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Ohno M, Kubota R, Yokota S, Azuma J.
Population pharmacokinetics and



pharmacogenetics trial of isoniazid. 8th
World Congress on Clinical Pharmacology
and Therapeutics 2004. Brisbane,
Australia, 4 August 2004. Abstracts of the
8th World Congress on Clinical
Pharmacology & Therapeutics
Incorporating the Annual Scientific
Meeting of ASCEPT. Clinical and
Experimental Pharmacology and Fhysiclogy
2004; 31 suppl 1: Al38.
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Masui T, Sato Y. Genome research and the
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August 2004, International ELSAGEN
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technology. Tokyo, 14 March 2005.

Masui T. Governance in Genome Era. Forum:
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Governance, International roundtzble in
Nara on biomedical ethics and law. Nara,
22 March 2005.
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PHARMACOGENOMICS
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TARGET AUDIENCE
This program will benefit individuals involved in:
» Research & development

¥» Clinical pharmacology

» Gencmics/pharmacogenomics

» Drug project management
P Regulatory affairs
» Ethical, legal, and socia! implications (ELSI)

TUTORIAL (3% 3—R) Thursday, September 2, 10:00~12:00
Basic Knowledge on Pharmacogenomics (Simultaneous Translation Not Available)

invited Lecturers
Ryuichi Kato, MD, PhD
Emeritus Professor, Keio University, Japan

ok B (BHEFRERR)

Hirotoshi Echizen, MD, PhD
Msiji Pharmaceutical University, Japan

B B (BAaSEHAREE)

3 TUTORIAL (B H0—X) (&, 77—Fa45 /2R IOV THF AN ET TR T IAIREE N Ea—2
TF. . SMOUTIE, MBHAH, SMEFBETY. BB 4 A—DEEIREESL,

OVERVIEW

Recognizing that pharmacogenomics has a significant impact on drug research and develop-
ment and the rational use of drugs, Council for International Organizations of Medical Sciences
{CIOMS), /o WHO, established a Working Group on Pharmacogenetics in 2002. The WG with
28 senior scientists from drug regulatory authorities, academia and pharmaceutical industry
has considered a wide range of topics from drug discovery, clinical trials and regulatory aspects
to ethics and economic impact, and formulated recommendations. Various activities in this
field are also ongoing in Asia, and pharmacogenomics research is rapidly evolving. The first
workshop on pharmacogenomics will take place in Asia in collaboration with CIOMS, and wil
review impact of pharmacogenomics on drug development research on the global level, and
discuss its current and future direction in Asia as well as in Japan. Presentations will include:

P Activities of the CIOMS working group on
pharmacogenetics and pharmacoeconomics

P Dialogues between regulators and industry

P Pharmacogenomics in Asia
» Pharmacogenomics in Japan

TABLETOP EXHIBITS AVAILABLE

@DIH@

ICIc. I Do A LT

REGISTER ONLINE AT DIA'S WEBSITE  www.diahome.org -
DI&, 800 Enterprise Road, Suite 200, Horsham, PA 19044-3595, USA -
- tel: +1-215-442-6100  fax: +1-215-442-6199 " emall dia@diahome.org

PROGRAM CHAIRPERSCN

Kiichiro Tsutani, MD, PhD
The University of Tokyo, Japan

PROGRAM COMMITTEE

Junichi Azuma, MD
Csaka University, Japan

Hiroshi Gushima, PhD
Biofrontier Partners Co., Ltd., Japan

Tomoko Ichihara
Chugai Pharmaceutical Co., Ltd., Japan

Jun-ichi Kawahara, DVM, PhD

Kirin Brewery Co., Ltd., Japan

Chie Kojima, MHS

Pharmaceuticals and Medical Devices Agency
(PMDA), Japan

Tohru Masui, PhD
Nationa! Institute of Health Sciences, Japan

Masami Morita, DVM
Shicnogi & Co., Ltd., Japan

Shinsaku Naito, PhD
Otsuka Pharmaceutical Factery, Inc., Japan

Mieko Tamaoki
Yamanouchi Pharmaceutical Co,, Lid., Japan

Kozo Watanabe
Otsuka Pharmaceutical Co., Ltd., Japan

Sanae Yasuda, PhD
Eisai Co., Ltd., Japan

ADVISORY COMMITTEE

iman Barilero, PhD, PharmD
Johnsen & Johnson Pharmaceutical Research
and Development, UK

