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OVERVIEW

In addition to being the fastest growing market for pharmaceuticals, accessible patient
populations and the growing infrastructure for quality conduct of clinical trial makes Asia
attractive for global clinical development and a need for local regulatory authorities to quickly
bring their processes and guidelines up to date and in alignment with the changing clinical
trial environment in each country has emerged. Efforts toward regulatory collaboration to
bridge the gap between different countries’ requirements are underway. This has led to a
certain degree of convergence for regulatory principles and pathways while implementing
local regulatory changes in a way that is compatible with local environments.

Successful clinical research cannot be executed without contribution from academic sites.
Some sites have created a clinical trial network which provides the optimal and effective
means for accelerating clinical research, offering fast patient recruitment and advanced
scientific advantages, including central diagnostic or screening processes to identify
appropriate enrollees for clinical trials.

Recently, pharmaceutical companies are actively utilizing global clinical trial for NDA
submission in various countries. They need to provide globally consistent interpretation
of the data while fulfilling local requirements wherever the drug is evaluated. Innovative
development approach is essential to accelerate and integrate Asia into global drug
development.

During this conference, speakers with varied expertise will share their valuable experiences
and insights to ensure medical needs are met in the era of globalized drug development. A
variety of hot topics including ICH E17 guidelines and new initiatives by Asian regulatory
authorities which catalyzes the creation of fresh ideas will be discussed by a wide range of
professionals. We wish you all an enjoyable and informative conference.

WHO SHOULD ATTEND

The program will benefit the following individuals:

» Clinical development professionals

« Personnel involved in regulatory affairs

» Personnel at clinical study sites

+ Personnel at CROs and SMOs

+ Personnel involved in medical affairs and market
» Personnel at academic organizations

« Personnel at regulatory agencies

Simultaneous Translation Available

Tokyo 106-0041 Japan
+81.3.5575.2130
DIAJapan@diajapan.org
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DAY 1| MONDAY, APRIL 20

9:00-9:30 REGISTRATION

9:30-9:40

Ko Sekiguchi
Director, DIA Japan

WELCOME AND OPENING REMARKS

9:40-10:10
CHAIR

Koichi Miyazaki
Senior Director, Regulatory Affairs Group, Asia Development Dept.
Daiichi Sankyo Co., Ltd.

KEYNOTE SESSION

Current Challenges of PMDA in Japan and in Asia

Takao Yamori, PhD
Director of Center for Product Evaluation
Pharmaceuticals and Medical Devices Agency

10:10-12:30 SESSION 1
East-Asian Regulatory Update on Global Clinical Trials

With progress of global clinical development of new drugs, global clinical
development strategies with global clinical trials become the majority of clinical
development, to expedite the launch of new products for patients. Regulatory
agencies have improved their regulations based on their experience and
knowledge, to provide more appropriate regulatory circumstances, accordingly.
This session will provide the latest regulatory information and what agencies
conduct in these days for global clinical trials and utilization of clinical data by
experts from each country.

In panel discussion, various topics will be covered, such as challenges of global
development and cooperation among agencies, plus more.

SESSION CO-CHAIRS

Ari Fujishiro

Associate Director, Regulatory Affairs Group, Asia Development Dept.

Daiichi Sankyo Co., Ltd.

Kihito Takahashi, MD, PhD

Vice President and Senior Managing Director

Japan Development & Medical Affairs Division, GlaxoSmithKline K.K.
Regulatory Update on Global Clinical Trials in Japan
Hiroshi Sakaguchi
Reviewer, Office of New Drug Il, Pharmaceuticals and Medical Devices
Agency
Regulatory Update for Global Clinical Trials in Korea

In-Sook Park, PhD

Director, Gastroenterology and Metabolism Products Division, Drug
Evaluation Dept, National Institute of Food and Drug Safety Evaluation
Ministry of Food and Drug Safety, Republic of Korea

Introduction of Regulation on Registration for Drug Clinical
Trial in China

Xiaogiang Xu

Deputy Consultant, Department of Drug and Cosmetics Registration
China Food and Drug Administration, China

Regulatory Update on Global Clinical Trials in Taiwan

Po-Yu Wang
Section Chief, Division of Medicinal Products, Food and Drug
Administration, Ministry of Health and Welfare, Taiwan R.O.C.

Panel Discussion
Panelists: all speakers for this session

12:30-13:30 LUNCH BREAK/EXHIBITS

A lunch box will be served in the conference venue.

