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OVERVIEW

In 2007 and 2008, two conferences for Asian new drug development were held in
Tokyo. Several issues about Asian development were discussed from the sponsor’s
and the reviewer’s point of view.

For the third conference, active colleagues from other Asian countries — China,
Taiwan, the Republic of Korea — have joined the program committee. The more
critical and locally based issues have been selected as Asian topics. The final goal is
the contribution for Asian health care and patients.

Several experts in drug development from China, Taiwan, and the Republic of
Korea, as well as other countries will give presentations sharing their experiences.

Main topics are as follows:
1) Epidemiological Research and Market Needs in Asian countries
2) Case Study: Asian Clinical Trials (Strategy/Operation)
3) Ask the Asian Regulators

We are planning for opportunities for substantive discussion with PMDA regulators
in order to develop new drugs which contribute to public health. At the reception
on the first day, an informative discussion session entitled “What is the DIA
World?"” will be offered.

TARGET AUDIENCE
This program will benefit the following individuals:

P Personnel at clinical study sites

P Personnel at CROs and SMOs

P Clinical development professionals

P Personnel involved in regulatory affairs

TABLETOP EXHIBIT OPPORTUNITY

Please contact the Drug Information Association, LLC, (Japan) for details about tabletop
exhibits.

P Tel: +81-3-5833-8444 P Fax: +81-3-5820-8448
P email: diajapan@diajapan.org

Save the Date!

THE 6th DIA JAPAN ANNUAL MEETING
October 22-23, 2009 e Tower Hall Funabori e Tokyo, Japan
Chairperson: Shigeru Kageyama, PhD, Jikei University School of Medicine, Japan

Simultaneous Translation Available between Japanese and English

VISIT WWW.DIAHOME.ORG FOR A COMPLETE SCHEDULE OF EVENTS!
DIA, 800 Enterprise Road, Suite 200, Horsham, PA 19044, USA tel: +1-215-442-6100 fax: +1-215-442-6199 email: dia@diahome.org
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THURSDAY  MAY 28, 2009
9:00-10:00 REGISTRATION

10:00-10:30 WELCOME AND OPENING REMARKS

Tatsuo Kurokawa, PhD

Former Councillor for Pharmaceutical Affairs, Minister’s
Secretariat, Ministry of Health, Labour and Welfare (MHLW);
Specially Appointed Professor, Drug Development and Safety
Sciences, Chiba University, Japan

Hironobu Saito, PhD
Director, Asian Development Group, Asian Development
Department, Daiichi Sankyo Co., Ltd., Japan

10:30-12:00 KEYNOTE SESSION

CHAIRPERSONS

Ling Su, PhD

Vice President, Clinical Research and Development, Asia Pacific,

Asia Pacific Research Organization, Wyeth Pharmaceuticals Co.,
Ltd., China

Kyoichi Tadano, PhD
Director, International Affairs Division, Office of Planning and
Coordination, Pharmaceuticals and Medical Devices Agency

(PMDA), Japan

10:30-11:00

KEYNOTE #1
PMDA Strategy of International Regulatory
Cooperation to Provide Useful Drugs to the Public

Tatsuya Kondo, MD, PhD
Chief Executive, Pharmaceuticals and Medical Devices
Agency (PMDA), Japan

11:00-11:30

KEYNOTE #2

International Cooperation on Regulatory Issues
Li-Ling Liu

Deputy Director General, Bureau of Pharmaceutical Affairs,
Department of Health, Taiwan

11:30-12:00

KEYNOTE #3

Recent Change in Regulatory Environment in Korea
Dai Byung Kim

Director, Drug Evaluation Department, Korea Food & Drug
Administration (KFDA), Republic of Korea

12:00-13:00 LUNCH BREAK

13:00-15:00 SESSION 1

NDA AprPROVAL APPROACH

CHAIRPERSONS

Noriaki Murao

Representative, Japan Representative Office, Merz
Pharmaceuticals GmbH, Japan

Keiko Oishi

Senior Managing Director, International and New Business
Development, CMIC Co., Ltd., Japan

13:00-13:30

NDA ApPROVAL APPROACH WITH BRIDGING DATA
Weon Do

Head of Regulatory Affairs and Market Access
sanofi-aventis Korea Co., Ltd., Republic of Korea