Juhana E. Idinpain-Heikkild, MD, FhD
Council for International Organizaticrs of
Medical Sciences {CIOMS), Switzerland
Tohru Uwoi, PhD

Yamanouchi Pharmaceutical Co., Ltd., Japan

For further information; tel +81-3-5511-1131, fax +81-3-5511-0100, email diajapan@diajapan.org

: Silﬁuftéhebds English- Jaﬁan'ese Ly
" Translation Available

‘ﬁﬂﬁﬁﬁmﬁu




tr oo THURSDAY ¢ SEPTEMBER 2

9:30-10:00 TUTORIAL REGISTRATION

TUTCRIAL

Basic KNOWLEDGE ON PHARMACOGENOMICS
CHAIRPERSON

Kiichiro Tsutani, MD, PhD

PROFESSOR, DEFARTMENT QF PHARMACOECONOMICS
GRADUATE SCHOOL OF PHARMACEUTICAL SCIENCES
THE UNIVERSITY OF TOKYO, JAPAN

10:00-12:00

INTRODUCTION OF PHARMACOGENOMICS
Ryuichi Kato, MD, PhD
EMERITUS PROFESSOR, K210 UNIVERSITY, JAPAN

10:00-11:00

APPLICATION OF PHARMACOGENQOMICS
Hirotoshi Echizen, MD, PhD

PROFESSOR, DEPARTMENT OF PHARMACOTHERAPY
ME PHARMACEUTICAL UNIVERSITY, JAPAN

11:00-12:00

12:00-13:00 WORKSHOP REGISTRATION

13:00-13:05 QPENING REMARKS

Kiichiro Tsutani, MD, PhD

PROFESSOR, DEPARTMENT OF PHARMACOECONOMICS
GRADUATE SCHOOL OF PHARMACEUTICAL SCIENCES
THE UNIVERSITY OF TOKYO, JAPAN

13:05-13:35  HEYNOTE ADDRESS

SciEnce AND TECHNOLOGY POLICY IN THE
New CENTURY

Kiyoshi Kurokawa, MD, PhD

PRESIDENT, SCIENCE COUNCIL OF JAPAN

13:35-17:20 SESSION|

CIOMS INmATIVES

CHAIRPERSONS

Kiichiro Tsutani, MD, PhD

PROFESSOR, DEPARTMENT OF PHARMACOECONOMICS

GRADUATE SCHOOL OF PHARMACEUTICAL SCIENCES

THE UNIVERSITY OF TOXYO, JAPAN

Juhana E. Idénpiin-Heikkild, MD, PhD

SECRETARY-GENERAL, COUNCIL FOR INTERNATIONAL ORGANIZATIONS
OF MEDICAL SCIENCES (CIOMS), SWITZERLAND

Uepate fROM CIOMS WoRKING GROUP
Juhana E. Id&np3a3an-Heikkild, MD, PhD
SECRETARY-GENERAL, COUNCIL FOR INTERNATIONAL
ORGANIZATIONS OF MEDICAL SCIENCES (CIOMS),
SWITZERLAND

13:35-13:50

COMMUNICATION AND EDUCATION ON PGX
Thoemas R. Weihrauch, MD, PhD
PROFESSOR, SENICR VICE PRESIDENT,

GLOBAL MEDICINE STRATEGY AND RELATIONS
DIRECTCR, BAYER AG, GERMANY

13:50-14:20

14:20-14:50  PGX, ETHics AND CLINICAL TRiAL! REGULATORY
AND PUBLIC HEALTH PERSPECTIVES

David A. Lepay, MD, PhD

SENIOR. ADVISOR, CLINICAL SCIENCE AND DIRECTOR, GCP

PrROGRAMS, OFFICE GF THE COMMISSIONER, FDIA, USA

10

EFRESMMENT BREAK

14:50-15:10

IMPROVING RISK/BENEFIT ASSESSMENT THROUGH
PHARMACOGENETICS

Rashmi R. Shah, BS¢, MBBS, MD, FRCP, FFPM
CLpucAL AsSESSOR, LICENSING DIVISION
MEDICINES & HEALTKCARE PRODUCTS REGULATORY
Acency (MHRA), UX

