section Date:  26-06-2007
Eptered By:  Cindy Prakop Entry Time: 25-09-2007 10:48:33
. Last Modification Time:  25-09-2007 10:59:32
) Page number: 33
STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed
0830 SNUS FROST 2
Click here to navigate to response history for this CRF
Click here to navigate to discrepancy detail for this CRF
_Page 108
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Patieric: 5004
CRF: Week 12
Visit: WEEK 12

Entered Bv: Cindv Prakop
Discrepancies: (losed

A,[;nroval Status: Not Approved
Verification: Not Verified
Comment:

Site:

Blank?

Visit Date:

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

CA 001
N
09-07-2007

25-09-2007 10:59:38
19-11-2007 10:29:21

Investigator:

CRF Page #:
Document #:
‘CRF Status:

Approver:
Verifier:

C2785_03
15
R158480413

Entry Complete

Section; Pro_Questionnair
Visit: WEEK 12
Entered By: Cindv Prakop

1qf 11 Blank?
Section Date:

Entry Time:
Last Moedification Time:
Page number:

09-07-2007
25-09-2007 10:59:38
25-09-2007 11:10:10
34

Section Status:

Eniry Cémplete

PRO QUESTIONNAIRES

Date 1. With the possibie exception of urinating, did subject YES / NO
09-07-2007 complete Smoker Routine Questionnaire PRIOR to any
study procedures being performed? : YES
Section: Urne_Drug 2ol 11 Blank? N Section Status:  Eniry Complete
Visit: WEEK 12 Section Date; 09-07-2007

Entered By: Cindy Prakon

Entry Time:
Last Modification Time:
Page number:

25-09-2007 10:59:38
25-09-2007 11:10:10
34

Drug Screen
Date Drug Screen Result
09-07-2007 NEG
Section: Alcohol_Screen 3of 11 Blank? N Section Status: Entry Complele

Visit: WEEK 12
Eptered By: Cindy Prakop

Section Date:
Entry Time;
Last Modification Time:

09-07-2007
25-09-2007 10:59:38

25-09-2007 11:10:10

e Page number: 34 ] .
Alcohel Screen
Date Breathalyzer Result
09-07-2007 NEG
Sectlon: Preg Test 4 of 11 Bla.n.k’P ) N Section Status:  Eniry Compleie
Visit: WEEK 12 Section Date:  09-07-2007

Entered By: Cindy Prakop

Entry Time:
Last Modification Time:
Page number:

25-09-2007 10:59:38
14-11-2007 18:35:34

34

Bgann run by Ben Heyen at 20-12-2007 14:26:08
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Patiefii: 5004 Site: CA_001 - Investigator: C2785_03
CRF: Week 12 Blank? N CRF Page #: 15
_ Visit: WEEK 12 Visit Date: 09-07-2007 Document #: R158480413
Section: Preg Tes LAet
Pregnancy Test
Date Result
08-07-2007 N/A,
MALE
OR
FEMA
LE
Section: Urine_Coll M 5l 11 Blank? N Section Status: Eniry Complete
Visit; WEEK 12 Section Date;  09-07-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 10:59:38

Last Modification Time:  14-11-2007 18:36:52
~Pagenumber: 34

24-Heur Urine Collection

Total
Scheduled Timepoint Start Date Start Tme Stop Date Stop Time Volume Comments
SPOT URINE VOID 09-07-2007 1457 NA NA NA
0 HOUR TO 24 HOURS 09-07-2007 1457 10-07-2007 1458 1150.5
Section: Hdyl_Oral_Healih 6ol 11 Blank? N Section Status; Entry Complete
Visit: WEEK 12 Section Date; 09-07-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 10:59:38
: Last Maodification Thine:  25-09-2007 11:10:10
Page number: 35
HDYF? INQUIRY
Actual Time . HDYF Performed? Comments
Date
10-07-2007 0711 YES
Section; Vital 7of 11 Blank? N . Section Status: Entry Complete
Visit: WEEK 12 Section Date:  09-07-2007
Entered By: Cindvy Prakonp Entry Time: 25-09-2007 10:59:38
- Last Modification Time:  25-09-2007 11:10:10
Page number: 35
VITAL SIGNS
Blood Pressure QOral
Date Actual Time Systolic Diastolic Puise Respiratory Rate Temperature Unit
08.07.2007 1504 113 Q77 099 14 NA NA

l?{gapqrt run by Ben Heyen at 20-12-2007 14:26:08 Page 110



_KI Feport Ior duay Koz /iussy

Patiert: 5004 Site: CA_001 e Investigator: C2785_03

CRF: Week 12 Blank? N CRF Page #: 15

Visit: WEEK 12 _ - Visit Date: 09-07-2007 , Document #: R158480413
Section; Vital : 7of 11

HXHX
Comments
Section; Ora],.,Hé'é;ith___Exam B of 11 BlaniON o Section Status;  Entry Complete ’
Visit: WEEK 12 Section Date;  09-07-2007
Entered By: Cindv Prakop Entry Time: 25-09-2007 10:59:38

Last Modification Time:  25-08-2007 22:33:25

Page number: 35

ORAL HEALTH EXAMINATION

Date
10-07-2007
Procedure Relevant Findings?* Findings

ORAL HEALTH QUESTIONS PERFORMED NO

EVIDENCE OF LEUKOPLAKIA NO

OTHER ORAL KERATOSIS NO

Section; Phys_Fxam 9of 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 12 Section Date:  09-07-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 10:59:38
‘ Last Modification Time: ~ 25-08-2007 11:10:10
___Page number: 36
PHYSICAL EXAMINATION
) Date
10-07-2007

Code Number Code ) Relevant Findings? Findings
01 GENERAL ' NO
02 SKIN NG
03 HEENT NO
04 MOUTH NO
05 NECK NQ
06 THORAX/LUNG NO
07 CARDIO NO
08 ABDOMEN NO
09 MUSCULO NC
10 NEURQ _ NQ
11 LYMPH NQ
12 OTHER NO -

Section: Weight Height 10 of 1t Blank? N Section Status:. Enfry Complete

Reportrun by Ben Heyen af 20-12-2007 14:26:08 Page 111
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Patienr; 5004 Site: CA_001 Investigator: C2785_03
CRF: Week 12 Blank? N CRF Page #: 15
Visit: WEEK 12 Visit Date: 09-07-2007 Document #: R158480413
Section: Welght_Height 10 of 11
Visit: WEEK 12 Section Date:  09-07-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 10:59:38

Last Modification Time:  25-09-2007 11:10:10
Page number: 36

WEIGHT & HEIGHT

Date Weight Unit Height Unit
09-07-2007 048.6 KG NA
XXX XXK.X
Section; Lab_Eval Ilof 11 Blank? N Section Status: Eniry Complete
Visit; WEEK 12 Section Date:  09-07-2007
Entered By: Cindv Prakop Entry Time: 25-08-2007 10:59:38

Last Modification Time:  25-09-2007 11:10:10
Page number: 37

Laboratory Evaluations
Date

10p-07-2007
Tﬂfeﬁ the scheduled laboratory samples obtained? YES No, specify

’ Requisition Number 1 0850695
_Requisition Number 2 (if appiicable) P150849 ]
Were there any clinically significant labs? NO (Yes, specify below}
Requisition Number Test Name H/L Lab D Lab Name

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

Repaitrun by Ben Heyen at 20-12-2007 14:26:08 Page 112
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Patient: 5004 _ . Site: CA_001 Investigator: C2785_03
CRF: Week 12(2) Blank? N CRF Page #: 16
Visit: WEEK 12 Visit Date: 09-07-2007 Document #: R158485313
Entered By: Cindy Prakop Entry Time: 25-09-2007 11:10:19 CRF Status: Eniry Started
Discrepancies: None Modification Time: 25-09-2007 23:15:55 '
,é?q[:ﬁroval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Pk Blood_Biomark 1of 11 Blank? N Section Status; Entry Complete
Visit: WEEK 12 Section Date: 09-07-2007
‘Entered By: Cindy Prakop Entry Titne; 25-08-2007 11:10:19

Last Modification Time: — 25-09-2007 11:21:47
Page number: 37

Biood Sampling For Biomarkers/Chemistry/Hematology
(following an ovemight fast)

Date Actual Time Comments
10-07-2007 0713
-ééction: Expired_Carbon_M 2of 11 o Blank? N - Section Status: Enfry Complete
Visit: WEEK 12 Section Date;  09-07-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 11:10:19

Last Modification Time:  23-08-2007 11:21:47
Page number: 37

EXPIRED CARBON MONOXIDE

Date Actual Time ECO Lewel {ppm) %COHb Comments
10-07-2007 1338 11 01.9
Section: Blood_Sampl_Cohb 3of 11 Blank? N Section Status: Entry Comnleié-
Visit: WEEK 12 Section Date;  (19-07-2007 ‘
Eptered By: Cindy Prakon Entry Time: 25-09-2007 11:10:19

Last Modification Time;  25-09-2007 11:21:47

Page number: 37

Blood Sampling for %COHb

Date Actual Time Comments
10-07-2007 1342
Sectlon Pre_Bronch_Spir 4of 11 o Blank'r’ N Section Status:  Enlry Compleie
Visit: WEEK 12 Section Date:  09-07-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 11:10:19

Last Modification Time:  25-09-2007 11:21:47
Page number: 38

Repart run by Ben Heyen at 20-12-2007 14:26:08 Page 113
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Patietic: 5004 Site: CA 001
CRF: Week 12(2) Blank? N
Visit: WEEK 12 Visit Date: 09-07-2007

Investipator: C2785_03
CRF Pape #: 16
Document #;: R158485313

Sectjo.n_:‘ Pre_Bronch_ Spir 4of 11

PRE-BRONCHODILATOR BEST BASELINE SPIROMETRY TEST RESULT

Actual Time
of FEV1/FVC Testing FVC
Date Test Positicn FEV1 L FEV1 Predicted (%) FVCL Predicted (%) Comments
10-p7-2007 1348 STANDI 2.42 84 3.83 110
NG
Section: Proventil_Admin 5of 11 Blank? N Section Status;  Entry Complete
Visit: WEEK 12 Section Date:  09-07-2007
En’[ered By; Cindv Prakon Eﬂtry Time: 25-09-2007 11:10:19
- Last Modification Time: ~ 25-09-2007 11:21:47

Page number: 38

PROVENTIL ADMINISTRATION

Actual Time
of Proventil
Date Administration Amount Administered Comments
10-07-2007 1412 2 METERED PUFFS
Section: Post Bronch_Spir 6 of 11 Blank? N Section Status;  Entry Complete
Visit: WEEK 12 Section Date:  09-07-2007
Entered By: Cindy Prakon Entry Time: £5-09-2007 11:10:19
: * Last Modification Time:  25-09-2007 11:21:47
Page number: 38
POST-BRONCHODILATOR BEST SPIROMETRY TEST RESULT
Actual Time
of FEV1/FVC Testing
Date Test Position FEV1L FEV1 Predicted (%) FVC L FVC Predicted {%) Comments
10-07-2007 1427 STANDING 2.50 B7 2.99 86
Section; Used_Study Tobac 7 of 11 Blank? Y Section Status: Entry Complete

Visit: WEEK 12
Entered By: Cindy Prakop

09-07-2007
Entry Time: 25-09-2007 11:10:19
Last Modification Time:  25-09-2007 23:15:55

Page number: 39

Section Date:

USED STUDY TOBACCO-HEATING CIGARETTE COLLECTION

Number of Study
Tobacco-Heating Waight of
Scheduled Collection Stop Stop Cigarettes Cigarettes Collected Any Product If yes, # of other

Repgriun by Ben Heyen at 20-12-2007 14:26:08

Page
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Patien: 5004 Site: CA_001 Investigator: C2785_03
CRF: Week 12{2) Bilank? N CRF Page #: 16
Visit: WEEK 12 Visit Date: 09-07-2007 Document #: R158485313
Section: Used_Studv_Tabac 7ol ]
Timepoint Start Date Start Time Date Time Collected ) {(g) Deviaticn? Brand Comments
Section: Used_Studv_Snus 8 of 11 Blank? N SectlonSlatus Entry Complete
Visit: WEEK 12 Section Date:  09-07-2007
Eptered By: Cindy Prakon Entry Time: 25-09-2007 11:10:19
' Last Modification Time: ~ 25-09-2007 11:21:47
Page number: 40
USED STUDY SNUS COLLECTION
Scheduled Collection Number of Study Any Product If Yes, # of
' Timepoint Start Date Start Time Stop Date Stop Time Pouches Collected Deviation? other brand: Comments
24 HOURS PRIOR TO 08-07-2007 1450 09-07-2007 1450 17 NO NA
CHECK-IN ‘
24 HOURS IN-HOUSE 09-07-2007 1500 10-07-2007 1308 6 NO NA
Section: Used_Study_Burn 9of 11 Blank? Y Section Status:  Entry Comﬁlete
Visit: WEEK 12 Section Date:  09-07-2007
Eptered By: Cindv Prakop Entry Time: 25-09-2007 11:10:19
Last Modification Time:  25-09-2007 23:15:55
Page number: 41
USED STUDY TOBACCO-BURNING CIGARETTE COLLECTION
Number of Study Tebacco-
Scheduled Collestion Burning Cigarettes Any Product If Yes, # of other
Timepoint Start Date Start Time Stop Date Stop Time Coilected Deviation? brand: Comments
Section: Used_Butt_Measur 10 of 11 Blank? N Section Status:  Entry Complete
Visit: WEEK 12 Section Date: 09-07-2007
Entered By: Cindv Prakop Entry Time: 25-09-2007 11:10:19
Last Modification Time:  25-09-2007 11:21:47
o Page number; 42
USUAL STUDY TOBACCO-BURNING CIGARETTE BUTT MEASUREMENT

Scheduled Collection
Date Pericd
p8-97~2007 24 HOURS PRIOR TO CHECK-IN

Clgarette Butt Number

Cigarette Bult Measurement (mm)

Section: Used Buit Measur 11 gf 11 Blank? N Section Status: Created
Visit: WEEK 12 Section Date:  09-67-2007
Entered By: Cindy Prakon Entry Time: 25-09-2007 11:10:19
Page 115

eport run by Ben Heyen at 20-12-2007 14:26:08
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Patiém:" 5004 Site: CA_001 e Investigator: C2785_03

CRF: Week 12(2) Blank? N CRF Page #: 16
. Visit; WEEK 12 _ Visit Date: 09”07'2,9,97 Document #: R158485313
Section; Used_Butt_Measur 11 of 11
Last Modification Time:

Page number: 43

] USED STUDY TOBACCO-BURNING CIGARETTE BUTT MEASUREMENT
Scheduied Collection
Date Period
Cigarette Butt Number Cigarette Butt Measurement {mm)

Click here to navigate to response history for this CRF

l!?{eport run by Ben Heyen at 20-12-2007 14:26:08 Page 116
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Site:

CRF: Week 12(3) Blank?