13:30-14:00

STRATEGY FOR INNOVATIVE DRUG DEVELOPMENT IN CHINA:
INDUSTRY PERSPECTIVE

Jane Lin

Head of Clinical Research Portfolio Management, Merck
Sharp & Dohme (China) Ltd., China

14:00-14:30

NEw DRUG APPLICATION IN TAIWAN

Li-Ling Liu

Deputy Director General, Bureau of Pharmaceutical Affairs,
Department of Health, Taiwan

14:30-15:00

PMDA REVIEWER'S PERSPECTIVE TO EVALUATE EFFICACY AND
SAFETY DATA OF A DRUG BASED ON GLOBAL CLINICAL TRIALS
Ryuta Nakamura, PhD

Review Director, Office of New Drug II, Pharmaceuticals and
Medical Devices Agency (PMDA), Japan

15:00-15:30 COFFEE BREAK

15:30-17:30 SESSION 2

AsK THE REGULATORS: PANEL DISCUSSION WITH THE

REGULATORY SPECIALISTS FROM SESSION 1
CHAIRPERSONS

Shunsuke Ono, PhD

Associate Professor, Laboratory of Pharmaceutical Regulatory
Science, Graduate School of Pharmaceutical Sciences,

The University of Tokyo, Japan

Yoshiaki Uyama, PhD

Review Director, Office of New Drug III, Pharmaceuticals and
Medical Devices Agency (PMDA), Japan

Li-Ling Liu
Deputy Director General, Bureau of Pharmaceutical Affairs,
Department of Health, Taiwan

In-Sook Park
Deputy Director of Pharmaceutical Standardization and Cardio-
vascular Drug Division in Drug Evaluation Department, Korea

Food & Drug Administration (KFDA), Republic of Korea

Gong Yanhua

Secretary General, Contract Research Organization Union,
China Association of Pharmaceuticals and Medical
Technology Exchange, China

Junko Sato, PhD
Director, Office of New Drug I, Pharmaceuticals and Medical
Devices Agency (PMDA), Japan

Ryuta Nakamura, PhD
Review Director, Office of New Drug II, Pharmaceuticals and
Medical Devices Agency (PMDA), Japan

17:45 RECEPTION-BUFFET

18:30-20:00
MINI-SESSION: WHAT I1s THE DIA WORLD?

CHAIRPERSON: Shunsuke Ono, PhD

Associate Professor, Laboratory of Pharmaceutical Regulatory
Science, Graduate School of Pharmaceutical Sciences,

The University of Tokyo, Japan
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FRIDAY ¢ MAY 29, 2009
8:30-9:00 REGISTRATION

9:00-11:00 SESSION 3

STRATEGY AND PROJECT MANAGEMENT IN ASIAN
CLINICAL TRIALS

CHAIRPERSONS

Weon Do

Director of Regulatory Affairs and Market Access, sanofi-aventis,
Republic of Korea

Yoshihiko Ono

Director, Regulatory Policy and Intelligence, Pfizer Japan Inc., Japan

9:00-9:20

How 1o MANAGE AsIAN CLINICAL TRIALS: KOREAN POINT OF VIEW
Yil-Seob Lee, MD, PhD, MBA

Director, Medical and Regulatory, GlaxoSmithKline, Republic

of Korea

9:20-9:40

STUDY START-UP AND PATIENT RECRUITMENT STRATEGY IN CHINA
Hao Wang, MD

Clinical Research Manager, Bristol-Myers Squibb, China

9:40-10:00

PERSPECTIVE ON GLOBAL/ASIAN DEVELOPMENT STRATEGY IN
TAIWAN AND IN ASIA

S. Wen Chang, PhD

Head of Asia Pacific Intelligence and Advocacy Office, Novartis
Pharmaceutical Corporation, Taiwan

10:00-10:20

DEVELOPMENT STRATEGY UTILIZING ASIAN STUDY AND
MULTINATIONAL STUDY

Ichiro Nakaoka

General Manager, Japan Development Center, Takeda
Pharmaceutical Company, Japan

10:20-10:40

PERSPECTIVE ON GLOBAL/ASIAN DEVELOPMENT STRATEGY IN JAPAN
Akihisa Harada

Corporate Officer, Vice President - Development Japan,

Pfizer Japan, Inc., Japan

10:40-11:00

OPPORTUNITIES AND CHALLENGES OF DRUG DEVELOPMENT IN ASIA
Akio Uemura, PhD

Director, Regulatory Policy, Liaison and Intelligence, Eli Lilly
Japan Inc., Japan