15:10-15:40

IMPROVING EXISTING THERAPIES

Lembit R&go, MD, PhD

{QUALITY ASSURANCE AND SAFETY: MEDICINES, WORLD
HEALTH OROANIZATION (WHO), SWITZERLAND

15:40-16:10

REGULATORY PERSPECTIVES

Marisa Papaluca Amati, MD (Presenter)

EMEA, UK

Lawrence J. Lesko, PhD (Co-author)

DIRECTOR, OFFICE OF CLINICAL PHARMACOLOGY AND
BICPHARMACEUTICAL ScENcE, CDER, FDA, USA

16:10-16:40

16:40-17:20 PANEL DISCUSSION

RECERTION
“Green’s Cafe,” 8th Floor, Park Tower Building

17:50-19:50

oo FRIDAY » SEPTEMBER 3

9:00-9:30 REGISTRATION

SESSION If

COLLABORATION BETWEEN REGULATORS AND INDUSTRY
CHAIRPERSONS

Junichi Ryokai

CHAIR OF R&D SUBCOMMITTEE, JAPAN PHARMACEUTICAL
MANUFACTURERS ASSOCIATION (JPMAY), JAPAN

Chie Kojima, MHS

MANAGER, SAFETY INFORMATION DIvisiON, OFFICE OF SAFETY
PHARMACEUTICAL AND MEDICAL DEVICES AGENCY (PMDA), JAPAN

9:30-12:00

9:30-2:40 CHAIRPERSON'S REMARKS

Junichi Ryokai

CHaIR OF R&D SUBCOMMITTEE, JAPAN
PHARMACEUTICAL MANUFACTURERS ASSOCIATION
(JPMA), JAPAN

9:40-10:15 EXPERIENCES FROM PHARMACOGENETIC WORKING
GROUP

Iman Barilero, PhD, PharmD

AsSSOCIATE DIRECTOR, EUROPEAN REGULATORY
AFFAIRS, JOHNSON & JOHNSON PHARMACEUTICAL
RESEARCH & DeVELOPMENT, UK

10:15-10:50 EXPERIENCE WITH CLINICAL APPLICATION OF PGX
iN CNS DRUG DEVELOPMENT

Donald C. Anderson, MD

SENICR DISTINGUISHED SCIENTIST, GLOBAL HEAD OF
PHARMACOGENOMICS PROGRAMS AND CLINICAL
AFFAIRS, AVENTIS PHARMACEUTICALS, USA
Baltazar Gomez-Mancilla, MD, PhD
TRANSLATIONAL MzDICINE HEAD/NS

NOVARTIS PHARMACEUTICALS, SWITZERLAND



IssUES FOR PHARMACOGENOMICS IN CLNICAL TRIALS

10:56-11:25
Lara Hashimoto, PhD
GroBAL ProjecT LEADER, ROCHE GENETICS
F. HorsmaNN-La ROCHE L1D., SWITZERLAND
11:25-12:00 PHARMACOGENOMICS APPLICATIONS

Peter Shaw, PhD
DIRECTOR, PHARMACOGENOMICS AND HUMAN
GENETICS, BrastoL-MYERs Squiss, USA

]

12:00-13:15  LUNCH EREAY

3

13:15-15:15  SESSION [H
PHARMACOGENOMICS IN ASIA
CHAIRPERSONS

Hiroshi Gushima, PhD

SCIENTIFIC ADVISOR, BICFRONTIER PARTNERS CO., LTD., JAPAN
Sang-Goo Shin, MD, PhD

CENTER DIRECTOR, CLINICAL TRIAL CENTER, SEOUL NATIONAL
UniversiTy, REPUBLIC OF KOREA

CHAIRPERSON’S REMARKS

Hiroshi Gushima, PhD

SCIENTIEIC ADVISOR, BICFRONTIER PARTNERS CoO.,
LTD., JAPAN

13:15-13:25

13:25-13:55 PHARMACOGENOMICS IN REPUBLIC OF KOREA
Sang-Goo Shin, MD, PhD

CENTER DIRECTOR, CLINICAL TRIAL CENTER,
SEoUL NATIONAL UNIVERSITY, REPUBLIC OF KOREA.
13:55-14:25 PHARMACOGENOMICS IN CHINESE TAIPEI
Herng-Der Chern, MD, PhD