Visit: WEEK 12 Visit Date:
Entered Bv: Cindy Prakon Entry Time:

Discrepancies: Aciive Modification Time:

CA_o01
N
09-07-2007

25-09-2007 11:21:48
30-11-2007 13:27:47

Investigator: C2785_03
CRF Page #: 17
Document #: R158488813

CRF Status: Entrv Complete

Approval Status: Not Approved Approval Time: Approver:
' Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Unused_Study. Fro 1 gi 2 Blank? N Section Status;  Entry Complete
Visit; WEEK 12 . Section Date; 08-07-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 11:21:48

- Last Madification Time:
Page number:

29-11-2007 21:49:02
44

Unused Study Product Retumed

Amount Retumed

Date Actuat Time Product Retumed Flavor Packs individual Cigarettes f pouches
ND ND ND ND ND ND
Section: Study_Prod. Dispe 2of 2 Blank? N Section Status:  Enfry Complete
Visit;: WEEK 12 Section Date:  09-07-2007

Entered By: Cindy Prakop Entry Time:
Last Modification Time:

Page number:

25-09-2007 11:21:48
25-09-2007 11:23:29
44

STUDY PRODUCT DISPENSATION
Date Actual Time Product Dispensed
10-07-2007 1440 SNUS

Flavor
FROST

Amount Dispensed
2

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

*R"quﬁ run by Ben Heyen at 20-12-2007 14:26:08
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LKE KFeport 10r Dtuay Bobz/ussy.

Patieiii: 5004 Site: CA_001 Investigator: C2785_03
CRF: Week 14 Blank? N CRF Page #: 18
Visit: WEEK 14 Visit Date: 24-07-2007 Document #; R158489413
Entered By: Cindv Prakon Entry Time: 25-09-2007 11:23:30 CRF Status: Entry Complete
Discrepancies: Active Modification Time: 28-11-2007 09:58:20 ‘
%pgnroval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Hdvi Oral_Health 1of 5 Blank? N : Section Status: Eniry Complete
Visit: WEEK 14 Section Date:  24-07-2007

Entered By: Cindy Prakop Entry Time:

25-09-2007 11:23:30

Last Modification Time; ~ 25-09-2007 11:59:25
Page number: 45
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
1500 YES YES
Section: Expired_Carbon_M Z2ofd Blank? N Section Status: Entry Complete
Visit: WEEK 14 Section Date:  24-07-2007
Entered By: Cindv Prakop Entry Time; 25-09-2007 11:23:30
Last Modification Time:  25-09-2007 11:59:25
Page number: 45
EXPIRED CARBON MONOXDE
Actual Time ECO Lewvel (ppm) %COHp Comments
1617 32 05.7
Section: Vital 3of 5 Blank? N ~Section Status:  Entry Complete
Visit: WEEK 14 Section Date: 24-07-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 11:23:30
T Last Modification Time:  25-09-2007 11:59:25
) Page number; 45
VITAL SIGNS
Blood Pressure QOral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
1512 111 078 089 18 036.8 c
XXX.X
Comments
Section; Unused_Study_Pro 4of5 Blank? N Section Status: Entry Complele

Report run by Ben Heyen ai 20-12-2007 14:26:08

Page
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Patierw: 5004 Site:
CRF: Week 14 Blank?
Visit: WEEK 14 Visit Date:

CA_DOD1 Investigator: C2785_03
N CRFI Page #: 18
24—9_“772007

Section: Unused_Study_Pro 1 of 5
Visit: WEEK 14

Entered By: Cindy Prakop

Section Date:

Entry Time:
Last Medification Time:
' ~ Page number:

24-07-2007
25-09-2007 11:23:30
27-11-2007 23:27:57
46

Unused Study Product Returned

Amount Retumed

Document #: R158489413

Product Returned Flavor Packs Individual Cigareites / pouches
ND ND ‘ND - ND
Section: Study_Prod_Dispe Sold Blank? N Section Status; Entrv Complete
Visit: WEEK 14 Section Date;  24-07-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 11:23:30
' Last Modification Time:  25-09-2007 11:59:25
Page number: 46
STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flawor Amount Dispensed
1505 SNUS FROST 2

Click here to navigate to discrepancy detail for this CRF

Report run by Ben Heyen at 20-12-2007 14:26:08

Page 119



LK KFEepOort 10r DAy BovsZ/usLy -

Patieni: 5004 Site: CA_001
CRF: Week 16 Blank? Y
Visit: WEEK 16 Visit Date: 17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 11:59:30
Discrepancies: None Maodification Time:

Approval Time:

A#r_j:n:rroval Status: Not Approved

Verification: Not Verified Verification Time:

Investigator: C2785_03
CRF Page #: 19
Document #: R158498813

CRF Status: Created -

Approver:
Verifier:

Comment:
Section; Pro_Questionnair 1pf 6 o Blank? Y
Visit: WEEK 16 Section Date: 17-08-2007

Entry Time; 25-09-2007 11:59:30

Entered By: Cindy Prakop
) Last Modification Time:

Page number: 47

Section Status; Created

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

YES / NO

Section: Hdvl. Oral Heallh 2of 6 Blank? Y
Visit; WEEK 16 Section Date:  17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 11:59:30
Last Modification Time:
Page number: 47

Section Status: Created

HDYF? / ORAL HEALTH QUESTIONS INQUIRY

Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
Section: Vital 3pof 6 Blank? Y o Section Status: Created
Visit: WEEK 16 Section Date:  17-08-2007

Entry Time: 25-09-2007 11:59:30
Last Modification Time:
Page number: 47

Entered By: Cindy Prakop

VITAL SIGNS
Blocd Pressure Cral
Actuaf Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
: KXX.X
Comments
Section: Eapired Carbon M 40f 6 Blank? Y Section Status: Created
Visit: WEEK 16 Section Date:  17-08-2007

Report run by Ben Heyen at 20-12-2007 14:26:08
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Patiefi: 5004 Site: CA_001 Investigator: C2785_03
CRF: Week 16 Blank? Y CRF Page #: 19
' Visit: WEEK 16 Visit Date: 17-08-2007 Document #: R158498813
Section: FExpired_Carbon M 406
Eﬂtered By; Cindv Prakop Entry Time: 25-09-2007 11:59:30

Last Madification Time:

Page number; 47
EXPIRED CARBON MONOXIDE
Actual Time ECO Lewel (ppm) %COHb Comments
Section: Unused_Study_Pro Sof 6 Blank? Y Section Status: Created
Visit: WEEK 16 Sectlon Date: 17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 11:59:30
' Last Modification Time:
Page number: 48
Unused Study Product Retumed
Amount Retumed )
Product Retumed Flavor Packs Individual Clgarettes / pouches
Section: Study_Prod_Dispe : 6pofb Bla.nk?l Y Section Status: Created
Visit: WEEK 16 Section Date:  17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 11:59:30

Last Modification Time:
Page number:

48

STUDY PRODUCT DISPENSATION

Actual Time Product Dispensed

Fiavor

Amount Dispensed

Report run by Ben Heyen at 20-12-2007 14:26:08
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Patien 5004 Site: CA_001 Investigator: C2785_03
CRF: Week 18 Blank? Y CRF Page #: 20
Visit: WEEK 18 Visit Date: 17-08-2007 Document #: R158505413
Entered Bv: Cindv Prakon Entry Time: 25.09-2007 12:10:05 CRF Status: Created
Dig;screnancies: None Modification Time:
Apnroval Status: Not Approved Approval Time: Annrover:
Verification: Ngt Verified Verification Time: Verifier:
Comment:
Section: Hdyl_Oral Health lot5 Blank? Y Section Status:  Created
Visit: WEEK 18 Section Date:  17-08-2007
Eptered By; Cindy Prakop En’[ry Time; 25-09-2007 12:10:05
Last Modification Time:
Page number; 49
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
Section: Expired_Carbon M 2of 5 Blank? Y Section Status: Created
Visit: WEEK 18 Section Date: 17-08-2007
Entered By: Cindy Prakep Entry Time: 25-09-2007 12:10:05
- Last Modification Time:
Page number: 49
EXPIRED CARBON MONOXDE
Actual Time ECO Lewel {ppm) %COHb Comments
Section: Vital 3 of 5 Blank? Y Section Status:  Created
Visit: WEEK 18 Section Date:  17-08-2007
Entered By: Cindy Prakop Entry Time; 25-09-2007 12:10:05
Last Modification Time:
Page number: 49
VITAL SIGNS
Blood Pressure Orat
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
XXA.X
Comments
Section: Unused_Study_Pro 40of 5 Blank? Y Section Status: Crealed
Visit: WEEK 18 Section Date: 17-08-2007
Entered By: Cindy Prakop Ent['y Time: 25-09-2007 12:10:05
' Last Modification Time:
Page 122
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Patient 5004

CRF: Week 18
Visit: WEEK 18
Section;: Unused_Study_Pro

Site: CA_001
Blank? Y

Visit Date: 17-08-2007
4ol 5

Investigator: C2785_03
CRF Page #: 20
Document #: R158505413

Page number: 50

Unused Study Product Retumed

Product Returned

Amount Retumed

Flavor Packs Individual Cigarettes / pouches

Section: Study_Prod _Dispe

Visit: WEEK 18
Entered By: Cindy Prakop

5of 5 Blank? Y
Section Date; 17-08-2007

Entry Time: 25-08-2007 12:10:05
Last Modification Time:

Page number: 50

Section Status: Created

Actual Time

STUDY PRODUCT DISPENSATICN

Product Dispensed Flavor Amount Dispensed

Eepqu run by Ben Heyen at 20-12-2007 14:26:08
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UKE FEeport 10r dway Lo (UsLy .

Patieni: 5004 Site: CA_001
CRF: Week 20 . Blank? Y
Visit; WEEK 20 Visit Date: 17-08-2007

Entered By: Cindy Prakop Entry Time: 25092007 12:10:23
Discrepancies: None Modification Time:

Investigator: C2785_03
CRF Page #: 21
Document #: R158505513

CRF Status: Created .

Anproval Status: Not Approved Approval Time: Approver:
" Verification: Not Verified Verification Time: Verifier:
Comment;
Section: Pro_Questionnair 1of 6 Blank7Y - Section Status: Crealed
Visit: WEEK 20 Section Date:  17-08-2007
En_tered By: Cindy Prakop Entry Time: 25-09-2007 12:10:23
" Last Modification Time:
Page number; 31
PRO QUESTIONNAIRES
With the possible exception of urinating, did subject YES / NO
complete Smoker Core Quastionnaire PRIOR to any
study procedures being performed?
Section: Hdyf_Oral_Healih 2of 6 Blank? Y Section Status: Created
Visit: WEEK 20 Section Date:  17-08-2007

Entered By; Cindy Prakop En{ry Time; 25-09-2007 12:10:23
‘ Last Modification Time:

Page number; 51

HDYF? / ORAL HEALTH QUESTIONS INQUIRY

Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
Secﬁon: Vital Jof 6 Blank? Y Section Status: Created
Visit: WEEK 20 ' Section Date:  17-08-2007

Entered By: Cindy Prakop Entrv Time: 25-09-2007 12:10:23
e Y Y
i Last Modification Time:

Page number: 51

VITAL SIGNS .
Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
XK. X
Comments
Section: Expired_Carbon_M 40f 6 Blank? Y Section Status: Created
visit:. WEEK 20 Section Date:  17-08-2007

BEPqﬂ run by Ben Heyen at 20-12-2007 14:26:08
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Patient: 5004 Site: CA_001 ' Investigator: C2785_03
CRF: Week 20 Blank? Y CRF Page #: 21
Visit: WEEK 20 Visit Date: 17-08-2007 Document #: R158505513
Section: Expired_Carbon M 1 pf 6
Entered By: Cindy Prakop Entry Time: 23-09-2007 12:10:23
‘ Last Modification Time:
_Ij'fg_ge number: 51
EXPIRED CARBON MONOXDE _
Actual Time ECOC Lewel {ppm) %COHb Comments
Sectlon Unused_Study_Pro 50of 6 Blank? Y Section Status: Created
Visit: WEEK 20 Section Date:  17-08-2007
Eptered By: Cindy Prakop Entry Time: 25-09-2007 12:10:23
‘ ‘Last Modification Time:
Page number: 52
Unused Study Preduct Retumed
) Amount Retumed
Product Retumed Fiavor Packs Individual Cigarettes / pouches
Section: Study_Prod_Dispe Bofb Blank? Y Section Status: Created
Visit: WEEK 20 Section Date;  17-08-2007

Eptered By: Cindy Prakop Eniry Time: 25-09-2007 17:10:23

Last Modification Time:
Page number: 52

STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor - Amount Dispensed

Repa tun by Ben Heyen at 20-12-2007 14:26:08 ' Page 125
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Patieiic: 5004 Site: CA_001 Investigator; C2785 03
CRF: Week 22 Blank? Y CRF Page #: 22
Visit: WEEK 22 Visit Date: 17-08-2007 Document #: R158505613
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:10:36 CRF Status: Created
Discrepancies: Nane Modification Time:
Apnroval Status: Not Approved Approval Time: Approver:
~ Verification: Not Verified Verification Time: Verifier:
Comment:
Section; Hdyl, Oral Health 1of & Blank? Y Section Status:  Created
Visit: WEEK 22 Section Date: 17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:10:36
Last Modification Time:
Page number: 53
HDYF? f ORAL HEALTH QUESTIONS INQUIRY
Oral Health
Questions
Actual Time HDYF Performed? Performed? Comments
Section: Expired_Carbon_M 2 of 5 Blank? Y Section Sta't.us: Created
Visit: WEEK 22 Section Date:  17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:10:36
' Last Modification Time:
Page number: 53
EXPIRED CARBON MONOXDE
Actual Time ECO Lewel {ppm} %COHb Comments
Section: Vital 30f & Blank? Y Secﬁon'S‘Vtatus: Created
Visit: WEEK 22 Section Date;  17-08-2007
Entgred By; Cindy Prakop Entry Time: 25-09-2007 12:10:36
' Last Modification Time:
Page number: 53
VITAL SIGNS
Blood Pressure Oral
Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
XXX.X
Comments
Section: Unused_Study_Pro 4of 5 Blank? Y Section Status: Created
Visit: WEEK 22 Section Date:  17-08-2007

Entry Time:

Entered By: Cindy Prakop
- Last Modification Time:

25-09-2007 12:10:36

%?{epqn run by Ben Heyen at 20-12-2007 14:26:08
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Patieii: 5004 Site: CA_001 " | Investigator: 2785_03
CRF: Week 22 ' Blank? Y CRF Page #: 22
Visit: WEEK 22 Visit Date: 17-08-2007 Document #: R158505613
Section: Unused_Study_Fro 45 . -

Page number: 54

Unused Study Product Retumed
' Amount Retumed

Product Retumed Fiavor Packs Individual Cigarettes / pouches
Section: Study_Prod Dispe 50f5 Blank? Y Section Status:  Created
Visit: WEEK 22 Section Date;  17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:10:36

Last Modification Time:
Ra_ge number; 54

STUDY PRODUCT DISPENSATION
Actual Time Product Dispensed Flavor Amount Dispensed

Report un by Ben Heyen at 20-12-2007 14:26:08 Page 127



LIRE FEEPOTIt I0r dStuay BoL/us4y -

Patien: 5004

Site: CA_001 Investigator: C2785_03
CRF: Week 24 (Eos) Blank? Y CRF Page #: 23
Visit: WEEK 24 (EOS) Visit Date: 17-08-2007 Document #: R158505713
Entered By: Cindy Prakon Entry Time: 25-09-2007 12:10:46 CRF Status: Created
D;!i:s.crepancies: None Modification Time:
A%r;qroval Status: Not Approved Anproval Time: Approver:
" Verification: Not Venrfied Verification Time: Verifier:
Comment;
Secﬁon; Pro_Queslionnair 1pp12 Blank? Y Section Status Created

Visit: WEEK 24 (EQS)
Entered By: Cindy Prakop

Section Date:  17-08-2007
Entry Time: 25-09-2007 12:10:46
Last Modlfication Time:
Page number: 55

PRO QUESTIONNAIRES
Date 1. With the possible exception of urinating, did subject
complete Smoker Routine Questionnaire PRIOR to any
' study procedures being performed?