11:00-11:30 COFFEE BREAK

11:30-12:30
PANEL DiscussioN

12:30-13:30 LUNCH BREAK

13:30-15:30 SESSION 4

MARKET NEEDS INCLUDING EPIDEMIOLOGY

CHAIRPERSONS

Yil-Seob Lee, MD, PhD, MBA

Head of Medical and Regulatory, GlaxoSmithKline, Republic of Korea
Keiko Ebihara

Director, Regulatory Policy Group, Public and Industry Policy Office,
Banyu Pharmaceutical Co., Ltd., Japan

13:30-13:50

KOREAN PHARMA MARKET UPDATE

Kevin Huh

General Manager, IMS Health Korea, Republic of Korea

13:50-14:10

THE MARKET NEED IN MAINLAND CHINA

Gong Yanhua

Secretary General, Contract Research Organization Union,
China Association of Pharmaceuticals and Medical
Technology Exchange, China

14:10-14:30

THE MARKET NEEDS AND EPIDEMIOLOGICAL RESEARCH IN
TAIWAN

Carol Cheng

Chief Operating Officer (COO), International Research-based

Pharmaceutical Manufacturers Association (IRPMA), Taiwan

14:30-14:50

APPROACH OF OUTCOMES RESEARCH

Kaoru Yamabe, MPH

Director, Outcomes Research Group, Public and Industry
Policy Group, Banyu Pharmaceutical Co., Ltd., Japan

14:50-15:30

PANEL DiscussioN
15:30-16:00 COFFEE BREAK
16:00-18:00 SESSION 5
SITE ISSUES

CHAIRPERSONS

Hironobu Saito, PhD

Director, Asian Development Group, Asian Development
Department, Daiichi Sankyo Co., Ltd., Japan

Ping Xu, PhD

Director, EPS International Co., Ltd., Japan

16:00-16:20

SITE MANAGEMENT IN ASIAN CLINICAL TRIALS

So-Ra Lee

Head of Clinical Operations, Pfizer Korea, Republic of Korea

16:20-16:40
FROM THE CHINA MAINLAND POINT OF VIEW
Eva Yang

Head of Clinical Operations, Bayer Healthcare Company,
Ltd., China

16:40-17:00

THE GCP INSPECTION OF TAIWAN

Chee Jen Chang, PhD

Professor of Graduate Institute of Clinical Medical Science,
Chang Gung University, Taiwan

17:00-17:20

CRA EXPERIENCES IN ASIAN CLINICAL TRIALS

Hitoshi Ushida

Study Leader, Clinical Development Group, Asia
Development Department, Daiichi Sankyo Co., Ltd., Japan

17:20-18:00
PANEL DiscussioN

18:00 CLOSING REMARKS
Hironobu Saito, PhD
Program Chairperson, Asian New Drug
Development Conference in Japan
Director, Asian Development Group,
Asian Development Department, Daiichi
Sankyo Co., Ltd., Japan

GENERAL INFORMATION

e Registration: Begins 9:00 on Day 1, and at 8:30 on Day 2, 2nd floor.

e Exhibition: Thursday, May 28, 10:30-20:00, “ZUIUN", 2nd floor.
Friday, May 29, 9:00-18:00, “ZUIUN", 2nd floor.

e Reception: Thursday, May 28, 17:45-20:00, “ZUIUN", 2nd floor.



FAX OR MAIL THE REGISTRATION FORM OR REGISTER ONLINE http://www.diahome.org

Registration Forms should be forwarded to the Drug Information Association, LLC (Japan) Office:
Maruei Building 4F, 2-19-9 lwamoto-cho, Chiyoda-ku, Tokyo 101-0032 Japan e tel +81-3-5833-8444 e fax +81-3-5820-8448

PLEASE CONSIDER THIS FORM AN INVOICE  DIA will send participants a confirmation letter within 3 to 5 business days after receipt of their registration.
3rd Annual Conference for ASIAN NEW DRUG DEVELOPMENT e Meeting I.D. # 09302 — May 28-29, 2009, Tower Hall Funabori, Tokyo, Japan

REGISTRATION FEES  Please check all applicable fees. If DIA cannot wverify your membership upon receipt of registration form, you will be charged the nonmember fee. Registration fee includes
refreshment breaks and reception. Registrations will be accepted by mail, fax, or email.

