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Overview

The third conference for Asian new drug development was held in
Tokyo in May, 2009. Several issues about Asian development were
discussed intensively from the sponsor’s and the regulatory reviewer’s
point of view.

For the fourth conference, the program committee has been joined
by colleagues from East Asian countries - China, Korea, Taiwan, and
Japan - who are actively involved in drug development in Asia. The
more critical topics have been selected.

Main topics are as follows:

1) Asian clinical trials in oncology area (development strategy and
operation)

2) Simultaneous global development from East Asia point of view

3) Ethnic similarity and differences among East Asia (medical
practices, PK etc.)

Several experts in drug development from China, the Republic of Korea,
Taiwan, and Japan will share their experiences and discuss how we can
contribute to healthcare and the patients in Asia. We are also planning
for opportunities for substantive discussion with PMDA regulators in
order to develop new drugs which contribute to public health.

Who Should Attend

This program will benefit the following individuals
e Clinical development professionals

e Personnel involved in regulatory affairs

e Personnel at clinical study sites
* Personnel at CROs and SMO

Simultaneous Translation Available

Tabletop Exhibit Opportunity

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

Tel: +81-3-5833-8444
Fax: +81-3-5820-8448
email: diajapan@diajapan.org
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DAY 1| TUESDAY, APRIL 13

9:00 - 10:30 REGISTRATION 2nd Floor Lobby

10:30 - 11:00 WELCOME AND OPENING REMARKS

Large Hall (5F)

Tatsuo Kurokawa, PhD

Chair, DIA Advisory Council of Japan

Professor, Graduate School of Pharmaceutical Sciences, Chiba University,
Japan

Hironobu Saito, PhD

Director, Group I, New Drug Regulatory Affairs Department, Daiichi
Sankyo Co., Ltd., Japan

11:00 - 12:30 KEYNOTE SESSION

SESSION CHAIRPERSONS

Yoshinobu Hirayama, PhD

Associate Executive Director, Center for Product Evaluation,
Pharmaceuticals and Medical Devices Agency (PMDA), Japan
Noriaki Murao

Representative, Japan Representative Office, Merz Pharmaceuticals
GmbH, Japan

11:00 - 11:45

KEYNOTE 1

Importance of Asian Regulatory Cooperation to
Provide a Better Drug

Representative Invited
Pharmaceuticals and Medical Devices Agency (PMDA), Japan

11:45 - 12:30

KEYNOTE 2

Recent Change in the Regulatory Environment in Korea
Won Shin, PhD

Director, Division of Gastroenterology and Metabolism

Products, Pharmaceutical Safety Bureau, Korea Food and

Drug Administration (KFDA), Republic of Korea

12:30 - 13:30 LUNCH BREAK
Free lunch is available in Zuiun (2F)
13:30 - 15:20 SESSION 1 Large Hall (5F)

PK/PD and Clinical Outcome from East Asian Point
of View - Part 1

SESSION CHAIRPERSONS

Herng-Der Chern, MD, PhD

Executive Director, Center for Drug Evaluation, Taiwan

Keiko Ebihara

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

13:30-13:55

Influence of Drug Characteristics on Ethnic Differences
in Pharmacokinetics

Kyung-Sang Yu, MD, PhD, MBA

Professor, Seoul National University College of Medicine and
Hospital, Republic of Korea

13:55-14:20
From Taiwan Point of View

Ammy Chiou
Director, Development & Medical Affairs Department,
Daiichi Sankyo Taiwan Ltd., Taiwan

14:20-14:55

China Mainland Point of View

Pei Hu, MD

Professor and Director, Phase | Unit, Clinical Pharmacology
Research Center, Peking Union Medical College Hospital, China

14:55-15:20

Similarities and Differences on PK Among East Asian
Populations

Masahiro Tohkin, PhD

Section Chief, Division of Medical Safety Science, National
Institute of Health Sciences, Japan

15:20 - 15:50 COFFEE BREAK Zuiun (2F)