YES / NO

Section: Urine_Drug ' 2of 12 Blank? Y

Section Status; Crealed
Visit: WEEK 24 (EOS) Section Date:  17-08-2007
Entered By: Cindy Prakap Entry Time: 25-09-2007 12:10:46
Last Modification Time:
Page number: 55
Drug Screen
Date Drug Screen Resuilt

Section; Alcohol _Screen 3 of 12 Blank? Y Section Status: Created

Visit: WEEK 24 (EOS)
Entered By: Cindy Prakop

Section Date;  17-08-2007
Entry Time: 25-09-2007 12:10:46
Last Modification Time:
.. .Page number: 55

Alcohol Screen
Date Breathalyzer Resuit

Bla.nk'? Y Section Slatus Crealed

Section Date;  17-08-2007
Entry Time: 25-09-2007 12:10:46
Last Modification Time:
Page number: 55

Section: Preg _Test 4 of 12
Visit: WEEK 24 (EOS)
Entered By:  Cindy Prakop

Pregnancy Test

Repor run by Ben Heyen at 20-12-2007 14:26:08 Page 128



L KE FEeport Ior dDwuay Broz/ussy

Patietic: 5004

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

Site; CA 001
Blank? Y
Visit Date:v 17-08-2007

Investigator: C2785_03
CRF Page #: 23
Document #: R158505713

Section: Preg_Test 4 of 12
Date Result
Section: Usine_Coll 5 of 12 . Blank? Y Section Status: Crealed
Visit: WEEK 24 (EOS) Section Date:  17-08-2007
Eptered By: Cindy Prakop Entry Time: 25-09-2007 12:10:46
' Last Modificatlon Time:
Page number: 55
24-Heur Urine Collection
Total
E_ic:heduled Timepoint Start Date Start Time Stop Date Stop Time Volume Comments
Section: ECG 6 of 12 Blank? Y Section Status: Created
Visi: WEEK 24 (EOS) Section Date;  17-08-2007
]‘Entered By; Cindv Prakop Entr_y Time: 25-09-2007 12:10:46
' Last Modification Time:
Page number: 56 L
12-LEAD ELECTROCARDIOGRAM REPORT
Actual Time Ventricular Heart Rate
Cardiac Cycle Measurements
PR Interval QRS Duration QT Interval QTc Intenal
ECG INTERPRETATION:
Comments (related to abnommal, CS findings only):
Section: HdeOraLHeal.éﬁm 7 of 12 Blank? Y Section Status:  Created
Visit: WEEK 24 (EOS) Section Date;  17-08-2007
Entered By: Cindv Prakop Entry Time: 25-09-2007 12:10:46
: Last Modification Time:
Page number: 57
HDYF? / ORAL HEALTH QUESTIONS INQUIRY
Oral Heaith
Date Actual Time HDYF Performed? Questions
Performed? Comments
Section: Vital 8 of 12 Blank? Y Section Status:  Created

Visit: WEEK 24 (EOS)
Entered By: Cindv Prakop

Section Date:  §7-08-2007
Entry Time: 25-09-2007 12:10:46
Last Modification Time:

Report run by Ben Heyen at 20-12-2007 14:26:08
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Patieriit 5004 Site: CA_001 Investigator: C2785_03
CRF: Week 24 (Eos) Blank? Y CRF Page #: 23
Visit: WEEK 24 (EQS) Visit Date: 17-08-2007 Document #: R158505713
Section: Vital 8 of 12 .
Page number: 57
VITAL SIGNS
Biood Pressure Oral
Date Actual Time Systolic Diastolic Pulse Respiratory Rate Temperature Unit
XXX
Cormments
Section; OraI_Health_Exa.n.lh 9 of 12 B]ank?ﬂ Y Section Status: Created
Visit: WEEK 24 (EOS) Section Date:  17-08-2007

Entered By: Cindy Prakop

Entry Time:
Last Modification Titne:
Page number:

25-09-2007 12:10:46

37

ORAL HEALTH EXAMINATION

Date
Procedure Relevant Findings?* Findings
Section: Phys_Ezam 10 of 12 Blank? Y Section Status: Created
Visit: WEEK 24 (EQS) Section Date:  17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:10:46
: Last Modification Time:
Page number: 58
PHYSICAL EXAMINATION
Date
Code Number Code Relevant Findings? Findings
Section: Weight Height 11 of 12 BEank? Y Section Status Created
Visit; WEEK 24 (EOS) Section Date;  17-08-2007

Entered By: Cindy Prakop

Entry Time:
Last Modification Time:

25-09-2007 12:10:46

vage number;. 8 _
WEIGHT & HEIGHT
Date Weight Unit Height Unit
XXX.X XXX.X
Section; . Lab_FEval 12 of 12 Blank? Y Section Status: Created
Visit: WEEK 24 (EOS) Section Date;  17-08-2007
Entered By: Cindyv Prakop Entry Time:; 25-09-2007 12:1(:46

Repaort run by Ben Heyen at 20-12-2007 14:26:08
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UKE Feport I0r dtuay Koz (uszy .

Patient: 5004 Site: CA 001 Investigator: C2785_03

CRF: Week 24 (Eos) Blank? Y CRF Page #; 23
Visit: WEE_K 24 (EQS) Visit Date: 17-08-2007 Document #: R158505713
Section: Lab. Eval 12 of 12

Last Modification Time:
Page number: 59

Laboratory Evaluations
Date
Were the scheduled laboratory samples obtained? No, specify
P Requisition Number 1
ﬁequisition Number 2 {if applicable)
Were there any clinically significant labs? (Yes, specify below}
Requisition Number Test Name H/L Lab ID Lab Name

R?pqn run by Ben Heyen at 20-12-2007 14:26:08 Page 131
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Patierii: 5004 Site: CA_ 001 Investigator: C2785_03
CRF: Week 24-2 (Fos) Blank? Y CRF Page #: 24
Visit;: WEEK 24 (EOS) Visit Date: 17-08-2007 Document #: R158505813
Entered By: Cindv Prakon Entry Time: 25-09-2007 12:11:00 CRF Status: Created
Discrepancies: None Modification Time:
Armroval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Pk _Blood Biomark 1of 11 Blank? Y Section Status: Created
Visit; WEEK 24 (EOS) Section Date:  17-08-2007
Ep’[ered By: Cindv Prakop Entry Time: 25-09-2007 12:11:00
E Last Modification Time:
...Page number: 59
Bleod Sampling For Biomarkers/Chemistry/Hematology
(following an overnight fast)
Date Actual Time Comnments
Section: Expired_Carbon M Zof 11 Blank? Y Section Status; Created
visit: WEEK 24 (EQS) Section Date:  17-08-2007
Entered By: Cindv Prakop Entry Time: 25-09-2007 12:11:00
Last Modification Time:
Page number: 59
EXPIRED CARBON MONOXIDE
Date Actual Time ECO Lewel (ppm) %COHh Comments
Section: Blood_Sampl Cohb 3of 11 Bléﬁi(? Y Section Status: Created
Visit: WEEK 24 (EQS) Section Date; 17-08-2007
E!ltered By: Cindy Prakop Entry Time: 25-09-2007 12:11:00
Last Modification Time:
Page number: 59
Blood Sampling for %COHb
Date Actual Time Comments
Section;: Pre_Bronch_Spir 4of 11 Bié.nk? Y Section Status: Crealed
Visit: WEEK 24 (EOS) Section Date:  17-08-2007
Entered By: Cindy Prakop Entry Time; 25-09-2007 12:11:00
' Last Modification Time:
- Page number: 60
PRE-BRONCHODILATOR BEST BASELINE SPIROMETRY TEST RESULT
Actual Time
lippqrt run by Ben Heyen at 20-12-2007 14:26:08 Page 132
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CA_001

Patieiic 5004 Site: Investigator: C2785 03
CRF: Week 24-2 (Eos) Blank? Y CRF Page #: 24
Visit: WEEK 24 (EQS) Visit Date: 17-08-2007 Document #: R158505813
Section: Pre_Bronch_Spir 4o 11
of FEV1/FVC Testing FVC
Date Test Position FEViL FEV1 Predicted (%) FVCL Predicted (%) Comments
Section: Proventl Admin Sof 11 Blank? Y Section Status:  Created
Visit: WEEK 24 {EQS) Section Date:  17-08-2007 ~
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:11:00
Last Modiflcation Time:
o Page number: 60
PROVENTIL ADMINISTRATION
Actual Time
of Proventil
Date Administration Amount Administered Comments
Section: Post_Bronch_Spir 6of 11 Blank? Y Section Status: Created
Visit: WEEK 24 (EOS) Section Date:  17-08-2007
Entered By: Cindv Prakop Entry Time: 25-09-2007 12:11:00
' Last Modification Time:
Page number: 60
POST-BRONCHODILATOR BEST SPIROMETRY TEST RESULT
Actual Time
of FEV1/FVC Testing
Date Test Position FEV1L FEV1 Predicted (%) FVCL FVC Predicted (%) Commenits
Section: Used_Study_Tobac 7of 11 Blank? Y Section Status: Created
Visit: WEEK 24 (ECS) Section Date;  17-08-2007
Entered By: Cindv Prakop Entry Time; 25-09-2007 12:11:00
Last Modification Time:
o Page number: 61
USED STUDY TOBACCO-HEATING CIGARETTE COLLECTION
Nurmber 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 {qg) Denation? Brand
Section: Used_Study_Snus 8of 11 Blank? Y Section Status: Created
Visit: WEEK 24 (EOS) Section Date:  17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:11:00
Page 133
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L KI' FepOIT I0I Dluay ros/uULLy

Patieric; 5004 Site: CA_001
CRF: Week 24-2 (Fos) Blank? Y
Visit: WEEK 24 (EOS) Visit Date: 17-08-2007

Investigator: C2785_03
CRF Page #: 24
Document #: R158505813

Section; Used_ Study Snus 8 of 11

Last Modification Time:
Page number: 62

USED STUDY SNUS COLLECTION

Scheduled Collection Number of Study

Any Product IfYes, # of

Timepoint Start Date Start Time Stop Date Stop Time Pouches Collected DeMation? other brand: Comments
Section: Used_Studv_Bum 9of 11 Blank? Y Section Status: Cre-a;ted
Visit:. WEEK 24 (EOS} Section Date:  17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:11:00
Last Modification Time:
Page number: 63
USED STUDY TOBACCO-BURNING CIGARETTE COLLECTION
Number of Study Tobacco-
Scheduled Collection Buming Cigarettes Any Product If Yes, # of other
Timepoint Start Date Start Time Stop Date Stop Time Collected Deniation? brand: - Comments
Section: Used_Butt Measur 10 of 11 Blank? Y Section Status; Created
Visit: WEEK 24 (EOS) Section Date:  17-08-2007

Entry Time: 25-09-2007 12:11:00
Last Modification Time:
Page number: 64

Entered By: Cindy Prakop

USUAL STUDY TOBACCC-BURNING CIGARETTE BUTT MEASUREMENT
Scheduled Collection

Date Period
' Cigarette Butt Number

Clgarette Butt Measurement (mm)

Section: Used Butt Measur 11 of 11 Blank?wi; Section Status: Created
Visit: WEEK 24 (EOS) Section Date;  17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:11:00
. Last Modification Time;
Page number: 65 o
USED STUDY TOBACCO-BURNING CIGARETTE BUTT MEASUREMENT
Scheduled Cellection
Date Pericd
Cigarette Butt Number Cigarette Butt Measurement {mm)
Page 134
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Patient. 5004 Site: CA_001 Investigator: C2785_03
CRF: Week 24-3 Blank? Y CRF Page #: 25
Visit: WEEK 24 (EQS) Visit Date: 17-08-2007 Document #: R158505913
Entered By: Cindy Prakop * Entry Time: 25-09-2007 12:11:11 CRF Status: Created
Discrepancies: None Modification Time:
Apnproval Status: Not Approved Approval Time: Approver:
o Verification: Not Verilied Verification Time; Verifier:
Comment:
Section: Unused_Studv_l:lPro Blank? Y Section Status: Crealed

Visit: WEEK 24 (EOS)
Eniered By:  Cindv Prakop

Section Date; 17-08-2007
Entry Time: 25-09-2007 12:11:11

Last Modification Time:
Page number: 65A

Unused Study Product Retumed
Amount Retumed

Date Actual Time Preduct Retumed Flavor Packs Indiidual Cigarettes / pouches

Report run by Ben Heyen at 20-12-2007 14:26:08
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L KF Feport ror

Patie:-. 5004

CRF: Precon_Med
Visit: PRECON_MEDS

Entered By: Cindy Prakon

Discrepancies: None

P%q_biroval Status: Not Approved
- Verification: Not Verified

Comment:

Suay oL /ULLY.

Site:

Blank?