DepuTY ExEcuTive DIRECTOR, CENTER FOR DRUG
EVALUATION, CHINESE TAIPEL

14:25-14:55 PHARMACOGENOMICS IN CHINA

Hong-Hao Zhou, MD

CHAIRMAN AND PROFESSOR, INSTITUTE OF CLINICAL
PHARMACOLOGY, DIRECTOR, PHARMACOGENETICS
ReSEARCH INSTITUTE, CENTRAL SOUTH UNIVERSITY,
CHINA

14:55-15:15  PANEL DISCUSSION

15:15-15:30  REFAESHMENT BREAK

15:30-17:56  SESSION IV

PHARMACOGENOMICS IN JAPAN

CHAIRPERSONS

Junichi Azuma, MD

PrROFESSOR, CLINICAL EVALUATION MEDICINES AND THERAPEUTICS
Osaka UNIVERSITY, JAPAN

Kozo Watanabe

AssociaTE DIRECTOR, MEDICAL REGULATCORY AFEAIRS DEPARTMENT
O1s5UkA PHARMACEUTICAL CO., LTD., JAPAN

15:30-16:00  CUINICAL TRIALS BASED ON PHARMACOGENOMICS
Junichi Azuma, MD

PRrOFESSOR, CLINICAL EVALUATION MEDICINES AND
THerAPEUTICS, OsAaxA UNIVERSITY, JAPAN

11

16:00-16:3¢  ACTIVITIES OF JAPAN PHARMACOGENOMICS
CONSORTIUM

Kenichi Imagawa

ViICE CHAIR, JAPAN PHARMACOGENOMICS
CoNsSORTILM (JPGC}), Japan

16:30-17:00 JPMA's R&D INITIATIVES FOR PHARMACOGENOMICS
Kozo Watanabe

ASSOCIATE DIRECTOR, MEDICAL REGULATORY
AFFAIRS DEPARTMENT, OTSUKA PHARMACEUTICAL
Co., LD, JAPAN

17:00-17:30  JAPAN'S REGULATORY VIEW OF PHARMACOGENCMICS
Yoshiaki Uyama, PhD

Prmcipal RevEwer, Orsice OF NEw Drug 111
PEARMACEUTICALS AND MEDICAL DEVICES AGENCY
{(PMDA), JAPAN

17:30-17:50 PANEL PISCUSSION

17:50-18:086 CLOSING REMARKS

Kiichiro Tsutani, MD, PhD

PROFESSOR.,, DEPARTMENT OF PHARMACCECCONOMICS,
GRADUATE SCHOOQL OF PHARMACEUTICAL SCIENCES

THe UNIVERSITY OF TOKYO, JAPAN

18:00 WORKSHOP ADJOURNED

TRAVEL AND HOTEL

We advise you to make your airline reservations as early as possible
to ensure availability. The most convenient airport to this hotel is
Narita Airport. There are a limited number of rooms at the Hilton
Tokyo Hotel at the reduced rate shown below. Please make your
room reservations as soon as possible,

Single ¥15,000/night Double ¥18,000/night

To reserve yeur room, please contact the Hilten Tokyo Hotel
by telephone at +03 3344 5111, Ext. 250, or by telefax at
+03 3342 6094 and mention the DIA Workshop. The Hilton Tokyo
Hotel is located at 6-2, Nishi-Shinjuku 6-chome, Shinjuku-ku, Tokyo
160-0023.

CONTACT AND TABLETOP EXHIBIT INFORMATION

Attendees are welcome to visit the limited tabletop exhibits during
the meeting and receptions. For meeting and tabletop exhibit infor-
mation, contact Natsuke Furusawa at the Drug Information
Association, LLC office in Tokyo by tele-phone +81-3-5511-1131, fax
+81-3-5511-0100 or email diajapan@diajspan.org

If you are interested in obtaining space for a tabletop exhibit,
please check the box in the REGISTRATION FEE area on page 4.

Statements made by speakers are their oun opinion and not necessarily tha of
the graanizacion they represent, or that of the Drug Information Associadon.
Speakers and agenda ave subject o change withowt novice, Audivfvisual wping
of an DIA workshop is prohibited withott prior wrirten consent from DIA.