15:50 - 17:30 SESSION 2 Large Hall (5F)

PK/PD and Clinical Outcome from East Asian Point
of View - Part 2

SESSION CHAIRPERSONS

Herng-Der Chern, MD, PhD

Executive Director, Center for Drug Evaluation, Taiwan

Keiko Ebihara

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

15:50-16:10

Review Experiences of Ethnic Similarities and
Differences Between Japanese and Other Populations
and Importance of East Asian Clinical Data

Yuki Ando

Principal Reviewer for Biostatistics, Office of New Drug I,
Pharmaceuticals and Medical Devices Agency (PMDA), Japan

16:10-16:30

Regulatory Science and Strategy of Bridging Study
in Taiwan

Chi-Hsun Chen, MD

Team Leader, Division of Clinical Science, Center for Drug
Evaluation, Taiwan

16:30-17:30
Panel Discussion
All speakers from Sessions 1and 2

17:45 - 20:00 RECEPTION Zuiun (2F)




DAY 2 | WEDNESDAY, APRIL 14

8:30 - 9:15 REGISTRATION 2nd Floor Lobby

9:15 - 10:55 SESSION 3 Large Hall (5F)

Asian New Drug Development in Cancer

SEssION CHAIRPERSONS

Yoshinobu Tanaka

Assistant Director, Clinical Research, Oncology Group, Clinical
Development Institute, Banyu Pharmaceutical Co., Ltd., Japan
Spring C. Wang

Director of Clinical Research & Development, Global Clinical
Operations, Xian-Janssen Pharmaceutical Ltd., China

9:15-9:40

Experience of Conducting Clinical Trials of Hepato-
cellular Carcinoma for Global Development

Li Xu, MD, PhD

Associate Professor, Sun Yat-Sen University Cancer Center,
China

9:40-10:05

How to Develop Anti-Cancer Agents for the
Regionally Common Cancers in Global Companies?
Korean Experience

Hanlim Moon, MD, PhD
Oncology Medical Director, Asia Pacific of Oncology Research
and Development, GlaxoSmithKline Korea, Republic of Korea

10:05-10:30
New Drug Development for Pancreatic Cancer in Taiwan

Li-Tzong Chen, MD, PhD
Deputy Director, National Institute of Cancer Research,
National Health Research Institutes, Taiwan

10:30-10:55
Asian New Drug Developments in Gastric Cancer

Toshihiko Doi, MD, PhD
National Cancer Center Hospital East, Japan

10:55 - 11:25 COFFEE BREAK Zuiun (2F)

11:25 - 13:05 SESSION 4 Large Hall (5F)

Simultaneous Global Development
SESSION CHAIRPERSONS

Junko Sato, PhD
Director for Risk Management, Office of Safety Il, Pharmaceuticals
and Medical Devices Agency (PMDA), Japan

Ling Su, PhD
Vice President, Asia Pacific Research Organization, Pfizer, China

11:25-11:50
“Good Review Practice” and “PER-Scheme” in APEC

Herng-Der Chern, MD, PhD
Executive Director, Center for Drug Evaluation, Taiwan

11:50-12:15
From Chinese Point of View

Wendy Yan
Director, Regulatory Affairs, BSP China, Bayer Healthcare
Company Ltd., China

12:15-12:40

Simultaneous Global Development - Korean Point of
View

Hyonam Park

DRA Head, Novartis Korea Ltd., Republic of Korea

12:40-13:05
Opportunities and Prospects of Asian Multinational
Clinical Trials - From Peramivir Asian Study

Takuko Sawada
Executive General Manager, Pharmaceutical Development
Division, Shionogi & Co., Ltd., Japan

13:05 - 14:05 LUNCH BREAK
Free lunch is available in Zuiun (2F)

14:05 - 15:15 SESSION 4 continued Large Hall (5F)

Panel Discussion
All speakers from Session 4

15:15 - 15:45 COFFEE BREAK Zuiun (2F)

15:45 - 17:15 SESSION 5 Large Hall (5F)