Visit Date:

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

CA_001

N

17-08-2007
25-09-2007 12:11:25
25-09-2007 12:11:54

Investigator:

CRF Page #:
Document #:

CRF Status:

Approver:
Verifier:

C2785_03
26
R158506013

Entry Complete

Section: Pre_Conmed
Visit: PRECON_MEDS
Entered By: Cindy Prakon

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

N

17-08-2007
25-09-2007 12:11:25
25-09-2007 12:11:54

66

Section Status:

Enfry Complete

Prevous and Concomitant Medications
l-ias the subject taken any medications prior to the first use of study product and/or during the study as restricted by the protocol?
’ Dose {

Seq# Drug Name Indication Dose Unit Route Specify Freq Specify

Start Date

NO

Stop Date/Ongoing

Reportrun by Ben Heyen at 20-12-2007 14:26:08
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Patieni; 5004
CRFE: AE
Visit: AE
Entered By: Cindy Prakop
Dg_ﬁcrenancies: None
@ngroval Status: Not Approved
Verification: Not Verified
Comment:

Site:

Blank?

Visit Date:

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

CA_001
N
17-08-2007

25-09-2007 12:11:55
25-09-2007 12:12:37

Investigator:
CRF Page #:
Document #:

CRF Status:

Approver:
Verifier:

C2785 03
27
R158506113

Eniry Complete

Section: Ae_Med
Visit: AE
‘%En,tered By: CindyPrakop

Blank?
Section Date:

Eniry Time:
Last Modification Time:
 Page number:

N

17-08-2007
25-09-2007 12:11:55
25-09-2007 12:12:37
67

Section Status:

Entry Compléte

Adverse Events

P\d the subject experience any adverse events? NO
Relationship to
Cnset Resohved/Changed Serious Relationship to Procedure Action Cutcome
Event No. Adverse Event Date Time Date Time Severity Produgt Taken to Date
Page 137
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WIKE Feport 1I0r dtudy Loz (uzzLy

Patienit™ 5004 Site: CA_001 Investigator: C2785_03
CRF: Ecg Unscheduled Blank? Y CRF Page #: 28
Visit: ECG_UNSCHED Visit Date: 17-08-2007 Document #: R158506413
Entered By: Cindy Prakon Entry Time: 25-09-2007 12:12:38 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
' Verification: Not Verified Verification Time: Verifier:
Comment;
Section: ECG Blank? Y Section Status: Created

Visit: ECG_UNSCHED
Entered By: Cindy Prakop

Section Date:  17-08-2007
Entry Time: 25-08-2007 12:12:38

Last Modification Time:
Page number: 68

Date Actual Time

UNSCHEDULED 12-LEAD ELECTROCARDIOGRAM REPORT
Ventricular Cardiac Cycle Measurements

Heart Rate PR Interval QRS Duration

QT Interai

QTc interval

Intempretation Comments

}{epqrt run by Ben Heyen at 20-12-2007 14:26:08
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5004 Site: CA_001 Investigator: C2785_03

Patieiii:
CRF: Lab_Unscheduled Blank? Y CRF Page #: 29
Visit: LAB_UNSCHED ‘ Visit Date: 17-08-2007 Document #: R158506613
Entered By: Cindv Prakop Entry Time: 25-09 2007 12:12:48 CRF 5Status: Created
Discrepancies: None Modification Time:
Anproval Status:  Not Approved Approval Time: Approver.
Vertfication: Not Verified Verification Time: Verifier:
Comment:
Section: Lab,Eval Blank? Y Section Status; Created
Visit: LAB_UNSCHED Section Date: 17-08-2007
Eptered By: Cindy Prakop Entry Time: 25-09-2007 12:12:48
Last Modification Time:
Page number: 69 -
Unscheduled Laboratory Evaluations
Clinically If Clinically Slgnificant, Specify
Date Requisition Number Significant? Test Name High(H)/Low{L} Lab ID . Lab Name Comments

Report run by Ben Heyen at 20-12-2007 14:26:08 Page 139



LKL Keport 1or

Suay Koz uzzy .

Patieti: 5004 Site; CA_001 Investigator: C2785_03
CREF: Viial_Unscheduled Blank? N CRF Page #: 30
Visit: VITAL_UNSCHED Visit Date: 30-04-2007 Document #: R157988913
Entered By: Ben Heven Entry Time: 21-09-2007 13:55:53 CRF Status: Eniry Complete
Discrepancies: None Modification Time: 21-09-2007 13:58:14
Anproval Status: Not Approved Approval Time: Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Vital Blank? N Section Status;  Entry Complete
Visit: VITAL UNSCHED Section Date:  30-04-2007
F,ntered By: Ben Heven En’[ry Time:; 21-09-2007 13:55:53
Last Modification Time: 21-09-2007 13:58:14
Page number: 70
UNSCHEDULED VITAL SIGNS
Oral
Blood Pressure Respiratory Temperature
Date Actual Time Systolic Diastclic Pulse Rate XXX X Unit Comments
30-04-2007 0851 096 61 NA NA NA NA
Bgapcgrt run by Ben Heyen at 20-12-2007 14:26:08 Page 140




LKE Feport 1or duay ros/iusey

Patient: 5004 Site: CA_001 Investigator: C2785_03
CRE: Stdy_Prdt_Dis_Unschedule Blank? Y CRF Page #: 31
Visit: STDY_PRDT_UNSCHE Visit Date: 17-08-2007 Document #: R158507013
Entered By: Cindy Prakon Entry Time: 25-09-2007 12:13:00 CRF Status: Created
D;screnancies: None Modification Time:
Aqqroval Status: Not Approved Apnproval Time: Approver:
Verification: Not Verilied Verification Time: Verifier:
Comment:
Section: Study_Prod_Dispe Eiénk? Y Section Status: Created
Visit: STDY_PRDT_UNSCHE Section Date:  17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:13:00
Last Modification Time:
_ Page number: 71
UNSCHEDULED STUDY PRODUCT DISPENSATION
Date Actual Time Product Dispensed Flawvor Amount Dispensed Comments
Page 141

]ilepqn run by Ben Heyen at 20-12-2007 14:26:08




LK

epOort 10r DAy ros/(Usey

Investigator: C2785_03
CRF Page #: 32
Document #: R1585(7713

CRF Status: Created

Anprover:
Verifier:

Section Status; Created

Patiernii: 5004 Site: CA 001
CRF: Expired_Co2_Unscheduled Blank? Y
Visit: EXPIRED_CO2_UNSC Visit Date: 17-08-2007
Entered By: Cindv Prakop Entry Time: 25-09-2007 12:14:29
I}jgcrepamcies: None Modification Time:
Approval Status: Nol Approved Anproval Time:
Verification: Not Verilied Verification Time:
Comment: ‘
Section: Expired Carbon_M ” Blank? Y
Visit: EXPIRED C0O2_UNSC Section Date;  17-08-2007
Entered By: Cindy Prakop Entry Time: 25-09-2007 12:14:29
' Last Modification Time:
Page number: 72
UNSCHEDULED EXPIRED CARBON MONCXDE
Date Actual Time ECO Level {ppm) %COHD Comments

Repart run by Ben Heyen aft 20-12-2007 14:26:08
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LKE FePOrt 10r dtudy oz /uzLy

Patienit’ 5004 Site: CA_001 Investigator: C2785_03
CRF: Oral Health_Unscheduled . Blank? Y CRF Page #; 33 .
Visit: ORAL_HEALTH_UNSC Visit Date: 17-08-2007 Document #; R158507813
Entered By: Cindv Prakop Entry Time: 25.09-2007 12:14:38 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: Approver:
 Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Oral_Health_Exam Blank? Y Section Status: Created

Visit: ORAL_HEALTH UNSC
Entered By: Cindy Prakop

Section Date:  17-08-2007
Entry Time: 25-09-2007 12:14:38
Last Modification Time:
Page number: 73

UNSCHEDULED ORAL HEALTH EXAMINATION

Date Actual Time Code Relevant Findings?

Comment

Report un by Ben Heyen at 20-12-2007 14:26:08
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L KI' FepOort 10r Duay roz/ruzzy

Patier:: 5004 Site: CA_001 Investigator: C2785_03
CREF: Spiromelry_Unscheduled Blank? Y CRF Page #: 34
Visit: SPIRO_TEST_UNSCH Visit Date: 17-08-2007 Document #: R158507913
Entered By: Cindy Prakop Entry Time: 25-08-2007 12:14:47 CRF Status: Created
Discrepancies: None Modification Time:
Approval Status: Not Approved Approval Time: " Approver:
Verification: Not Verified Verification Time: Verifier:
Comment:
Section: Pre_Bronch_Spir ' Blank? Y Section Status: Created
Visit; SPIRO_TEST_UNSCH Section Date:  17-08-2007
Eptered By: Cindy Prakon Eniry Time: 25-09-2007 12:14:47
Last Modification Time:
Page number: 74
UNSCHEDULED SPIROMETRY TEST RESULT
Proventl
Actual Time Timepoint based Administration FEV1 FvC
of FEV1/FVC Testing on Proventil {and time of Predicted Predicted
Date Test Position Administration Administration) ( Time) FEV1L (%) FVCL {%) Comments
Repari run by Ben Heyen at 20-12-2007 14:26:08 Page 144



LKE B

Patiet.i: 5004
CRF: Study_Completion
Visit; STUDY_COMP
Entered By: Cindv Prakop
Discrepancies: None
,E-’-}%cggroval Status: Not Approved
~ Verification; Not Verified
Comment:

Site:

Blank?

Visit Date:

Entry Time:
Modification Time:
Approval Time:
Verilication Time:

Eport 10r dtuay Eoz/ussy .

CA_001
N
17-08-2007

25-09-2007 12:14:57
25-09-2007 12:17:51

Investigator;

CRF Page #:
Document #:

CRFE Status:

Approver:
Verifier:

C2785_03
35
R158508113

Entry Complete

Section: StudV,CDIDD. “
Visit: STUDY_COMP
Entered By: Cindy Prakop

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

N

17-08-2007
25-09-2007 12:14:537
25-09-2007 12:1T:51

75

Section Status:

Eniry Complete

Study Completion
Did the subject complete the study?
Date the subject completed OR withdrew from the study:
Reason for Withdrawal
Spe;iﬁ_\
(/sf-" A,

Investigator Comments
Principal Investigator

NO

OTH

17-08-2007

SUBJECT DROPPED NON- COMPLIANCE

ate

LO Dee 07

Reparirun by Ben Heyen at 20-12-2007 14:26:08
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1 05/28/2007 1:03:37 AM —03500 Covance CLB PAGE 2 OF 30

Covance CLS
Marietta flency, M.D., Dirsctor

A 8211 SciCor Drive -
Sy Tel, +1 {800} 327 7270

Indianapolis, TN 45214-2985

.. LABORATORY REPORT

ACCESSION NO. 0062460
Page 1 of 3

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

PROTOCOL  6270-229
INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER:
PATIENT INITIALS:
VISIT: 1
Screen
COLLECTION TIME:11:25 DATE:26-Mar-2007
DATE RECEIVED IN LABORATORY: 27-Mar-2007
DATE REPORTED BY LABORATORY: -Mar-2007
SEX: F BIRTHDATE: M AGE: 36
SCREENING NUMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
CHEMISTRY PANEL
Tetal Bili 0.4 0.2-1.2 mg/dL
Alk Phos 108 H  31-106 U/L €13 e
ALT (SGPT) 10 6-34 U/L
AST (SGOT 13 9-34 U/L
GGT 31 L-48 U/L
LDH 143 53-234 U/L
Urea Nitr 8 4-24 mg/dL
Creatinine 0.8 0.4%-1.1 mg/dL
Glucose 86 70-115 mg/dL
Uric Acid 3.5 2.1-7.2 mg/dL
Calcium 9.7 8.3-10.6 mg/dL
Phosphorus 3.4 2.2-5.1 mg/dL
Total Prot 7.6 6.1-8.4 g/dL
Albumin 4.5 3.3-4.9 g/dL
Sodium 42 132147 mEq/L
Potassium 3.7 3.4-5.4 mEqg/L
Chloride 105 g4-~112 mEq/L
Investigator Signature: Date:
H{High) or L{Lou)=Values above ot below Covance CLS reference range B17181

LOCATION:Covance CLS

s T=Telephoned P="Panic" EX-Exclusion-as sgeeified by the sponsee

(IHV)

RX TIME 03,28 '07 01:12



03/28/2007 1:03:37 AM -0500 Covance CLS PAGE 3 QF 20

Covance CLS
Karietis Henry, M.0., Director
8211 SciCor Drive - Indianzpolis, IN U6Z1L-2985
Tel. #1 (800) 327 7270 ’
LABORATORY REPORT

ACCESSION NO. 0062460

Page 2 of 3

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

SPCONSOR REPORT TO: COLLECTION TIME:11:25 DATE:26-Mar-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 27-Mar-2007
Medical Director DATE REPORTED BY LARCRATORY: 27-Mar-2007
Covance CRU, Inc. : SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HEMNTOLOGY& DIFFERENTIAL PANEL
HGB 13.3 11.6-16.4 g/dL
HCT L1 uH-48 %
RBC L. 4 4.1-5.6x106/uL
MCV 92 79-88 fL
MCH 30 26-34 pg
MCHC 33 31-38 g/dL
RDW 4.1 12.0-15.0 %
RBC Morph Normocytic
wBC 8.61 3.80-10.70 x103/uL
Neutrophil 5.77 1.96-7.23 x103/uL
Lymphocyte 2.17 0.91-4.28 x103/uL
Monocytes 0.57 0.12-0.92 x103/uL
Eosinophil 0.06 0.00-0.57 x103/uL
Basophils 0.03 0.00-0.20 x103/uL
Neutrophil 67 .1 40.5-75.0 %
Lymphocyte 25.2 15.4-48.5%
Monocytes 6.7 2.6-10.1 %
Eosinophil 0.8 0.0-6.8 %
Basophils 0.4 0.0-2.0 %
Platelets 247 140-400 x103/uL

& 5.29-07

Investigator Signature: Date:

H{High) or L{Lou)-Yalues sbove or below Covance CLS reference range B17181
T=Telephoned P="Panic" EX-Exclusion-as specified by the spomser

(1)

LOCATION : Covarce CLS RX TIME  03-.28 '07 01:12



03/28/2007 1:03:37 AM -0500 Covance CLS

Covance CLS
Harietta Heney, H.0., Directar
821 SciCor Drive - Indianapolis, IN L6214-295
Tel. +1 (800) 327 7270

[LABORATORY REPORT

ACCESSION NO. 00862450
Page 3 of 3

INVESTIGATOR: (B17181)
David Carter, M.D.
c/c Marianma Alesi
Covance-Austin
313 East Anderson Lane %200
Austin, TX 78752
SPONSOR REPORT TO:
Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard

PROTGCOL

PACE 4 OF 30

6270-229

INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER.