13:30-14:00
CHAR

Takao Yamori, PhD
Director of Center for Product Evaluation
Pharmaceuticals and Medical Devices Agency

Transformation to Hub for Global and Asia Clinical Trials
- Korea Clinical Trial Initiatives -

Deborah Chee, MD, PhD, MBA

President, KONECT/Korea National Enterprise For Clinical Trials,
Republic of Korea

SPECIAL LECTURE

14:00-15:00 SESSION 2

NDA Review of Drugs Developed by Multi-Regional Clinical
Trials

Recently NDAs depending on the results of multi-regional clinical trials (MRCT)
are steadily increasing. Especially among them, drug development using Asian
MRCT or bridging strategy is expected to be a pivotal strategy for global and/

or Asian application because of the higher similarity of ethnic factors within the
region. In this session, we will focus on NDA using such development strategies
and Asian regulators will introduce their experiences of NDA review. Based on the
experiences, points to be considered planning development strategies, discussion
matters in the review, and future issues will also be discussed.

SESSION CO-CHAIRS

Min Soo Park, MD, PhD
Professor, Pediatrics and Clinical Pharmacology, Yonsei University College of
Medicine, Republic of Korea

Naoyuki Yabana, PhD

Office of Standards and Guidelines Development,

Pharmaceuticals and Medical Devices Agency
Experience of NDA Review in Japan
Ken Sakushima, MD, MPH, PhD
Medical Reviewer, Office of New Drug lll, Office of Cellular and Tissue-
based Products, Pharmaceuticals and Medical Devices Agency
Experience of NDA Review in Korea

In-Sook Park, PhD

Director, Gastroenterology and Metabolism Products Division, Drug
Evaluation Dept, National Institute of Food and Drug Safety Evaluation
Ministry of Food and Drug Safety, Republic of Korea

15:00-15:30 COFFEE BREAK/EXHIBITS

15:30-17:30 SESSION 2 (CONTINUED)

NDA Review of Drugs Developed by Multi-Regional Clinical
Trials

Experience in Evaluation for NDA

Chenyan Gao

Director, Clinical Trial Department, Center for Drug Evaluation
China Food and Drug Administration, China

Experience of NDA Review in Taiwan

Hsiao-Yun Chen, PhD
Team Leader, Division of New Drugs, Center for Drug Evaluation
Taiwan R.O.C.

Panel Discussion
Panelists: all speakers for this session

17:30-19:00 NETWORKING RECEPTION/EXHIBITS

Private Social Function Policy

DIA does not allow hospitality functions to be held during any DIA
meeting sessions, scheduled exhibit hours, or social events. There-
fore, the hours noted below are the only hours that are acceptable
for hospitality functions.

Sunday, April 19
Monday, April 20
Tuesday, April 21

All times are acceptable
Before 8:00 and after 20:00
Before 8:00 and after 19:00
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DAY 2 | TUESDAY, APRIL 21

8:30-9:00 REGISTRATION

9:00-10:15 SESSION 3

Activities by Academia

In recent years, clinical trial networking by academia has been greatly contributing
to the progress of drug development in Asia. In addition, expectations are
growing for activities by academia to advance excellent research results to the
development of innovative drugs. This session features the report of the activities
by academia in East Asia. Speakers from the regions will introduce activities of
Academic-Industrial Collaboration National Cancer Genomic Screening Project
for Individualized Medicine in Japan (SCRUM-Japan), actions for clinical trial
network and consortium in East Asia, and activities of ARO in Asia. Future
prospects will also be discussed on how individual activities and efforts will be
developed beyond boundaries of the regions and the possibility of partnership
and collaboration.

SESSION CO-CHAIRS

Yoshiko Komuro, PhD
Deputy of Review Director, Office of New Drug Il
Pharmaceuticals and Medical Devices Agency

Kazutaka Suga, PhD
Senior Manager, Japan/Asia Clinical Development 1, Global Development
Astellas Pharma Inc.