Available on nondiscount member fee only. Total Amount Due with Total Amount Due with
Meeting Fee 5% Consumption Tax Meeting Fee 5% Consumption Tax
» MEMBER FEE ¥ 59,000 ¥ 61,950 O ¥ 64,000 ¥ 67,200 O
Join DIA now to qualify for the early-bird member fee!
www.diahome.org/docs/Membership MEMBERSHIP ¥ 14,000 ¥ 14,700 (includes 5% Consumption Tax)

*To qualify for the early-bird discount, registration form and accompanying payment must be received by the date above. Does not apply to government/academiaf/nonprofit member rates.

» NONMEMBER FEE ¥ 78,000 ¥ 81,900 O
A one-year membership to DIA is available to those paying a NONMEMBER meeting registra-
tion fee. If paying a nonmember fee, please indicate if you do, or do not, want membership. I want to be a DIA member O I do NOT want to be a DIA member U
> DISCOUNT FEES MEMBER NONMEMBER*
Government (Full-time) ¥ 25,000 ¥ 26,250 O ¥ 39,000 ¥ 40,950 O
Charitable Nonprofit/Academia (Full-Time) ¥ 25,000 ¥ 26,250 O ¥ 39,000 ¥ 40,950 O

*If paying a nonmember fee, please check one of the boxes above, indicating whether you want membership.

[ To receive an exhibit application, please check. PAYMENT METHODS Please check payment method.

O BANK TRANSFER TO CITIBANK, N.A., Akasaka Branch, Prudential Plaza, Nagatacho 2-13-10,
Chiyoda-ku, Tokyo 100-0014, Japan. Drug Information Association Ordinary Account Number:
7585284, SWIFT CODE # CITIJPJT. Your name and company, as well as the above meeting I.D.

U Academia U Government U Industry number, must be included on the transfer document to ensure payment to your account.

Please check the applicable category below:

[ CRO (Contract Research or Service Organization) .
Please include BANK TRANSFER REFERENCE #

A student (Call for registration information)

PAYMENT BY CREDIT CARD is available online only — www.diahome.org

Please complete the information below

Last Name First Name M.I. Degrees dor OMe O Ms.
Job Title Affiliation (Company)

Address City State Zip/Postal Country (Address as required for delivery in your country)
email (Required for emailed confirmation) Phone Number (Required) Fax Number

CANCELLATION POLICY: On or before MAY 22, 2009
Administrative fee that will be withheld from refund amount: Member/Nonmember = ¥ 21,400 ¢ Government/Academia/Nonprofit (Member/Nonmember) = ¥ 10,700

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 paid. 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.

TRAVEL AND HOTEL Please make your airline reservations as early as possible to CONTACT AND EXHIBIT INFORMATION
ensure availability. There are a limited number of rooms at the Hotel Grand Palace Attendees are welcome to visit the exhibits during the meeting and
at the reduced rates shown below. Please make your room reservations as soon as receptions. For meeting and exhibit information, contact:

possible. To reserve a room at the reduced rates for DIA, attendees must use the

“Hotel Reservation Request Form” from the Hotel Grand Palace. To download The Drug Information Association, LLC office in Tokyo

this form, CLICK HERE or go to http://www.diahome.org/productfiles/18219/ by telephone  +81-(0)3-5833-8444
09302_Hotel_Reservation_Request_Form.pdf by fax +81-(0)3-5820-8448
. . . . by email diajapan@diajapan.org
Single ¥18,050/night / Twin ¥21,525/night
Address: 1-1-1 Tidabashi, Chiyoda-ku, Tokyo 102-0072, Japan T E—— ) ) ) ) )
Telephone: +81-(0)3-3264-3078 | Fax: +81-(0)3-3230-6822 .Prlvacy Policy: .Your private |nfo.rmat|0n Prowded to DIA is only used to
. . inform DIA meetings and related information.
email: rsales@grandpalace.co.jp

URL: hetp://www.grandpalace.co.jp/english


http://www.diahome.org/productfiles/18219/09302_Hotel_Reservation_Request_Form.pdf
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