PATIENT INITIALS:

VISIT: 1
Screen

COLLECTICN TIME:11:25 DATE:26-Mar-2007
DATE RECEIVED IN LABORATORY: 27-Mar-2007
PATE REPCRTED BY LABORATORY: 27-Mar-2007

SEX: F BIRTHDATE:
SCREENING NUMBER: S

Madison, WI United States 53704

AGE: 36

URINE MACRO & MICRO PANEL

Color Yellow
Clarity Hazy

Spec Grav 1.008

pH 5.5
Protein Negative
Glucose Normal
Ketones Negative
Bilirubin Negative
Urobilin Normal
Blood Negative
Nitrite +1 H
Leuk Est Negative
Microscop Positive mes

CELLULAR ELEMENTS
uBc 1

Gl

Is this Clinically
Significant/ Adverse
Event?

Ref Rng:
Colorless or Yellow
Ref Rng:Clear
1.003-1.035
5.0-8.0

Ref Rng:Negative
Ref Rng:Normal
Ref Rng:Negative
Ref Rng:Negative
Ref Rng:Normal
Ref Rng:
Negative-Trace
Ref Rng:Negative
Ref Rng:Negative

0-12 /HPF

3
Investigator Signature:

H(High) or L{Leu)=Yaluss abave or below Covence (LS referenca rangs
T=Telcphoned P="Panic" EX-Exclusion-as specified by the spenser

LOCATIRN :Covance CLS

RX TIME  03-28 '07 01:12

Yes

L1

E7131

(INV)

No

[

3-29-07

Date:



03/28/72007 1:03:37 AM 0500 Covance CLS PAGE 5 OF 30

Covance CLS
Merietta Henry, H.D., Director
8211 SciCor Drive - Indianapolis, IN 46214-2985
Tel., +1 (800) 327 7270
LABORATORY REPORT

ACCESSION NO. 0062460

Page 1 of 1

INVESTIGATCR: (B17181) PROTOCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0o Mariamma ARiesi RANDCMIZATION NUMBER:
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 1
Austin, TX 78752 Screen

SPONSOR REPORT TO: COLLECTION TIME:11:25 DATE:26-Mar-2007
Russell M. Dixon, MD DATE RECEIVED IN [LABORATORY: 27-Mar-2007
Medical Director DATE REPORTED BY LAB CRY : -Mar-2007
Covance CRU, Inc. SEX: F BIRTHDATE: w AGE: 36
340? Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
TOTAL IRON
lotal Tron 43 30-160 ug/dL
FOLLICLE STIMA_ATING HORMONE
FSH 4.2 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 ANTISODY-IGM
HepA IgMAb Negative No Ref Rng

o 32927

Investigator Signature: Date:

H(tigh} or L(Low)-Yslues above er below Covance CLS refarence range B
T=Telephoned P="Panic" EX-Fxclusion-as specified by the sponsor

(INV)

LOCATION:Covence CLS ‘ R TIME  03-28 07 01:12



(G3/28/200C7 1:03:37 AM -02500 Covance CLS

PAGE B OF 3¢

Covance CLS

Marieita Heney, M.0., Directo
8211 SeiCer Drive - Tndianapolis, IN
Tel, 1 {800) 327 1200

T
L6714-2985

LLABORATORY REPOR

ACCESSION NO. 0062460
Page 1 of 1
INVESTIGATOR: (B17181)
David Carter, M.D.
c/0 Marianna Alesi
Covance-Austin

T

PROTOCOL  6270-229
INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER:
PATIENT INITIALS:

313 East fnderson Lane #200 VISIT: 1
Austin, TX 78752 . Screen

SPONSOR REPORT TO: COLLECTION TIME:11:25 DATE:26-Mar-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 27-Mar-2007
Medical Director - DATE REPORTED BY LAB . -Mar-2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WI United States 53704

Y

HIV 1/HIV 2 ANTIBODY SCREEN
HIV-1/2 Non-Reactive Reference Ra
Non-Reactive

er

Investigator Signature:

"Tnis testing is performed as part of a elinicel irial. Diagnostic fesiing
shall be conducted locally." H(High) or L{Low)-Values ahove or helow Covance
raference range T=Telephoned P="Panic" EX-Exclusions as specified by the Sponsor

LOCATIOM:Covancs CLS R¥ TIME

Is this Clinically
Significant/ Adverse
Event?

Yes No

nge:

3-29-07

Date:

B17188

(V)

03-28 "07 01:12



G3/28/2007 1:03:37 AM ~0500 Covance CLS BPAGE 7 OF 320

Covance CL.S
Marietta fienry, H.D., Director
8211 SciCor Drive - Indiamapelis, IN U621L-2985
Tel, +1 (800} 327 7270
LAEORATORY REPORT

ACCESSION NO. 00624560

Page 1 of 1

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

SPONSOR REPORT TO: COLLECTION TIME:11:25 DATE:26-Mar-—-2007
Russell M. Dixch, MD DATE RECEIVED IN LABORATORY: 27-Mar-2007
Medical Director DATE REPORTED BY LAEQ - 27-Mar-2007-
Covance CRU, TInc. SEX: F BIRTHDATE: W AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S 8

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
HEPATLTIS B CORE ANTIBODY-IGM

Hep Bc IgM Negative Ref Rng:Negative

%’ 3-29-07

Investigator Signature: Date:

A{High} or L{tow)=Values above or helow Covince CLS refersnce range B17181
T=Telephoned P="Panic” EX-Exclusion-as specified by the sponser

{THV)

LOCATION:Covance CLS R TIME 03,28 07 01:12



03/28/2007 1:03:37 AM -0500 Covance CLS PAGCE 8 OF 30

Covance CLS
Marietta Henry, B.0., Director
8211 SciCor Drive - Indiznapolis, IN 46214-2985
Tel, +1 (800) 827 7270
LLABORATORY REPORT

ACCESSION NO. 0062460

Page 1 of 1

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

SPONSOR REPORT TO: COLLECTION TIME:11:25 DATE:26-Mar-2007
Russell M, Dixon, MD DATE RECEIVED IN [LABORATORY: 27-Mar-2007
Medical Director DATE REPORTED BY : ~Mar-2007
Covance CRU, Inc. SEX: F BIRTHDQTEW AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No

HAS PATIENT FASTED 8 HOURS?

Fasted? Yes
TS SUBJECT A SMOKER OR NON-SM?

smoker/non Smoker

Z-27-07
Investigator Signature: Date:

B17181

(40

LOCATION:Covance CLS R TIME 0328 '07 01:12



03/28/2007 2:05:468 AM -0400 Covance CLS PAGE 10 OF 18

-

Covance CLS
Mairiettz Henry, K.D., Direcior
8211 SciCor Drive - Indianapelis, IN 62142065
Tel, 1 {800} 327 7270 -
LABORATORY REPORT

ACCESSION NO. 0062460

Page 1 of 1

INVESTIGATCR: (B17181)
David Carter, M.D.
c/0 Marianna Alesi
Covance-Austin

313 East Andersen Lane #200

Austin, TX 78752
SPONSOR REPORT TO:

Russell M. Dixon, MD

Medical Director

Covance CRU, Inc.

3402 Kinsman Boulevard

PROTOCOL.  6270-229
INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER:
PATIENT INITIALS:
VISIT: 1
Screen
COLILECTION TIME:11:25 DATE:26-Mar-2007
DATE RECEIVED IN LABORATORY: 27-Mar-2007
DATE REPORTED BY LABORATORY: 28-Mar-2007
SEX: F BIRTHDATE: AGE: 36
SCREENING NUMBER: S5018

Madison, WI United States 53704

HEPATITIS B SURFACE ANTIGEN

HBSAG Negative
HEPATITIS C VIRUS ANTIBCDY

ANTI-HCV Negative
HEPRTITIS B SURFACE ANTIBODY

HBSAB Negative
ESTRADTIOL

Estradiol 80.9

e

Is this Clinically
Significant/ Adverse

Event?
Yes No
Ne Ref Rng
No Ref Rng
No Ref Rng
pg/mL

See Inv. Manual

Ol Apr 07

Investigator Signature:

Ddte:

H{High) ar L{Lou)=Values above or below Covance CLS reference range BB
T=Telepnored P="Panic" EX-Cxclusion-as specified by the sponsor

LOCATION :Covance CLS

{IW)

R¥ TIME G329 *07 01:14



04/2€8/2007 2:08:54 AM -0400 Covance CLS PAGE 2 OF 26

Covance CLS
Harieita Henry, M.D., Director
8211 Sciler Drive - Indianapolis, IV LE214-2985
Tel. +1 (800) 327 7210
LABORATORY REPORT

ACCESSION NO. N528366

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NC.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER: R5078
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 24 HR UR
Austin, TX 78752 24 Hr Urine Collection

SPONSCR REPORT T0: COLLECTION TIME:15:45 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 17-Apr-2007
Medical Director DATE REPORTED BY LA . 25-Apr-2007
Covance CRU, Inc. SEX: F BIRTHDATE: W AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S500

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No

URINE CREATININE, 24 HR

U24h Creat 579 . 600-1600 mg/24hr [1] =

UAlg2kCrea 87.8 mg/dL No Ref Rng
ELAPSED DATE AND TIME, 24HR

Elpsd D&T 1540 min
24 HR COLLECTION INFCRMATION

Start Date 15-Apr-2007

Start Time 15:45

Stop Date 16-Apr-2007

Stop Time 15:45
TOTAL 24HR URINE VOLUME

Total Vol. 660 mL

2.¥ Apr-07
Investigator Signature: [ate:

K(Hign) or L{Low}=Yalues above or below Covance CLS reference rance B17181
T=Telephoned P="Panic" EX-Exclusion-as specified by the spensor

{I§Y)

LOCATIOM: :Covance CLS FA TIME C4-.26 707 01:18



04/27/2007 2:23:3% AM -0400 Covance CLS

Covance CLS
Marictis Heney, M.0., Cirector

EAGE 8

8211 SeiCor Drive - Indianapolis, IN LE21L-268%

Tel, +1 {800) 327 7270

LABORATORY REPORT

ACCESSTON NO. 0062u82
Page 1 of 1
INVESTIGATOR: (B17181)
David Carter, M.D.
c/o Marianna Alesi
Covance-Austin

PROTOCOL ~ 6270-229
INVESTIGATOR NO.: 5

OF

13

RANDOMIZATION NUMBER: R5018

PATIENT INLTIALS:

313 East Anderson Lane #200 VISIT: 2
Austin, TX 78752 lieek O

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECELIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 26-Apr-2007
Covance CRU, Inc. SEX: F  BIRTHDATE: AGE: 36

3402 Kinsman Boulevard
Madison, WI United States 53704

SCREENING NUMBER: S$S500

sICAM-1
sICAM-1 4oL H 115-306 ng/mL

L

Investigator Signature:

RiKign) or L{low)=Values above or below Covance (LS reference range
T=lelephoned P="Fanic" EX-Exclusion-as specitied by the sponsor

LOCATION :Covance (LS R¥ TIME

Is this Clinically

Significant/ Adverse

Event?
Yes No
[ ] [vi//
284077
Date:

B17t81

{IW)

04,27 07 01:33



04/20/2007 12:46:13 PM -0400 Covance CLS PAGE 12  OF 18
Covance CLS
¥arietta Henry, 4.0., Dicector
8211 Seilor Drive - Indianapolis, IN 462{3-2983
Tel. +1 (800 327 7210
LABORATORY REPORT
ACCESSION NO. 0062482
Page 1 of 1
INVESTIGATOR: (B17181) PROTOCOL ~ 6270-229

David Carter, M.D. INVESTIGATOR NO.: 5

c/o Marianna Alesi
Covance-Austin
313 East Anderson Lane #200

RANDOMIZATION NUMBER: R5S004
PATIENT INITIALS:
ISTT: 2

Austin, TX 78752
SPONSOR REFORT TO:
Russell M. Dixon, MD
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard
Madison, WI United States 53704

Week 0O
COLLECTION TIME:15:28 DATE:15-Rpr-2007
DATE RECEIVED IN LABORATORY: 16-Apr-2007

DATE REPORTED BY LABORATORY: ~Apr-2007
SEX: F BIRTHDATE: AGE: 36
SCREENING NUMBER: S5

Is this Clinically
Significant/ Adverse

Event?
Yes No

CHEMISTRY PANEL

Total Bili 0.2 0.2-1.2 mg/dL

ALk Phos M H 31106 UL [ wA (A

ALT (SGPT) 4 B-34% U/L

AST (SGOT) 18 9-3 U/L

GGT 36 4-43 U/7L

LDH 132 53-234 U/L

Urea Nitr 14 424 mg/dL

Creatinine 0.9 0.4-1.1 mg/dL

Glucose 96 70-115 mg/dL

Uric Acid 3.9 2.1-7.2 mg/dL

Calcium 9.8 8.3-10.6 mg/dL

Phosphorus 4.0 2.2-5.1 mg/dL

Total Prot 7.4 6.1-8.4 g/dL

Albumin 4.1 3.3-1.9 g/dL

Sodium 11 132-147 mEg/L

Potassium 4.2 3.4-5.4 mEg/L

Chloride 105 94-112 mEg/L

» = iﬁ?ﬁf:;y i Tume? f7944L3/477
Investigator Signature: Date:
H(Hign) or L{taw)=Yalues above or belou Covance CLS reference range 317181
T=Telephoned P="Panic” EX-Fxclusion-as specified by the sponsor
- (D)

LOCATION: Covance CLS R TIME  Odr20 °07 11:55



. '04/20/2007 12:48:13 PM -0400 Covance CLS PAGE 14 or 18

Covance CLS
Harietta Henry, M.D., Direcior
8211 Seilor Orive - Indianapoiis, IN L6214-298%
: Tel. +1 {800) 3%7 7270
LABORATORY REPORT

ACCESSION NO, 0062482

Page 1 of 1

TNVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2 :
Austin, TX 78752 Week 0

SPONSOR REPORT TO: COLLECTTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 16-Rpr-2007
Medical Director DATE REPORTED BY LAE : -Apr-2007
Covance CRU, Inc. SEX: F BIRTHDATE: SW AGE: 36
3402 Kinsman Boulevard SCREENING NJMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
HOMOCYSTEINE