DRUG INFORMATION ASSOCIATION  htip:/fwww.diahome.org

Registration Forms should be forwarded to the Drug Information Assaciation, LLC (Japaﬁ) Office:
Level 2, Toranomon 10 Mori Building, 1-18-1, Toranomon, Minato-ku, Tokyo 105-0001 Japan » te/ +81-3-5511-1131 « fax +81-3-5511-0100

CANCELLATICN POLICY: On or before AUGUST 27, 2004  Administratlve fee that will be withheld from refund amount:

Member/Nonmember = ¥ 21,400 » Government/Academia/Nonprofit (Member/Nonmember) = ¥ 10,700 » Tutorial (if applicable} = ¥ 5,400

Cancellations must be In writing and be received by the cancellation date above. Registrants who do not cancel by that date and do not attend will be responsible for
the full registration fee pald, Registrants are responsible for cancelling their own hotel and airline reservations. You may transfer your registration to a colleague at any time
but membership is not transferable, Please notify DIA of any such substitutions as soon as possible. Substitute registrants will be responsible for nonmember fee, If applicable.
DIA reserves the right to alter the venue, if necessary. If an event is cancelled, DIA is not responsible for any airfare, hotel or other costs incurred by registrants.

PLEASE CONSIDER THIS FORM AN INVOICE
15t Annual Japan Workshop for Pharmacogenomics

Meeting 1.D. # 04305 - September 2-3, 2004, Aioi Sonpo Shinjuku Hall, Tokyo, Japan

REGISTRATION FEES Please check all applicable fees. If DIA cannot verify your membership wupory

veceipe of registration form, you will be charged the nonmember fee. Registrazion fee includes refreshment

breaks and reception. Registrations will be aceepred by mail, fax, or email,

Total Amotint Due

Meeting Fee including 5% Consumption Tax

O Member ¥ 48,000 ¥ 50,400
[J Nonmember ¥ 74,500 ¥ 78,225
O Government Member ¥ 25,000 ¥ 26,250
3 Government Nonmember ¥ 40,000 ¥ 42,000
0 charitable Nanprafit/Academia

(Full-Time), Member ¥ 35,000 ¥ 36,750
0 Charitable Nonprafit/Academia

(Full-Time), Nenmamber ¥ 53,500 ¥ 56,175
TUTORIAL
O Member ¥ 7,350
3 Nonmember ¥ 10,500
Join DIA now to quallfy for the member fee,
save and receive all the benefits of membership
for a full year! www.dishame.org/docs/Membership
O Membership ¥ 14,000 ¥ 14,700
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DIA sh—L~— (www, diahome.org) . £ LIS HARITT LI Z A9 OLE
BAEIRAO L, FAX {03-5511-0100) (ST DA BXEBRHETEHAA T,
2. KHERLYL NHIEZHE Emall ITTTEMUVELET.

> Vorkshop MR (B3 AMFurLTELY

0O =i ¥ 50,400 O &R ¥ 78,225
0D A (BRFB%) ¥ 26.250 0O E£R(RFEME) ¥ 42000
O ®RA(FEMEAL ¥ 236750 O $E&RA(FEEHBEH ¥ 56175
SRERE) S RPRE)
» Tutorlal #D35%
O %R ¥ 7,350 O &R ¥ 10,500
> O <REH ¥ 14,760 (B8 ME

= BRERLARBAORETS,

¥ FERADS (DA T—2iavTT@Hh TSP NTCH, LLES R RN £

LTO3A . RERO SAEH [SFvd) Lt T. SAEKTOD
NRAHESNIBESTTHLET . SR E/METIEIZEY, 79—y
TANERRATOBM(NT—2 30T ESLET) . 04 FHANED
AF VA DzTYA NS ANBAA—S~AOT AN BAOBAYBEH
Y. 2 RARBISOVTIFEALAL, DIA ETTEBGE,
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O To receive a tabletop exhibit application, please check.

Please check the applicable category below:
U Academia O Government O industry 3¢SO O Student

PAYMENT METHODS Please check payment method.