Activities of the Nationwide Genome Screening Project
as Academic-Industrial Collaboration for Individualized
Medicine in Japan (SCRUM-Japan)

Takayuki Yoshino, MD

Director, Department of Gastroenterology and Gestrointestinal
Oncology, National Cancer Center Hospital East

Academia Network and Consortium in Korea

Min Soo Park, MD, PhD

Professor, Pediatrics and Clinical Pharmacology, Yonsei University
College of Medicine, Republic of Korea

Clinical Trials Network and Consortium in Taiwan

K. Arnold Chan, MD, ScD, FISPE
Director, Clinical Trial Center, National Taiwan University Hospital, Taiwan
R.O.C.

10:15-10:45 COFFEE BREAK/EXHIBITS

10:45-12:10 SESSION 3 - CONTINUED

Activities by Academia

Leading with Science: George Clinical in the Asia Pacific
Region

John Knight, MBBS, MA, MBA, FRACP

Director, Australia-China Partnerships, Professorial Fellow, Renal and
Metabolic Division, The George Institute for Global Health, Australia

Panel Discussion
Panelists: all speakers for this session

12:10-13:10 LUNCH BREAK/EXHIBITS

A lunch box will be served in the conference venue.

13:10-14:00 SESSION 4

Drug Development Utilizing Multi-Regional Clinical Trials
Conducted in Asian Area - Part 1: Experience of the
Registrations in Japan

Now that simultaneous global drug development has become a standard
approach of many pharmaceutical companies, there are some conditions that

the project should consider when we try to utilize Asian regional clinical trials for
drug development. In this session, recent new drug approved in Japan by the use
of Asian regional clinical trials, will be used as an example, and the development
strategy of those examples will be discussed from the view point of Japan NDA
submission.

In the following part 2 of this session, we will have speakers from other Asian
countries with the same theme, and in the panel discussion at the end, all speakers
of parts Tand 2 will attend the comprehensive discussion to think about what kind
of options we can take in the drug development strategy using Asian regional
clinical trials.

SESSION CO-CHAIRS

Tomohisa Hayakawa, PhD
Corporate Officer, Senior Vice President, EPS International Holdings Co., Ltd.

Akio Uemura, PhD
Senior Director & Head, APAC Clinical Operations
Regulatory Affairs & Safety Japan, Allergan Japan K.K.

A Case Study for Tadalafil: Drug Development utilizing
Asian Regional Clinical Trials

Takashi Higashiguchi

Director, Regulatory Affairs Japan, Eli Lilly Japan K.K.

An Experience in Regional Clinical Development in Asia

- From A Project Management Perspective -

Nobutoshi Matsushita, PhD

Ophthalmology Portfolio Manager/Global Program Manager, Product
Development Japan, Bayer Yakuhin Ltd.

14:00-14:50 SESSION 5

Drug Development Utilizing Multi-Regional Clinical
Trials Conducted in Asian Area - Part 2: For Regulatory
Submission in Asia

Since Asian multi-regional clinical trials (MRCTs) started to be conducted, how

to make the use of such trials for the clinical development has mainly been
discussed for Japan. However in reality, it has also been discussed and used for
the regulatory submmission in other Asian countries. Therefore in this session,
speakers in pharmaceutical companies were invited from the clinical development
offices in Asian countries to present their thoughts about the clinical development
strategies for their countries or the Asia-Pacific regions by using Asian MRCTs.

In the panel discussion following these speakers’ presentations, all presenters
including the ones from the previous session will exchange their opinions on what
kind of options would possibly be considered for the clinical development for
Asian countries by using Asian MRCTs.

SESSION CO-CHAIRS

Mark A. Bach, MD, PhD

VP, Head of Asia Pacific Medical Sciences

China Innovation Leader

Janssen Pharmaceuticals K.K.

Kosuke Mitsui, MBA, PMP

Project Leader, Department of “Small Global” Clinical Development,
Headquarters of New Product Evaluation and Development, Otsuka
Pharmaceutical Co., Ltd.

Drug Develoopment in Asia utilizing Asian MRCTs
- From Korean Perspective -

Yil-Seob Lee, MD, PhD
Medical and Regulatory Director, Pharma South Korea
Seoul Head Office, GlaxoSmithKline, Republic of Korea

Drug Development in Asia utilizing Asian MRCTs
- From Japanese industry perspective -

Tetsuomi Takano, RPh
Senior Director, Head of Asian Development Strategy, Japan/Asia
Clinical Development 1, Global Development, Astellas Pharma Inc.