*1 HCY 8.35 3.36-20.44 umol/l Vi3

Note &% - UARNING: Specimens from patients who are on dvug therapy involving S-aderosyl-nethionine
may shoy falsely elevated levels of homocysizine, Specinens from paiients taking meihotrexate,
carhanazepine, phenytoin, mitrous oxide o 6-azauridine triacetale may have elevated levels

of honocysteine due to their sffect on the metabolic pathuay,

5Z{i@mdé@Jé%ﬁ¢4ﬁﬁﬁéﬂ4ﬂfgﬁy¢£§z¢?/ EE;%i;_J ‘iixzbﬁkC)*? 5}9[E§§,3/4577

Investigator Signature: ate:

i H(High} or L{lew)=Values above or below Covance (LS reference range Bi7181
g T:Telephoned P="Panic" ER-Exclusion-zs specified by the sponsor

(THY)

LOCATION:Cevance CLS RA TIME  Q4.20 07 11:55



04/17/2007 12:53:37 AM -0400 Covance CLS PAGE 14 OF 22

Covance CL.S
Harietta Henry, #.0., Director
8211 SeiCer Drive - Indianapolis, IN 45214-2968
Tel, «1 (800) 327 7270
LABORATORY REPORT

ACCESSION NO. 0062u82

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. TNVESTTIGATOR NO.: 5
c¢/o0 Marianna Alesi RANDOMIZATION NUMBER:
Covance-Austin PATTENT INTTTALS:
313 East Anderson lLane #200 VISIT: 2 )
Austin, TX 78752 Week O

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD ~ DATE RECETVED TN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LA : -Apr-2007
Covance CRU, Inc. SEX: F EIRTHDATE: RGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: 55018

Madison, WT United States 53704
. Is this Clinically
Significant/ Adverse

Event?
Yes No
HAS PATIENT FASTED 8 HOURS?
Fasted? Yes
(Ef;%fi{wy iLI w07
Investigator Sighature: Date:

$717181

(INV)

LOCATION:Covance CLS REX THE  04-17 707 Q0:02



(4/18/2007 4:38:53 AM —0400 Covance CLS PAGE 8 OF 14

Covance CLS
Karietiz fenry, M.0., Directer
§241 SciCor Orive - Indianapolis, IN Y46214-2985
Tel. +1 (800) 327 7279
LLABORATORY REPORT

ACCESSION NO. 0062482

Page 1 of 1

INVESTIGATOR: (B17181) . PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Rlesi RANDOMIZATION NUMBER:
Cavance-Austin PATIENT INITIALS:
313 East &nderson Lane #200 VISIT: 2
Austin, TX 78752 Week 0

SPONSOR REPORT TO: COLLECTION TIME:15:22 DATE:15-Rpr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LAB Y: 17-Apr-2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

cvent?
Yes No

CHEMISTRY PANEL - See Note 1
HEMATOLOGY& DIFFERENTIAL PANEL - See Note #1
URINE MACRO & MICRC PANEL

Color Yellow Ref Rng:

Colorless or Yellow
Clarity Hazy Ref Rng:Clear
Spec Grav 1.013 1.003-1.035
5.5 5.0-8.0

Protein Negative Ref Rng:Negative

Glucose Normal Ref Rng:Normal

Ketones Negative Ref Rng:Negative

Bilirubin Negative Ref Rng:Negative

Urobilin Normal Ref Rng:Normal

Blood Negative Ref Rng:

‘ Negative-Trace i

Nitrite +2 H Ref Rng:Negative L1 [«1

Leuk Est Negative Ref Rng:Negative

Microscop Positiveys
CELLULAR FLEMENTS

LBC 1 0-12 /HPF

Squam Epi 1 0-3 /HPF
MICROORGANISMS .

Bacteria Present '¢” Ref Rng:Not present

flote ¥1 - Mo specimen received _ )
Investigator Signature: : ¥ Date:
H(High) or ! (Lou)=Yalues above o below Covance (LS reference range BiTg!
T=Teleghoned P="Panic" EX-Exclusion-as spesified by the sponsor
(W)

LOCATION:Covance (LS A TIME 4.1 07 03:42



04/18/2007 11:01:58 AM ~0400 Covance CLE

Covance CLS
Farietta Heny, M.0., Director

8211 Scifor Drive -

Tel, +1 (800) 327 7270

MmmMINWﬂMS

LABORATORY REPORT

ACCESSION
Page
INVESTIGATOR: (B17181)
David Carter, M.D.
c/o0 Marianna Alesi
Covance-Austin
313 East Anderson Lane #200
Austin, TX 78752
SPONSOR REPORT TO:
Russell M. Dixon, M)
Medical Director
Covance CRU, Inc.
3402 Kinsman Boulevard

NO. 0062482
1 of 1

PACE 16 OF 22

PROTOCOL ~ 6270-229
INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER: RS004
PATIENT INITIALS: [
VISIT: 2

Week 0O

COLLECTION TIME:15:22 DATE:15-Apr-2007
DATE RECEIVED IN LABORATORY: 16-Apr-2007
DATE REPORTED BY LABORATORY: 138-Apr-2007
SEX: F BIRTHDATE: AGE: 36
SCREFNING NUMBER: S

Madison, WI United States 53704

HEMATOLOGY& DIFFERENTIAL PANEL

HGB 13.2

HCT 1

RBC 4.3

MCV 95

MCH 31

MCHC 52

RDW 13.7

RBC Morph Normocytic
wBC 8.95

Neutrophi.l 5.21

l.ymphocyte 2.99
Monocytes 0.59
Eosinophil 0.14
Basophils 0.03
Neutrophil b8.2
Lymphocyte 33.3
Monocytes 6.6
Eosinophil 1.5
Basophils 0.4
Platelets 255

(7.

11.6-16.4 g/dL
34-148 %
4.1-5.6x106/ul
79-98 fL
26-34 pg

31-38 g/dL
12.0-15.0 %

3.80-10.70 x103/uL
1.96-7.23 x103/uL
-4.28 x103/uL
.92 x103/uL
57 x103/uL
.20 x103/ul.
0%
5

Investigator Signature:

H{High) or {(Low)-Values above or below Covance (LS raferencs range
T=Telephoned P="Panic" EX-Cxclusicn-as specified by the spenser

LOCATION :Covance CLS

RA TIME  04-19

Is this Clinically
Significant/ Adverse

Event?
Yes No
11 fiﬂ?r%317
Datte:
B8
(INY)
07 10:11



04/18/2007 11:01:58 AM -0400 Covance CLS PAGE 18 OF 22

Covance CLS
Harietta Henry, #.0., Director
8211 SciCor Orive - Indianapolis, IN LE214-2983
Tel, +1 {800) 327 7770
LABORATORY REPORT

ACCESSION NO. 0062482

Page 1 of 1

INVESTICGATOR: (B17181) PRCTOCOL  6270-229
David Carter, M.D. INVESTIGATCR NO.: 5
c/o Marianna Alesi RANDOMIZATION NUMBER: R500u4
Covance-Austin PATIENT INITIALS:
313 East Anderscn Lane #200 VISTT: 2 :
Austin, TX 78752 Week 0

SPONSOR REPORT TO: CCLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LAECRATCRY: 16-Apr-2007
Medical Director DATE REPORTED BY LABORATCRY: 18-Apr-2007
Covance CRU, Inc. SEX: F BIRTHDATE: % AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?

Yes No
REBC CELL WASHING (i4-AEP-HE)
Wash/Store Cempleted

(2. 1§ Apr 677

Investigator Signature: IDate:

H(Hign) or L{Low}=Valuss above or below Covence CLS refersnce range 317181
T=Telephoned P="Panic” EX-Exclusion-as specified by the spansor

(I}

LOCATION: Covance CLS Ra TIME  04-19 707 10:11



04/1€/2007 11:01:58 AM -~-0400 Covance CLS PAGE 18 OF 22

Covance CLS
Heristta Henry, M.0., Dirgetor
8211 Seilor Drive - Indianzpolis, IN 46214-2485
Tel, +1 {300) 327 7270
I_LABORATORY REPORT

ACCESSION NO. 0062482

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL.  €270-229
David Carter, M.D. INVESTIGATOR NQ.: 5
c/o Marianna Alesi , RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2 :
Austin, TX 78752 ldeek ©

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LRBO%Tiiii | ii»ﬂpr~2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
HEMOGLOBIN A1C
Hgb Alc 5.6 Normals:
L4.3-6.1%
Stable Diabetics:
W.2-11.2%

I [T hpro7

Investigator Signatufe: Date:

H{High} or L{l.ow)-Values ahove or below Covance (LS reference range B17181
T=Telephoned P="Panic" EX=Exclusien-as specified by the sponsor

{IN)

LOCATION :Covance CLS R TIME 0419 707 10:11



04/19/72007 11:01:58 AM -0400 Covance CLS PAGE 20 OF 22

Covance CLS
Karietta Henry, M.D., Director

8211 SeiCor Drive -

Indianapelis, I 046214-2985

Tel. +1 (800) 327 7270

LABORATORY REPORT

ACCESSION NO, 0062u82
Page 1 of 1

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

Madison, WL United States 53704

PROTOCOL  6270-229
INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER: R5004
PATIENT INITIALS:
VISIT: 2

Week 0

COLLECTION TIME:15:29 DATE:15-Apr-2007

DATE RECEIVED IN LABORATORY: 16-Apr-2007

PATE REPORTED BY LABORATORY: 19-Apr-2007

SEX: F BIRTHDATE: AGE: 36

SCREENING NUMBER: $5018

Ts this Clinically
Significant/ Adverse

Event?
Yes No
LIPID PANEL
Triglycer 137 39-176 mg/dL
Cholest 190 14+1-240 mg/dL
HDL. Dex-S 35 34-82 mg/dl.
LEL Chol 128 75-172 mg/dL
2
- |1 Apro7
Tnvestigator Signature: Dkte:
H{digh) or L(Low):Values above or below Covance CLS reference range B8t
T-Telephoned P="Panic™ EX=Exclusion-as specified by the sponsor
{TNV)

LOCATION:Covance CLS

R¥ TR Q04-18 ’07 10:11



0471972007 2:09:35 AM -0400 Covance CLS PACE 5 OF 21

Covance CLS
Marietta Henry, ¥.0., Dirzcter
821% Seiler Drive - Indiamapolis, TV U82'L4-2985
Tel. #1 (800) 327 7271
LABORATORY REPORT

ACCESSION NO, 0062482

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL £270-22¢
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATICON NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2 :
‘Austin, TX 78752 Week 0

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE: 15-Apr-2007
Russell M. Dixen, MD DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LABQRATORY: 18-Apr-2007
Covance CRU, Inc. SEX: F BIRTHDATE: SW AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WT United States 53704

Is this Clinically
Significant/ Adverse
Event?
Yes No
FIBRINOGEN
Fibrinogen 257 200-400 mg/dL

& 11 Apro7

Investigator Signgfure:

H{Kigh) or L{Lau}=Valuss above or below Covancs CLS reference range B17181
T:Telephoned P-"Panic” EX-Exclusion-as specificd by the sponser

(INV)

LOCATION:Covance CLS RE TIME 04,19 '07 01:19



‘04/17/72007 12:53:37 AM -0400 Cavance CLS PAGE 17 OF 22

Covance CLS
Haristta Henry, M.0., Director
8211 Scilor Drive - Indiznapelis, TN 462142983
Tel, 1 (800) 327 7270
LABORATORY REPORT

ACCESSION NO. 0062482

Page 1 of 1

INVESTIGATOR: (H17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Mariarma Alesi RANDOMIZATION NUMBER:
Cevance-Austin PATIENT INITIALS:

313 East Anderson Lane #200 VISIT: 2
Austin, TX 78752 Week 0 .

SPONSOR REPORT TO: COLLECTION TIME:15:23 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 16-Apr-2007
Covance CRU, Inc. SEX: F BIRTHDATE: RAGE: 36
3402 Kinsman Boulevard -SCREENING NUMEBFR: Sb

Madison, WI United States 53704

- Is this Clinically
Significant/ Adverse

Event?
Yes No
OXIDIZED LDL - See Note #1
Oxidizel DL Awaiting specimen arrival
lote #1 - Specimen not submitled; please ship opesting uill be canceled.
. jéﬁa:fi—-' UuJunc?
Investigator Signature: Date:

HiHign) or L{Low)-Values above or balow reference range. 317181
Testing perforned by: Pacific Biomefrics
220 est Harrison Street; Seatile, e G313

(IK)

LOCATION :Covance CLS RX TIME 04,17 07 00:03



¢4/17/2007 12:53:37 AM -0400 Covance CLS5S PAGE 12 or 22

Covance CLS
Marietia Henry, M.0., Director
8211 Sciler Drive - Indianapolis, IN U46214-2965
Tel, +1 (800) 327 7270
LABORATORY REPORT

ACCESSION NO. 0062482

Page 1 of 1

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

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LA : -Apr-2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: 55018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
sICAM-1 - See Note #1
sICAM-1 Awaiting specimen arrival
Note ¥1 - Specimen not submitied; please ship or tesiing uill he canceled.
e it Touno’l
Investigator Signature: Date:

Hettigh) or L{Low)=Values above or below Covance CLS reference range H17m

T=Talephoned P="Panic” EisExclusion-as specified by the spensor

{IHY)

LOCATION :Covance CLS Re TIME  04-17 *0O7 0C:C3



04,17/2007 12:53:37 AM -0400 Covance CLS PAGE S QF 22

Cowvance CLS
Marietta Hency, M.D., Director
8211 Seiler Drive - Indianapolis, IN L621L-2985
Tel. + {800) 327 7270
LABORATORY REPORT

ACCESSION NO. 0062482
Page 1 of 1
INVESTIGATOR: (E17181)
David Carter, M.D.

PROTOCOL ~ 6270-229
INVESTIGATOR NO.: 5

c/o Marianna Alesi
Covance-Austin
313 East Anderscn Lane #200

RANDOMIZATION NUMBER:
PATIENT INITIALS:
VISIT: 2

Austin, TX 78752 Week 0
SPONSOR REPORT T0: COLLLECTTON TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECELIVED IN LABORATORY: 16-Apr-2007

Medical Director DATE REPORTED BY LA :_16-Fpr-2007
SEX: F BIRTHDATE: AGE: 36
SCREENING NUMEER: S

Covance CRU, Inc.

3402 Kinsman Boulevard
Is this Clinicall
Significant/ Adverse

Madison, WI United States 5370u

Event?

Yes No
TOTAL TIRON - See Note #1
C-REACTIVE PROTEIN - See Note #1
CARBOXYHEMOGLOBIN - See Note #1

Note 41 - No specimen received ~
. ff?fil.~ 1 Junc?
Investigator Signattre: Date:

H{High) or L{Lou):Valuss above or belou Covancs CLS reference range B17181
T=Telephoned P-"Panic" EX-Exclusion-as specified by the sponsor

{ThY)

LOCATION:Covance CLS RETIME 04,17 'OV 00:03



04/19/2007 11:01:58 AM -0400 Covance CLS PAGE 17 OF 22

Covance CLS
Karietts Henry, K.D., Diractor
8211 SeiCor Drive - Indianapelis, I¥ U4621L-2985
Tel, +f {800) 327 7270
L ABORATORY REPORT

ACCESSION NO. 0062482

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL. ~ 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2 )
Austin, TX 78752 Week O

SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DCATE REPORTED BY LABORATORY: 19-Apr-2007
Covance CRU, Inc. SEX: F BIRTHDATE: M AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Ts this Clinically
Significant/ Adverse
Event?