Q) BANK TRANSFER TO CITIBANK, N.A., Akasaka Branch, Prudenial Plaza,
Nagatacha 2-13-10, Chivoada-ku, Tokyo 100-0014, Japan. Drug Informarion
Association Ordinary Account Number: 7585284,

Your name and company, as well as the above meeting I.D. number, must be
included on the transfer document to ensure payment to your account.

Please include BANK TRANSFER REFERENCE #

] CREDIT CARD number may be faxed to: +1-215-442-6199. You may prefer to
pay by bank transfer since non-U.S. credit card payment will be subject o the
currency conversion rate at the time of the charge.

O viss O Mc Expiration Date

Card #

Signature

PLEASE COMPLETE THE INFORMATION BELOW. - -

Last Name First Name M.

Oor Owme O M,

Degrees

Job Title

Affiliation (Company)

Address

City State Zip/Postal Country
(Please write your adcress in the format required for delivery to your tountry,)

email

*Telephene Number *Fax Number
~{A Teiephone and Fax Number are required for faxed confirmation,)
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R ‘max30 A 7 F 7 7 discussion 23T E B X 9 IZ closed TIT 5
Presentation title & Speaker:

1. 13:00-13:45 (Q/A 2&HT)
GSK D BATO PGx BAIZY > TOBERA

2|4 E (Shyh-Yuh LIOU)  Head, Clinical Genetics Office, Pharmacogenetics Asia
Pacific Section, GSK

2. 13:45-14:30 (QA%:2EHT)
Quitiles D BATO PGx BEEEFENELE
Jn#EFE— Senior Vice President, Quitiles Transnational Japan

3. 14:30-15:15 (Q/AZEHT)
REERS L PGx
FIL#T RBRFRFEFWETS FRERRFEE
T T EAKEERRHEERS T +— 7 LAFERCAPDEEEER

15:15-16:00 Panel Discussion
A= ey catl==! Li&%‘%
RERRERFEREERVER - EEREFREE

25 mISAT
tel: 03-5841-4828, fax: 03-5841-4829, e-mail: takasaki@mol.f.u-tokyo.acjp
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(&£ 3)
ver 0.1 2005.3.7
TA—F b T7yp—<al )7 ARBROMEERRE

BUNC., EREORRKEZMBAHFZLYY, Z07+—7 ABEORERZLH
BRRBAENRT, RIZGSK 0ZIKR LY TGSK DB ARTO Pox jAREAIZY - T
OFIBEA], Quitiles OMFER LY Quitiles MAATO Pox {BREEEED
JEBH). FERCAP OEEZBE THHIRBREFILHERLY FEEZRSL Pex
CEETHREEOR, RN T A AD v a BTk,

1. GSK D AATO Pex IFBREANICH 2> TORE R
i E (Shyh-Yuh LIOU)
Head, Clinical Genetics Office, Pharmacogenetics Asia Pacific
Section, GSK

GSKDBIR Y, 7r—=<at ) I 7 RBBROLEN, GSK ORER, BART®O
A L RUSICOWT THEWEFE, F0%, HERENE2{To7=, TOHEK%E
TIZEE T,

1) Zrp—~af )7 ARRONERE

BRI LRI AHFRFORD LHREARBROBRICAERLELE
TW3, BARETIEOBEE TIT AME), IE%EL. TBIERI BB, £k W
FEI=ZHO—260S5O—DOBEFILFH TR, BHERAIC K ETE L
AN

2) Pharmacogenetics (PGt) 7>Pharmacogenomics (PGx)} #»

Pharmacogenetics (PGt) %> Pharmacogenomics (PGx) 2>& W5 iEaaM H 53,
GSK TIIfESR DO PGt # B ERALFE L TP 2HESICRMEI TS L2ERL
T PGt BE->TW3,

3) GSK DiRER

BRI LBROHIES (RFo%, BIER) OER%E BT Pox ZERRIGER
[CHBIAALTPex BV I EBREL TV,

GSK AtETik. 1997 EMLEEBETFOMEDTH DNA 7 LDOINERH
#h. 2000 £ 5 PGx OELY A Z AL, 2002 X b PIETOETORRT
DNA > L URNEE, 2003 £ B PIIE TIZELER, &R2oTnad,