Ask the Asian Regulators and Experts
SEssION CHAIRPERSONS

Hironobu Saito, PhD
Director, Group Il, New Drug Regulatory Affairs Department, Daiichi
Sankyo Co., Ltd., Japan

Yil-Seob Lee, MD, PhD
Head of Medical and Regulatory, GlaxoSmithKline Korea, Republic of
Korea

PANELISTS

Jung-Yun Chang, PhD

Deputy Director, Gastroenterology and Metabolism Prod-
ucts Division, Korea Food and Drug Administration (KFDA),
Republic of Korea

Herng-Der Chern, MD, PhD

Executive Director, Center for Drug Evaluation, Taiwan

Ling Su, PhD

Vice President, Asia Pacific Research Organization, Pfizer, China
Yoshiaki Uyama, PhD

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

17:15 - 17:30 CLOSING REMARKS Large Hall (5F)

Hironobu Saito, PhD
Director, Group I, New Drug Regulatory Affairs Department, Daiichi
Sankyo Co., Ltd., Japan

17:30 WORKSHOP ADJOURNED




General Information Upcoming Events
Registration

Registration will start at 9:00 on the first day, and at 8:30 MAY 25 - 25, 2010

on the second day, on the 2nd floor. Tower Hall Funabori, Tokyo, Japan
Exhibition 1st DIA Cardiac Safety Workshop in Japan
Tuesday, April 13, 12:30 - 20:00 in the room “ZUIUN” on the Program Chair:

2nd floor. Boaz Mendzelevski, MD, Medifacts International, US
Wednesday, April 14, 9:00 - 17:15 in the room “ZUIUN” on

the 2nd floor. October 28 - 29, 2010

Reception Tower Hall Funabori, Tokyo, Japan
Tuesday, April 13, 17:45 - 20:00 in the Exhibition Hall on the 7th DIA Japan Annual Meeting

2nd floor.

Program Chair:

Hotel: Masaru Iwasaki, MD, PhD, GlaxoSmithKline K.K., Japan
There are a limited number of rooms at the Hotel Grand
Palace at the reduced rates shown below. To reserve a
room at the reduced rates for DIA, attendees must use the .MarcI.I 8-10,2010
“Hotel Reservation Request Form” from the Hotel Grand Grimaldi Forum, Monaco
Palace. 22" Annual EuroMeeting

To download this form, go to http://www.diahome.org/ Program Chairs:

productfiles/21372/10302_Hotel_Reservation_Form.pdf Bruno Flamion, MD, PhD, University of Namur, Belgium
or CLICK HERE. and European Medicine Agency, European Union
Room Rates Kirsten Franzén, Pfizer, Sweden,

Single ¥18,050/night / Twin ¥21,525/night

Address: 1-1-1 lidabashi, Chiyoda-ku, Tokyo 102-0072 Japan June 13 - 17, 2010

Telephone: +81-(0)3-3264-3078 Washington, DC, USA

Fax: +81-(0)3-3230-6822 46" Annual Meeting

Email: toru-ishikawa@grandpalace.co.jp Program Chair:

URL: http://www.grandpalace.co.jp/english/index.html Gaby L. Danan, MD, PhD, sanofi-aventis, France

Contact and Exhibit Information

For meeting and tabletop exhibit information, contact Keiko Cambridge at the Drug Information Association, LLC office in
Tokyo by:

Telephone: +81-3-5833-8444
Fax: +81-3-5820-8448 /

email: keiko.cambridge@diajapan.org

If you are interested in obtaining space for a tabletop exhibit, please check the box in the REGISTRATION FEE area on page 5.

Unless otherwise disclosed, DIA acknowledges that the statements made by speakers are their own opinion and not necessarily
that of the organization they represent, or that of the Drug Information Association.

Speakers and agenda are subject to change without notice.