Yes No
C-REACTIVE PROTEIN

CRP-HS 0.086 ¢=0.287 mg/dL

a N

Investigator Signature: Dat:

o0/
e

me}wHUMﬁwmaM%mhdw%hme&Smhmmrm¢ Bi7181
T=Telephoned P="Panic" TA-Exclusion-as specified by the sponsor

(IHV)

LOCATION:Covance (LS R TIME 0419 °C7 10:11



‘0472072007 12:46:13 PM -0400 Covance CLS PAGE 13 OF 18

Covance CLS
farietia denry, H.0., Direcior
821 Seilor Deive - Indiamapolis, IN U621%-208%
Tel, +f (B00) 327 7210
LABORATORY REPORT

ACCESSION NC. 0062482

Page 1 of 1

INVESTIGATOR: (B17181) PROTCCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION N - RS00Y4
Covance-Austin PATIENT INITIALS:

313 East Anderson lLane #200 VISIT: 2 :
Austin, TX 78752 Leek O :

SPONSCR REPORT TO: CCLLECTION TIMZ=:15:29 DATE:15-Apr-2007
Russell M. Dixon, M) DATE RECEIVED IN LABORATORY: 16-Rpr-2007
Medical Director DATE REPCRTED BY LABCRATORY: 20-Apr-2007
Covance CRU, Inc. : SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse
Event?
Yes No
CARBOXYHEMOGLOBIN )
Carboxyhem 9.6 % saturation 5
No Ref Rng

v . |\ Teno? .
,Mﬁf/zg e S350/ A v 0%[2,3/57

Investigator Signature: Date:

K(Hioh) or L{Loe)=Yalues above or below Covance CLS refersnce range Bi718¢
T=Telephoned P="Panic" EX:Exclusion-as specified by the sponsor

(TRY)

LOCATION :Covance CLS Re TIME 04,20 707 1155



0a/21/2007 10:28:20 AM —~0400 Caovance CLS PAGE 5

OF 7
Covance CLS
Karietta Henry, M.D., Director
8211 Scilor Drive - Indianapolis, IN LE214-2985
Tel, «1 (800) 327 7270
LABCRATORY REPORT
ACCESSTION NO. 0062482
Page 1 of 1
INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER: R5004
Covance~Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2
Austin, TX 78752 lWeek Q
SPONSOR REPORT TO: COLLECTION TIME:15:29 DATE: 15-Apr-2007
Russell M. Dixon, M3 DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 21-Apr-2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36

3402 Kinsman Boulevard SCREENING NUMBER: S5
Madison, WI United States 53704 :

Ts this Clinically
Significant/ Adverse

Event?
Yes No
TOTAL IRON
Total Iron 52 30-160 ug/dL
2?74&01\0'7
Investigator Signature: Date:
filHigh) or L{Low)=Values abeve or helow Covance (LS reference range B17181
[=Telephaned P="Panic” EX-Exclusion-as specified by the sponsor
{INY)

LOCATION :Covance CLS RA TIME  O4-.21 07 09:37



C4/18/2007 4:38:53 AM -040Q0 Covance CLE

DAGE © OF 14
Covance CLS
Marietls Henry, M., Director
821 SeiCer Drive - Indianapelis, IN 45214-2%€5
Tel., +1 {800) 327 7270
LABORATORY REPORT
ACCESSION NO. 0062u82
Page 1 of 1
INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Alesi RANDOMIZATION NUMBER:
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 2
Austin, TX 78752 bWeek 0
SPONSOR REPORT TQ: COLLECTION TIME:15:29 DATE:15-Apr-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 16-Apr-2007
Medical Director DATE REPORTED BY LABORATORY: 17-Apr-2007
Covance CRYJ, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, LI United States 53704

URINE CREATININE, SPOT
Rnd \r Crt 66 mg/dL No Ref Rng

Investigator Signature:

fiHigh) or L{Lov}-Values chove or below Cevanca CLS reference range
T-Telephoned P="Panic" EX-Exclusion-as specified by the sponsor

LOCATION :Covance CLS Ry TIME Q418

Is this Clinically

Significant/ Adverse

Event?
Yes No
1%149r~0'7
1 Date:
B
(I

‘07 Ga4e



05/04/2007 4:38:25 AM -0400 Covance CLS PAGE 2 CF 28

Covance CLS
Mariettz Henry, H.D., Director
8211 Scilor Drive - Indianapolis, IN L6214-2383
Tal. +1 (800) 327 7270
| ABORATORY REPORT

ACCESSION NO. 0062502
Page 1 of 1

INVESTIGATOR: (B177181) PROTOCOL  6270-229
David Carter, M.D. TNVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson lane #200 VISIT: 4
Austin, TX 78752 Week 2

SPONSOR REPORT TO: COLLECTION TIME:CS:03 DATE:30-Apr-2007
Russell M. Dixon, MD DATE RECETVED TN LABORATORY: 01-May-2007
Medical Director DATE REPORTED BY LABORATORY: 03-May-2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3u02 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WT United States 53704

Is this Clinically
Significant/ Rdverse

Event?

Yes No

CARBOXYHEMOGLOBIN
Carboxyhem 3.3 % saturation
No Ref Rng
1(41’/' o4 Muy O7
Investigator Signature: Dafe:

H{High) or L(Low):Values above or below Covance CLS refarence range g17181
T=Telephoned P="Panic" EX:Exclusion-as specified by the sponsor

{Iv)

LOCATION:Covance CLE _ RE TIME 0804 07 03:48



0771572007 3:03:41 AM ~0400 Covance CLS PAGE 4 OF B

Covance CLS
Farietla Kenry, M.D., Directer
8211 SeiCor Jrive - Indiamapolis, IN U46214-298%
Tel, #1 {(§00) 327 720
LABORATORY REPORT

ACCESSTON NO. P150649

Page 1 of 1

TNVESTIGATOR: (B17181) PROTOCOL.  6270-229
David Carter, M.D. TNVESTIGATOR NO.: 5
c/a Marianna Alesi - RANDOMIZATION NUMBER: R5004
Covance-Austin PATTENT INITIALS:
313 East Anderson Lane #200 VISIT: 24 HR UR
Austin, TX 78752 24 Hr Urine Collection

SPONSOR REPORT TO: COLLECTION TIME:14:58 DATE:10-Jul-2007
Russell M. Dixon, MJ DATE RECEIVED IN LABORATORY: 11-Jul-2007
Medical Director DATE REPORTED BY LABORATORY: 14-Jul-2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No

URINE CRFATININE, 24 HR

U24h Creat 956 600-1600 mg/2uhr

UAlg2UCrea 83.1 mg/dL No Ref Rng
ELAPSED DATE AND TIME, 24HR

Elpsd D&T 1440 min
24 HR COLLECTION INFORMATION

Start Date 09-Jul-2007

Start Time 14:58

Stop Date 10-Jul-2007

Stop Time 14:58
TOTAL 24HR URINE VO!_UME

Total Vol. 1151 mL

s )7 Twlo?
Investigator Signature: Date:

HiHign) or L{Low)=Values above or below Covance CLS: reference range B1718t
T=Telephoned P="Panic" EX-Exclusion-as specified by the sponsor

{IN)

LOCATIOM:Covance CLS . RE TIME 0712 07 02:14



U/ 13720907 ¢:07:08 AM —-0400 Covance CLS PAGE 3 CF 5

Covance CLS
¥arietia Henry, M.0., Director
8211 Seior Ceive - Inolamapolis, TN UE21L-2985
Tel, + (800) 327 7270

LABORATORY REPORT

ACCESSION NO. 0850695

Page 1 of 1

INVESTIGATOR: (B17181) PROTCCOL  6270-229
David Carter, M.D, INVESTIGATOR NO.: 5
c/0 Marianma Nlesi RANDCMIZATICN NUMBER: R500u
Covance-Austin PATIENT INITTALS:
313 East Anderson lLane #200 VISIT: 9
Austin, TX 78752 Week 12

SPONSCR REPORT C: COLLECTION TIME:07:13 DATF:10-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 11-Jul-2007
Medical Director DATE REPORTED BY LABORATORY: 13-Jul-2007
Covance CRU, Inc. SEX: ¥ BIRTHDATE: w EfGF: 36
3402 Kinsman Boulevard SCREENING NUMBER: 55013

Madison, WL United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
TOTAL IRCN
Total Tron 26 L 30-160 ug/dL [ ol
C~REACTIVE PROTEIN .
CRP-HS 0.052 <=0.287 mg/dL
CARBOXYHEMOGLOBIN
Carboxyhem 3.7 % saturation
No Ref Rng
o 1?7 Tu (g7
Investigator Signature: Date:
HiHigh) or L{Low)<Values above or below Cavance (LS veference range B7181
[=Telephened P="Panic” EX-Exclusion-as specified by the sponsor
{IH¥)

LOCATION :Covance CLS R TIME  C7-13 'O7 08:17



07/13/2007 1:58:39 AM -0400 Covance CLS PAGE 14 OF 26

Covance CLS
Harietia Henry, K.D., Director
821 SciCor Drive - Indiamapolis, TN 46214-2983
Tel, + (800) 327 7270
‘LABORATORY REPORT

ACCESSTON NO. 0850695

Page 1 of 3

INVESTIGATOR: (B17781) PROTOCOL  6270-229
David Carter, M.D. INVESTICATOR NO.: 5
c/0 Mariamna Alesi RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: O
Austin, TX 78752 Week 12

SPONSOR REPORT TO: CCLLECTION TIME:07:13 DATE:10-Jul-2007
Russell M, Dixon, MD DATE RECEIVED IN LABORATCRY: 11-Jul-2007
Medical Director DATE REPCRTED EY LABORATORY: 12-Jul-2007
Covance CRU, Tnc. | SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No

CHEMISTRY PANEL

Total Bili 0.2 0.2-1.2 mg/dL

Alk Phos 111 H  31-106 U/L [ L1

ALT (SGPT) 13 6-34 U/L

AST (SGOT) 15 9-34+ U/L

GGT 27 L-49 U/L

LDH 137 53-234 U/L

Urea Nitr 13 4-24 mg/dL

Creatinine 1.0 0.4-1.1 mg/dL

Glucose 103 70-115 ma/dL

Uric Acid 3.3 2.1-7.2 mg/dL

Calcium 9.9 8.3-10.6 mg/dL

Phosphorus 4.9 2.2-5.1 mg/dL

Total Prot 7.2 6.1-8.4 g/dL

Albumin 4.1 3.3-4.9 g/dL

Sodium 42 132-147 mEg/L

Potassium 3.8 3.4-5.4 mEg/L

Chloride 105 94-112 mEg/L

17 Fulo?
Tnvestigator Signature: Date:
H{High) o L(Low):Values above or below Covance (LS reference range 3i716!
I=Telephoned P="Panic" EX-Exclusion-as specified by the sponsor
(IN)

LOCATION :Covance CLS

R¥ TIME 07-13 '07 01:0%



07/13/2007 1:58:38 AM -0400 Covance CLE PAGE 15 OF 26
Covance CLS
Marictta Heney, H.0., Oirector
8211 Scilor Drive - Indinapolis, IN 46214-2963
Fel. +1 {800) 327 720
LABORATORY REPORT
ACCESSION NO. 0850695
Page 2 of 3
INVESTIGATOR: (B17181) PROTOCOL  6270-229

David Carter, M.D.
c/o Marianna Alesi
Covance-Austin
313 East Anderson Lane 200
Austin, TX 78752

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

INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER: R5004
PATIENT INITIALS:
VISIT: 9
lleek 12
COLLECTION TIME:07:13 DATE:10-Jul-2007
DATE RECEIVED IN LABORATORY: 11-Jul-2007/
DATE REPORTED EY LAEORATORY: 12-Jul-2007
SEX: F BIRTHDATE: ACE: 36
SCREENING NUMBER: S5018

Is this Clinically
Significant/ Adverse

Event?
Yes No

HEMATOLOGY& DIFFERENTIAL PANEL

HGE 12.5 11.6-16.4 g/dL

HCT 2 34-u8 %

RBC 4.3 4.1-5.6x106/ul

MCV 98 79-98 fL

MCH 29 26-3% pg

MCHC 30 L. 31-38 g/dL (N (%4

ROW .6 12.0-15.0 %

RBC Morph Normocytic

WBC 8.87 3.80-10.70 x103/ul.

Neutrophil 5.141 1.96-7.23 x103/ui

Lymphocyt.e 2.53 £.91-4.28 x103/u.

Monocytes 0.78 0.12-0.92 x103/uL

Eosinophil 0.11 0.00-0.57 x103/uL

Basophils 0.03 0.00-0.20 x103/ul.

Neutrophil 61.0 40.5-75.0 %

L.ymphocyte 28.5 15.4-48.5%

Monocytes 8.8 2.6-10.1 %

Eosinophil 1.2 0.0-6.8 %

Basophils 0.4 0.0-2.0 %

Platelets 219 140-400 x103/ul

B & 17 Julo?
Investigator Signature: Date:
H{High) or L{low)-Values shove or below Covance CLS reference range 317181
T=Telephcned P="Panic" [X:Cxclusion-as spesified by the sponsar
(V)
LOCATION::Covance CLS R TIME  C7-13 '07 01:00



0771372007 1:58:39 AM -0400 Covance CLS PAGE 16 OF 25

Covance CLS

Marieita Heney, M.0., Director

8211 Scior Drive - Indiamapelis, IN L6214-2985

Tel. +f (800) 327 7270

ILABORATORY REPORT

ACCESSTON NQ. 0850695
Page 3 of 3

INVESTIGATOR: (B17181)

David Carter, M.D.
c/0 Mariamna Alesi

Covance-Austin
313 East Anderson Lane #200

Austin, TX 78752

SPONSOR REPORT TO:

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

3402 Kinsman Boulevard
Madison, WI United States 53704

PROTOCOL 6270229
INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER: RSO0
PATIENT INTTIALS:
VISTT: 9 )

Week 12

COLLECTION TIME:07:13 DATE:10-Jul-2007
DATE RECEIVED IN LABORATORY: 11-Jul-2007
DATE REPORTED BY LABORATORY: 12-Jul-2007
SEX: F BIRTHDATE: AGE: 36
SCREENING NUMBER: S50718

Color

Clarity
Spec Grav
o
Protein
Glucose
Ketones
Bilirupin
Urobilin
Blood

Nitrite
Leuk Est
Microscop

URINE MACRO & MICRO PANEL

Yellow

Clear
1.005
5.5
Negative
Norma L
Negative
Negative
Normal
Negative

Negative
Negative
Negative

Is this Clinically
Significant/ Adverse
Event?