4) GSK @ PGx Bz A

GSK @ PGx BFFE D EAF L, IRB CAROE LN ERERICEWTORE
- ER¥K( PK - PD. &M, HIMEICEE LI-EETFOHLERERIZ Pox 35 L TF DNA
B FLORELER,. BREMORESE LIXBIC P6x OREELXIG. Fh
I 10ml X1 E.,, MELEY Y IAVETEBRITT IR TRV, RETH S,
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5) BATORS L3

AARTOBSIITREOED, BREMORLL, AIERESE#L2 L TH 5,
BARRIIERBELEMOLBMD Z LB TE, 6K TidBEERT —4% & P6x
F=EOLEEI ZETEAEROREZR > TS

=BT GCP LK T L DTN ER ﬁbfwé BL. mEROMBEA
BHREEE. RRERTRORTEH. RIEREE~0RH, FHEFCELT
HETZERE L TW5,

HEDEMEPEEITDILEDIT, EFF0Rr Ty FRERLTWS,

Q&A
HREOHBOF THEAEREEE 2 ERBERICEL REIPITOVTIIAEA
ERERETOILDITIIERPEEEZRND IO ERICEL RETHB LD
BERNBHENZ,

ZEHEEHE GCP D EBLIZHEI RENITOVTIIGCP TSI R&E L OERMR
Hahi,

FUFARZ V=V TR LRV E, BREICBREO» ZEEFIZ
Boled—F v bRIZ IV —= v FiIBD bR EOBRBIHENT,

2. Quitiles ® B AT® PGx {EERASEE X D RE
INEEZS— Senior Vice President, Quitiles Transnational
Japan

Quitiles OHIEEK L V., Quitiles 12331+ 3 PCx ﬁf]k 2%, Quitiles OEAXF
FEMDFEL, BIESEORMYAAORRIZONVWT ZHENWET X, %@%
Eﬁmx%ﬁo 7‘:-0 %mm%%T \—_‘E—gl—

1) Quitiles ITEIT 5 PGx BLIREEE:

Reder’ sDigest ™ 200445 B B1ZThe “right” drugskill 100, 000 people
a year. But genetic breakthroughs are Making Medicine SAFE] &\ 5 iR
BEEI, —BOALITHRNA 7 FEE 27, ” One sizes fits all”
D*5” This size fits you” & AR5 Z LBHFIARTNE,

FDA i3RI DBRRED 1,210 BHM 5 1, 870 EH~ LML, POIMSKETLP
MTRETSEIER 35%20 50%~EHMLTWAZ LIZERBREHE 2, Pox
HAEREFERLE,

2) Quitiles MEXRFEF L b HEA

Quitiles Tid PGx WA F U X HE, Pox i IMEIZA D L+, I
ZYVAR— T3 DNA i - BT, SO F LR EDAL T FEE, Fa—r
ARG ARER B — VR Z o — ROV —EROBEA L OSHERES
ToTD, BEBHICIRT v/ EOR%, IC IRB DT, BELILER. 2
Xy bOBERRETHD, BHINOBRLWESS IND TixEL LT CYP OEL
K73 —AARAINTWAZ 5, Quitiles JHH T Pox BRI EEL L ED S
DTIERL, RNAFTIRNRAZ R 7 LEHETLFHE2TR>TNS, Fi-.
PGx DFBME @O D DILERED, £ I, BEEDLZIT-oTW3,
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3) RIAEOIRYEHZORI
KRE Ry 7 20 b OFERRIITREROL D ITR-o TS,

DNA bannkinng 100 %
Phase I inclusion/exclusion 70 %
Phase 1I 30%
Phase I 10%
Phase IV < 5%

AT — ORI BRI Pox 2iTo T3, KETHEITLT
BREE L TWALENE W, T/, BNICERFLEZEDTWALEELH S, £,
P TNVDRE - REPGEBTAIRENZVEVWIHIZETH S,

DMEHEM L F o TV WIS EIDWEA - S — LR LT P6x %
EHTWSZ IR BTHAS, #OD, B TiE diagnostic Tiz#i <, 2
Kr7 2 b L IGREO R BT 5 theranostics E W\ I EEBEDLNIED
TWb,

Q&A
BEZONBODCIHERERICEE L CRKETIRMEIRERES RO -2
BHEEL. FITIRELDOLAVRERZ D, BET R TCRBZCRERSRE:
REAN, RS RTIIAEIIRERREZREY T, BR/EBEFREEZXZITS X
Sl BEZE L TERVnEWVW I ERBRE I,