14:50-15:20 COFFEE BREAK/EXHIBITS

15:20-17:10 SESSION 5 (CONTINUED)

Drug Development Utilizing Multi-Regional Clinical
Trials Conducted in Asian Area - Part 2: For Regulatory
Submission in Asia

Drug Development in Asia utilizing Asian MRCTs

- From Chinese industry perspective -

Joseph C. Scheeren, PharmD
Senior Vice President, Head of Global Regulatory Affairs - Pharma and
Consumer Care, Bayer Healthcare, Switzerland

Drug Development in Asia utilizing Asian MRCTs
- From Asia Pacific Perspective -

Elizabeth Kaneko, JD
Head, Asia Pacific Science and Strategy Office
Janssen Pharmaceuticals

Panelists: all speakers for Session 4 and Session 5

17:10-17:20 CLOSING REMARKS

17:20 CONFERENCE ADJOURN




REGISTRATION FORM: Register online or forward to
DIA Japan, Nisso 22 Building, 7F, 1-11-10 Azabudai, Minato-ku, Tokyo 106-0041

Japan
tel +81-3-5575-2130 « fax +81-3-3583-1200

9t DIA Annual Conference in Japan for Asian New Drug Development
Event #15302 « April 20-21| Belle Salle lidabashi First | Tokyo

Address: Sumitomo Fudosan lidabashi First Tower BIF, 2-6-1 Koraku,
Bunkyo-ku, Tokyo 112-0004

DIA will send participants a confirmation mail within 10 business days after receipt of
their registration.

Registration Fees [f 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.

Join DIA now to save on future meetings and to enjoy the benefits of membership for a
full year: www.DIAGlobal.org/Membership

O DO want to be a DIA member

O 1 DO NOT want to be a DIA member

REGISTRATION FEES

WITHOUT TAX 8% TAX

TRAVEL AND HOTEL

Nearest airport:  Haneda Airport

Attendees should make airline and hotel reservation as early as
possible. Tokyo Dome Hotel is conveniently located to the meeting
venue, one-station by Toei Oedo Line or a 5-min drive by taxi.

TOKYO DOME HOTEL

Address: 1-3-61 Koraku, Bunkyo-ku, Tokyo 112-8562
Telephone: +81-3-5805-2111
URL: http://www.tokyodome-hotels.co.jp/e/

CANCELLATION POLICY: On or before April 13, 2015
Administrative fee that will be withheld from refund amount:
Member or Nonmember = ¥20,000
Government/Academia/Nonprofit

(Member or Nonmember) = ¥10,000

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

Early Bird (until April 6)° ¥59,0000 ¥63,7200 time but mem_bershlp is not transferable. Pl_ease not_|fy DIA of any
such substitutions as soon as possible. Substitute registrants will be
VSTl Industry ¥64,0000 ¥69,1200 responsible for nonmember fee, if applicable.
Government, Non Profit, ) )
Academia, Medicals ¥25,0000 ¥27,0000 DIA reserves the right to alter the venue, if necessary. If an event
Industry ¥81,5000 ¥88,0200 is cancelled, DIA is not responsible for any airfare, hotel or other
MSP?QER Government ¥40,0000 ¥43,2000 costs incurred by registrants.
Non Profit, Academia, Medicals ¥25,0000 ¥27,0000
* Early Bird Deadline: On or before March 30.
Photography Policy
MEMBERSHIP FEES By attending the 9th DIA Annual Conference in Japan for Asian New
Drug Development, you give permission for images of you (captured
Membership ¥15,0000 ¥16,2000 during the conference lthrough wdeo, photlo, alnd/or digital cam_era) to
. be used in DIA promotional materials, publications, and/or website and
Membership ¥17,5000 ¥18,90000 : . : ; - :
- waive any and all rights including, but not limited to compensation or
2-year Membership ¥31,5000 ¥34,0200 ownership.
PAYMENT OPTIONS
Register online at www.DIAGIlobal.org or check payment method.
O BANK TRANSFER:
ol heck th licabl - You will recieve an invoce with bank information detail by email after
ease check the applicable category: registration completion.
O Academia O Government Q Industry O Student .
All local and overseas charges incurred for the bank transfer must
be borne by payer.
Last Name
O CREDIT CARD (VISA OR MASTERCARD ONLY)
First Name M., Q VISA d MmMc Exp. (mm/yy)
Degrees Q D QM. Q Ms
Card No.
Job Title
Cardholder Name
Company
Signature
Address (As required for postal delivery to your location)
City State Zip/Postal Country
CONTACT INFORMATION
— p— Contact the DIA Ja-pan offit_:e in Tokyo DEVELOP
emall Required for confirmation for further information. D IA INNOVATE
tel: +81.3.5575.2130 | fax: +81.3.3583.1200 ADVANCE
email: DIAJapan@diajapan.org
Phone Number Required Fax Number
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Bayer Healthcare
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