Yes Na

Ref Rng:
Colorless or Yellow
Ref Rng:Clear
1.003-1.035
5.0-8.0

Ref Rng:Negative.
Ref Rng:Normal
Ref Rng:Negative
Ref Rng:Negative
Ref Rng:Normal
Ref Rng:
Negative-Trace
Ref Rng:Negative
Ref Rng:Negative

- )7 (o7

Investigator Signature:

LOCATION :Covance CLS

Date:

Hiitigh) or L{Low)=Values zbove or balow Covance CIS reference range 817187
T=Telephoned P-"Panic" EX-Exciusion-as specified by the spensor

(TN}

RATIME Q713 07 01:09



07/13/2007 1:58:39 AM -0400 Covance CLS PAGE 17 OF 28

Covance CLS
Marietta Hemry, M.D., Director
8211 Scifar Drive - Indianapolls, TN U6214-2985
Tel. +1 (B00) 327 7200
LABORATORY REPORT

ACCESSION NO. 0850695

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Rlesi RANDOMIZATION NUMBER: R500W
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIiT: 9
Austin, TX 78752 Week 12

SPONSOR REPORT TO: COLLECTION TIME:07:13 DATE:10~Jul-2007
Russell M. Dixon, M) DATE RECEIVED IN LABORATORY: 11-Jul-2007
Medical Director DATE REPORTED BY LABORATORY: 12-Jul-2007
Covance CRU, Inc. SEX: F BIRTHDATE: w AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5

Madison, WI United States 53704

Ts this Clinically
Significant/ Adverse

Event?
Yes No
HOMOCYSTEINE
*1 HCY 9.uu 3.36-20.u4 umel/L
Note %1 - WARNING: Specimens from paiients uho are on drug therapy involving S-adenosyl-methioning
nay show falsely elevaied levels of homocysteine. Specimens fram palients taking methoirexie,
carbanazepine, phenyioin, nitrous oxide or f-azauridine trizeetate may have elevated levels
of homacysteine dug 1o their effect on the metaboiic pathuay.
Investigator Signature: ' Date:
H(High} or L{Low)=Values above or below Covance CLS reference range B17181
T=Telephoned P="Panic" EX-Fxclusion-as specified by the sponsor
(ThY)

LOCATION: Covanoe CLS RA TIrE  07-13 '07 01:09



07/13/2007 1:58:38 aM -0400 Covance CLS PAGE 18 OF 26

Covance CLS
Harieils Heney, M.D., Direcior
8211 SeiCer Drive - Indianapolis, TN 46214-2085
Tel. ¢t (800) 327 7270
LABORATORY REPORT

'ACCESSION NO. 0850695

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o0 Marianna Alesi RANDOMIZATION NUMBER: RS5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 YISIT: 9 )
Austin, TX 78752 Week 12

SPONSOR REPORT TO: COLLECTICN TIME:07:13 DATE:10-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 11-Jul-2007
Medical Director DATE REPORTED BY LABOR : -Jul-2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
FIBRINOGEN
Fibrinogen 31 200-400 mg/dL
- 17 TJuloD
Tnvestigator Signature: Date:
» H{High) or L{Low)-Yalues abave or helow Covance CLS reference range BIT181

T=Telephened P="Panic" EA-Exclusion-as specitied by the sponsor

(INV)

LOCATION :Covancs CLS RATIME 0713 07 01:08



07/13/2007 1:58:39 AM -0400 Covance CLS PAGE 18 CF 28

Covance CLS
Marietts Heney, K.D,, Director
821" SciCor Deive - Indianapelis, IN 46214-2943
o Tel. +f (300) 307 7270
LABORATORY REPORT

ACCESSTION NO. 0850695

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR ND.: S
c/0 Marianna Alesi RANDOMIZATION N : R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 9
Austin, TX 78752 Week 12

SPONSOR REPORT TO: COLLECTION TIME:07:13 DATE:10-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LAEBORATORY: 11-Jul-2007
Medical Directer DATE REPORTED BY LABCRATORY: 12-Jul-2007
Covance CRU, Inc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S

1s this Clinically
Significant/ Adverse
Event?

Yes No
URINE CREARTININE, SPOT

Rnd Ur Crt 16 mg/dL No Ref Rng

e 175wl

Investigator Signature: Date:

H{High) or L{Lou)=Values abave or below Covance CLS reference range B17181
T=Telephoned P="Panic" EX-Exclusion-as specified by the spensor

{THY)

LOCATION :Cavance CLS Re TIME 0712 °07 01:0€



07/13/2007 1:58:39 AM -0400 Covance CLS PAGE 20 OF 26

Covance CLS
Marietta Heney, 0., Director
8211 SciCor Drive - Indiznapolis, IN '¥6214-2985
Tel. +1 (800) 327 7270
LABORATORY REPORT

ACCESSTION NO. 0850695

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/0 Marianna Alesi RANDOMIZATION NUMBER: RS500l
Covance~Austin PATIENT INITIALS:
313 East Andersaon Lane #200 VISIT: 9 '
Austin, TX 78752 Week 12

SPONSOR REPORT TO: COLLECTION TIM=:07:13 DATE:10-Jul-2007
Russell M. Dixon, MD DATE RECELVED IN LABORATORY: 11-Jul-2007
Medical Director DATE REPORTED BY |LABORATORY: 12-Jul-2007
Covance CRU, Inc. SEX: F BIRTHDATE: M AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S50

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
sICAM-1
sICAM-1 To follow
7 17 Tulo?
Investigator Signature: Date:
H(High} or L(Low):Values zbove or below Covance CLS reference range B17181

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

(IhY)

LOCATION :Covence CLS Re TIME  07-13 °07 01:09



0771372007 1:58:39 AM -0400 Covance CLS

Covance CLS
Karieiia Henry, M.D., Birector
8211 SeiCor Orive - Indiznapolis, TN U5214-298F

Tel, +1 (800) 327 7270

LABUORATORY REPORT

ACCESSION NO. 0850685
Page 1 of 1

INVESTIGATOR: (B171871)

David Carter, M.D.

c/o Marianna Alesi

Covance-Austin

313 East Anderson Lane #200

Austin, TX 78752
SPONSOR REPORT TO:

Russell M. Dixon, MD

Medical Director

Covance CRU, Inc.

3402 Kinsman Boulevard

Madison, WT United States 53704

SCREENTNG NUMBER: S

FAGE 21 OF 26
PROTOCOL ~ 6270-229
INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER: R5004
PATIENT INITIALS:
VISIT: S
Week 12
COLLECTION TIME:07:13 DATE:10-Jul-2007
DATE RECETVED TN LABORATORY: 11-Jul-2007 .
DATE REPORTED BY LABORATORY: 12-Jul-2007
SEX: F BIRTHDATE: AGE: 36

REC CELL WASHING (4-ABP-HB)
Wash/Store Completed

Tnvestigator Signature:

H(High) or L{Lou)=Yalues sbave ar below Covance CLS reference range
T-Telephoned P="Fanic" EX-Exclusion-as specified by the sponsor

LOCATION :Covance CLS R THIE

TIs this Clinically
Significant/ Adverse

Event?
Yes No
17 Julo
Date:
APl
{1

07,13 07 01:0€



U//1374007¢ 1:98:38 AM -0400 Covance CLS PAGE 22 QF 286

Covance CL.S
Karietia fenry, M.D., Director
8211 SciCor Orive - Indiamapolis, IN 46214-2985
o Tel. + (800) 377270
LABORATORY REPORT

ACCESSION NO. 0820595

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. TINVESTIGATOR NO.: 5
c¢/o Marianna Alesi RANDOMTZATTION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 - VISIT: 9
Austin, TX 78752 Week 12

SPONSCR REPORT TO: COLLLECTION TIME:07:13 DATE:10-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABCRATORY: 11-Jul-2007
Medical Director DATE REPORTED BY L TORY: 12-Jul-2007
Covance CRU, Inc. SEX: F BIRIHDGTE:W AGE: 36
3402 Kinsman Boulevard SCREENTNG NUMBER: S

Madison, WI United States 53704

Ts this Clinically
Significant/ Adverse
Event?

Ye§ No
HAS PATTENT FASTED 8 HOURS?

Fasted? Yes

@C’ (7 Tul 07

Investigator Signature: Date:

At

{INV)

LOCATION :Covance CLE RE TIME  07-12 '07 01:08



VIFLS7 4007 Liv8:38 AM —-0400 Covance CLS PAGE 283 OF 286

Cowvance CLS
Marietta Henry, K.D., Director
8214 Seifor Orive - Indianapalis, TN 46214-2965
Tel. +1 (800) 327 7270

LABORATORY REPORT

ACCESSION NO. 0850695
Page 1 of 1

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

PROTOCOL  6270-229
INVESTIGATOR NO.: 5
RANDOMIZATION NUMBER: RS00U
PATIENT INITIALS:
VISIT: 9

Lieek 12

COLLECTION TIME:07:13 DATE:10-Jul-2007

DATE RECEIVED IN LABORATORY: 11-Jul-2007

DATE REPORTED BY LABORATORY: 12-Jul-2007
SEX: F BIRTHDATE: AGE: 36
SCREENING NUMBER: Sb

Madison, WL United States 53704

HEMOGLOBIN A1C
Hab Afc 5.8

Is this Clinically
Significant/ Adverse

Event? _
Yes No
Normals:
4.3-6.1%
Stable Diabetics:
4.2-11.2%

& 2 Tl e

Investigator Signature:

Date:

HiHigh) or L(Low)=Values above or belou Covance (LS reference range B7151
TTelephoned P="Panic* EX-Exclusion-as specified by ihe spansor

LOCATION :Covance CLS

(IHY)

R4 TIME  C7-13 07 01:09



Vi/L372U0¢ LioBisE AM —U400 covance OLb DAGE 24 OF 286

Covance CLS
Farietta keney, N.D., Dirsctor
8211 Seilor Drive - Indianapolis, TN 4627L-2985
Tel. +1 (800) 327 7210
LABORATORY REPORT

ACCESSTON NO. 0850695

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL  €270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Alesi RANDOMIZATION NUMBER: R5004
Covance-Austin PATIENT INITIALS:
313 East Anderson Lane #200 VISIT: 9 )
Austin, TX 78752 Week 12

SPONSOR REPORT TO: COLLECTION TIME:07:13 DATE: 10-Jul-2007
Russell M. Dixon, MD DATE RECEIVED IN LABORATORY: 11-Jul-2007
Medical Director DATE- REPORTED BY LABQRATORY: 12-Jul-2007
Covance CRU, [nc. SEX: F BIRTHDATE: AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S50%8

Madison, WI United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
LIPID PANEL
Triglycer 127 39-176 mg/dL
Cholest 164 41 -240 mg/dlL
HOL Dex-S 31 L 34-82 mg/dl [ =
LDL Chol 108 75-172 mg/dL.
e — 7 Juw 07
Investigator Signature: Cate:
H{High) or L(Low)=Yalues above or below Covance CLS reference range B17484
{=Telenhoned P-"Panic" EX-Fxclusion-as specified by the sponsor
(THY)

LOCATION :Covance CLE R TIME 0713 °07 01:0€



U//13/2007 1:98:38 AM 0400 Covance CLS

PAGE 2% OF 26

Covance CLS
Harieita Henry, M.D., Dirsctor

8214 Scilor Grive - Indianapolis, TH UG2{4-208%
Tel, +1 (800) 327 7270

LABORATORY REPORT

ACCESSTON NO. 0850695
Page 1 of 1

INVESTIGATOR: (B17181)
David Carter, M.D.
c¢/0 Mariarma Alesil
Covance-Austin
313 East Anderson Lane #200
Austin, TX 78752
SPONSOR REPORT TO:
Russell M. Dixon, MD
Medical Director
Covance CRU, Tnc.
3402 Kinsman Boulevard

Madison, WT United States 53704

PROTOCOL  6270-229
INVESTIGATOR NC.: 5
RANDOMIZATION NUMBER: R5004
PATIENT INTTTALS:
VISIT: 9
lleek 12
COLLECTTON TIME:07:13 DATE:10-Jul-2007
CATE RECEIVED TN LABORATORY: 11-Jul-2007

DATE REFORTED BY [ABORATORY: 12-Jul-2007
SEX: F BIRTHDATE: AGE: 36
SCREENING NUMBER: S

OXTDTZED [DL

Oxidizel DL To follew

Is this Clinically
Significant/ Adverse

Investigator Signature:

Hifign} or L{lew}=Yalues ahove or below reference range,

Testing perfarmed by: Pacific Biometrics
220 West Varrison Streel; Seaitle, WP 98119

LOCATION :Cevanca CLS

— -
COVAarFmTue 07,13 *07 01:08

Event?

Yes No

B3
Jelo?

o Date:
1wl 6

817181

{INV)

=
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Covance CLS
Marietia Kenry, M.0., Dirsctor
821 SciCor Drive - Indianapolis, TN #5214-2385
TsL. +1 (800) 327 7278
LABORATORY REPORT

ACCESSION NO. 0850695

Page 1 of 1

INVESTIGATOR: (B17181) PROTOCOL 6270-229
David Carter, M.D. INVESTIGATOR NO.: 5
c/o Marianna Alesi . RANDOMIZATION NUMBER: RS004
Covance-Austin PATIENT INLTIALS:
313 East Anderson Lane #200 VISIT: 9
Austin, TX 78752 Week 12

SPONSOR REPORT TO: COLILECTION TIME:07:13 DATE:10-Jul-2007
Russell M. Dixon, MD DATE RECELVED IN LABORATORY: 11-Jul-2007
Medical Directer DATE REPORTED BY ATORY: 26-Jul~2007
Covance CRU, Inc. SEX: F BIRTHDQTE% AGE: 36
3402 Kinsman Boulevard SCREENING NUMBER: S5018

Madison, WL United States 53704

Is this Clinically
Significant/ Adverse

Event?
Yes No
sICAM-1
sI1CAM-1 - B30 H 115-306 ng/mL L1 [e3—

o__— 29 4%; o7

Investigator Signature:

H(High) cr L{Lou)-¥zlues abave or helew Covance CLS reference range BI7181
T=Telephoned P="Panic” EX-Exclusion-as specified by the spanser

(I}

LOCATION :Covance CLS 2 TIME OV-28 °07 23:51