Recording of any DIA tutorial/workshop information in any type of media, is prohibited without prior written consent from DIA.


http://www.diahome.org/productfiles/21372/10302_Hotel_Reservation_Form.pdf

REGISTRATION FORM: Register online or forward to
Drug Information Association, LLC (Japan) Office, Maruei

Building 4F, 2-19-9 Iwamoto-cho, Chiyoda-ku, Tokyo 101-

0032 Japan -« tel +81-3-5833-8444 - fax +81-3-5820-8448

4th Apnual Conference in Japan for
Asian New Drug Development
Event #10302 ¢ April 13-14, 2010 * Tower Hall Funabori, Tokyo, Japan

DIA will send participants a confirmation letter within 3 to 5 business days after receipt
of their registration.

Registration Fees If DIA cannot verify your membership, you will be charged the
nonmember fee. Registration fee includes refreshment breaks and reception (if applicable),
and will be accepted by mail, fax, or online.

All fees listed below include
the 5% consumption tax.

Member Early-bird Opportunity On or before After
Available on nondiscount member fee only. MARCH 17,2010 MARCH 17, 2010
Member Fee ¥ 61,950 O ¥ 67200 Q
Join DIA now to save on future meetings and to MEMBERSHIP
enjoy the benefits of membership for a full year! ¥ 15750 O
www.diahome.org/Membership

Nonmember Fee ¥ 82,950 O

A one-year membership to DIA is available to those paying a NONMEMBER registration fee.
If paying a nonmember fee, please indicate if you do, or do not, want membership.

| DO want to be a DIA member U | DO NOT want to be a DIAmember QO

Discount Fees MEMBER NONMEMBER
Government (Full-time) ¥ 26,250 O ¥ 42,000 4
Charitable Nonprofit/Academia (Full-time) ¥ 26,250 O ¥ 42,000 O

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

TO RECEIVE AN EXHIBIT APPLICATION, PLEASE CHECK a

Please check the applicable category:

3 Industry

O CSO (Contract research/service organization)

O Academia O Government

3 Student (Call for registration information)

Last Name

First Name M.

Degrees Qobor. OMr. O Ms.

Job Title

Company

Address  (As required for postal delivery to your location)

City State Zip/Postal Country

email Required for confirmation

Phone Number  Required Fax Number

TRAVEL AND HOTEL

There are a limited number of rooms at the Hotel Grand Palace at the
reduced rates shown below. Room availability at this rate is guaran-
teed only until MARCH 12, 2010 or until the room block is filled.
Attendees should make their airline and room reservations as soon as
possible.

Single ¥18,050/night / Twin ¥21,525/night

Address: 1-1-1 lidabashi, Chiyoda-ku, Tokyo 102-0072, Japan
Telephone:  +81-(0)3-3264-3078 / Fax: +81-(0)3-3230-6822
email: toru-ishikawa@grandpalace.co.jp

URL: http://www.grandpalace.co.jp/english/index.html

To reserve your room, please contact the Hotel Grand Palace
above and mention the DIA Workshop or click here for the Hotel
Reservation Form.

CANCELLATION POLICY: On or before APRIL 6, 2010
Administrative fee that will be withheld from refund amount:

Member or Nonmember = ¥21,400

Government/Academia/Nonprofit
(Member or 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.

TABLETOP EXHIBIT INFORMATION
Attendees may visit the tabletop exhibits during the event and receptions.
Contact the Drug Information Association, LLC office in Tokyo.

Telephone +81-(0)3-5833-8444
Fax +81-(0)3-5820-8448
email diajapan@diajapan.org

If you are interested in obtaining space for an exhibit, please check the
box in the REGISTRATION FEE area on the left.

PAYMENT OPTIONS:

Register online at www.diahome.org or 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 event I.D. number, must be
included on the transfer document to ensure payment to your account.

All local and overseas charges incurred for the bank transfer must
be borne by payer.

Please include BANK TRANSFER REFERENCE #

PAYMENT BY CREDIT CARD /s available online only = www.diahome.org


http://www.diahome.org/productfiles/21372/10302_Hotel_Reservation_Form.pdf
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