3. WEERS L PGx
LS RIBKFBEEENETHS TREEEFEE
TOTHAEERRGEERS 7+ — 7 A (FERCAP) IE
BER

FERCAP OEHEEZR T A RHREFILEIR L YV, PCx 1RER D fmFE A FERCAP
O Y Ll VIO W T IHEWEEE, T0%, EREER{ToT. TOHE
BE %2 TIZEE 3

1) PGxIEERDO MM
PexIERORBEBEEL LTENRZ XN, 72U, BT U7 4 7T OB
2Pl TEATHIBEFHIVIIBRCTFEAEBREIEBE LR LOICIIERBRK
EOBERMLETHD, YU TNVORESCREEDBNTYH IV EERTS
TLRIHTARIEE, £, BALICKTAIREOLEDIZIINTS FF A4 B
PEBEEBEREETH DS, R EOBEHROEE, MAOMERE. A8EENE
E432L L Tikarv e ABEETHD, —BPOLEHEXEFEZED
EOIRBESARIEETHD, RBEEZESRIRT VT A TOAERER
BlEL, HESNEHETFBAITLENEETH S,

2) FERCAP M EX ¥ A4

FERCAP {3185 232 L ETHET D - HIT 2000 FICREBEB SNz, BEIO R A >
MIRS T4 TORE, NEREBETHD, #AM4, VIRV TOEERNRIE
Zoh), ThLDETRERSZOEY FFA IRB LBREBEENTWS, BNT
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DIEENE LTIl [EEFAGEREEEZE L 2S] LWH 7 xr—F 2 %3xb ki
Teo Efe, AV F, A4, BEATHEBEEED ML —=v Fa—X2EBEL T
60

3) BERTOHGEEED bL—=VvFa—2X

2002 5 GCP DPEETE TNEITREZ—LULDAEZHBIZV I Fr—L
FALADYyYarE{T5 3 BRlO M L—=v P a—X5EBELTWS, EBIX
B0 ATHD, ZORBRNL, 1 ERL 2 AOHEGBTIIREIIELRARVEND
&, B, GEEEZRSCFIESE, FA FIA R BERRBOBRBITNLE
ThIB., ENET TR+ THERL, —HOEMAEE2FTTAFTTiIR<.
EL—BOANERETHLEEZER L, BAOERORBESIX/ Z—F
ALEICTHD,

2B, 006 EERXTAFIZ ML —= Fa—R2BETITFETHS,

4, NRENVF L ABvray
LZHEEDOEENSTHRT L%, Pex IBREFROBIBICT YW THEN T,
ETIZEOREBEZTT,

Q: BT HSEOBEFICOVWTRBHEEZ CIXED X S IZEH L TV B0,

A:GSK THEBRHEZCERAOEHEGT2RRE L. REBATEEYX b
TolTHEVWIHNETIRBDERBEETHS,

A HRKOGBEEEZEES TCRIEYRBFERTEIEND,

ATBBROETE PVTIIEMS EEERICEET  BETF L LTAENRELS
BEOEHNTRETHD,

A:IRB OEMEEDILDITICEOFEELTINIIIT I NI iTThRne
WHIBEEEHLEL Y S,

A:IRB TORBABTETHEED, PR LTWIOTIIRWVREWVWSHISZ S
E2B8HTHB,

ATFEBEBNAYFD Lgdok ), ERBEOFERICSCTHRAIZERZHL
eV ENWST LDy, EEMETIRY I E2RAWTAE T, [AR]T
DBATWBDONIH L TREBRRREREND 5,

TEBLEREOITAEEEZDSLENDL S,

ArHEoa ez YRAEZBAVERD B,

-

P EABITOWT, EESTRIRED,
A GSK TITEFEAIREE LTV 52, Subject code & PG code 2RI LTW3,

o

o

! PI BB ~OHBIZOWT, [T oTWB D,
At Za—ALTRGKIZHET « BREZTHOBEEIL 2, FLICHBETA%E
HEYEIXPI EEBE~bEFICHE L,

o

! PGx O EFNTITTHRH B B,
ALTARHIELREDD, Pox ZRFIZEDH B E TiEV o TR,
PLE
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