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OVERVIEW
New DIA Asia International Conference

DIA has held the DIA Asia New Drug Conference over 12 years in Japan, but this time,
with the introduction of the new ICH framework, we will start a new conference series
called “DIA Asia International Conference”. It has been decided to hold it under the
cooperation of the various Asian countries; the first one is to be held in Tokyo and future
ones will be held in other Asian counties in turn. In this conference, we will provide not
only a program suitable for the new ICH scheme, but also a useful information exchange
forum for the drug development in the new ara. New regulatory trends in various Asian
countries will also be shared and provide an opportunity to discuss how counties in Asia
can collaborate and provide breakthrough solutions for the patients.

Asia, the most important emerging region in the world

Asia has a huge population that accounts for 60% of the world, and economic growth is
prominent, attracting global attention. Many countries has characteristic aging populations,
and the increased medical needs have become similar to other developped regions. Asian
countries are similar in many ways, such as culture, behavioral/language characteristics,
ethnic factors, etc. In order to discuss common issues under such circumstances, forum
where Asian people get together to share opinions would be very useful. On the other hand,
the proportion of new products derived from Asia among medicines around the world, is
still small, and the proportion of Asians in the clinical trials conducted worldwide is small, so
that the Asia is expected to play a more important role in the global drug development in
the future.

Asia, the future, changing with ICH

This year, the ICH has determined to allow multiple Asian regulators to join ICH as official
members, drastically changing from 3 originating regions of the US, EU and Japan. These
countries are all moving to a new era when they can introduce common pharmaceutical
regulations and discuss issues on the same foundation. To meet the unmet medical needs,
regulators are trying to accelerate the drug development, including the introduction of an
expedited review process. Asian academies/companies also change the methods using a
various new technologies to find a solution. It is becoming necessary to pay an effort to
understand both the cutting-edge science and technology and changes in medical needs,
flexibly responding to patient expectations.

We will be expecting your active participation!

WHO SHOULD ATTEND

The program will benefit those with the following interests:

* Clinical development » Medical affairs and market « Regulatory affairs
» Academic organizations e Clinical study sites

* CROs and SMOs

* Regulatory agencies

Simultaneous Translation Available
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DAY 1| THURSDAY, APRIL 18, 2019 | ICH Day

9:00-9:30 REGISTRATION

9:30-9:40 WELCOME AND OPENING REMARKS

Akio Uemura, PhD
Representative Director, DIA Japan

9:40-10:10 KEYNOTE ADDRESS

SESSION CHAIR

Ling Su, PhD

Professor, Shenyang Pharmaceutical University, China
For the People in Asia, and the World - Making Maximal
Use of Drug Development Potential in Asia -
Shinobu Uzu
Associate Executive Director (New Drug Review), Center for Product
Evaluation, PMDA, Japan

10:10-11:30 SESSION 1

ICH Guideline E2A, E2B(R3) Training
SESSION CHAIR

Miyako Shionoiri
Associate Director, Safety and Risk Management Department, Daiichi
Sankyo Co., Ltd

Overview of the guideline. / Definition of the terms. / Serious Adverse Event
or Adverse Drug Reaction. / Expectedness of an Adverse Drug Reaction.
/ Standards For Expedited Reporting. / Implementation of the electronic
transmission of Individual Case Safety Reports (ICSRs). / Key success factors of
the guideline implementation in Japan from agency and industry perspective.
E2A: Clinical Safety Data Management: Definitions and
Standards for Expedited Reporting
Yuki Marumo
Review Planning Div., Office of Review Management, PMDA, Japan
E2B(R3)-1: Electronic Transmission of Individual
Case Safety Reports (ICRs) - 1 (Regulatory Agency’s
Viewpoint)
Takashi Misu, PhD
Senior Reviewer, Offiice of Pharmacovigilance |, PMDA, Japan
E2B(R3)-2: Electronic Transmission of Individual Case
Safety Reports (ICRs) - 2 (Industry’s Viewpoint)

Miyako Shionoiri
Associate Director, Safety and Risk Management Department, Daiichi
Sankyo Co., Ltd

11:30-12:30 LUNCH BREAK
12:30-14:10 SESSION 2

ICH Guideline E5, 17 Training
SESSION CHAIR

Ryuta Nakamura, PhD

Director, Office of New Drug Il, PMDA, Japan

Overview of the guideline. / Definition of the terms, / Assessment of the foreign
clinical data for extrapolation to the new region. / Developmental strategies
for global development. / The value of muruti regional clinical trials in drug
development. / Clinical trial design and protocol-related issues of MRCTs. / The
current status and challenges of the guideline implementation in Japan.

E5/EI17: Ethnic Factors in the Acceptability of Foreign
Clinical Data; Planning and Design of Multi-reginal
Clinical Trials -1 (Regulatory Agency’s Viewpoint)
Yoko Aoi, PhD

Principal Planning and Coordination Officer, Office of International
Cooperation, PMDA, Japan

E5/E17: Ethnic Factors in the Acceptability of Foreign
Clinical Data; Planning and Design of Multi-regional
Clinical Trials -2 (Industry’s viewpoint)

Osamu Komiyama

Senior Manager, Statistical Research & Data Science Group, Pfizer R&D Japan
Panel Discussion

All Session Speakers

14:10-14:35 SESSION 3

ICH Guideline M7 Training

SESSION CHAIR

Kiyohiro Hashimoto, PhD

Takeda Pharmaceutical Co.,Ltd.

Overview of the guideline. / Current status of 2nd addendum preparation
(selection of additional inpulities). / Actual examples to assess and control the
limit of DNA Reactive (Mutagenic) impurities.

ICH Guideline M7 Training

Masamitsu Honma, MD, PhD
Director, Division of Genetics and Mutagenesis, National Institute of
Health Science, Japan

14:35-15:05 COFFEE BREAK/
INTRODUCTION OF EXHIBITORS

15:05-15:55 SESSION 4

ICH Guideline Q5A-E, Q6B Training
SESSION CHAIR
Tomonori Nakagawa
Otsuka Pharm. Co., Ltd., Japan
Overview of the guideline. / Specific requirements on biological product comparing
chemical products. / Key sucsess factors of the guideline implementation in
Japan. / Any considerations on new modalities?
Q5A-E: Quality of Biotechnologycal/biological Products
Yasuhisa Ideno
Reviewer, Office of Cellular and Tissue-based Products, PMDA, Japan
Q68B: Test Procedures and Acceptance Criteria for
Biotechnological/biological Products
Yasuhisa Ideno
Reviewer, Office of Cellular and Tissue-based Products, PMDA, Japan

15:55-16:20 SESSION 5

Elements Considered for the ICH Q12 Guideline Currently
under Development
SESSION CHAIR
Tomonori Nakagawa
Otsuka Pharm., Co., Ltd., Japan
Overview of the draft guideline. / Current status of public comments. /
Anticipated challeanges for the future inplementation
Q12: Technical and Regulatory Considerations for

Pharmaceutical Product Lifecycle Management
Satomi Yagi
Reviewer, Office of New Drug IV, PMDA, Japan

16:20-17:50 SESSION 6

Regulatory Reform and ICH implementation in Asian Countries
SESSION CHAIR

Junko Sato, PhD

Director, Office of International Programs, PMDA, Japan

Since its inception in 1990, ICH has gradually evolved, and ‘New' ICH has established
as non-profit, non-governmental legal entity under Swiss law in 2015, having
pbeen disseminating more information on ICH processes to a wider number of
stakeholders. Under this new frame work, multiple Asian regulators has joined ICH
as official members recently, and need to implement the international technical
standards and guidelines of pharmaceutical development.

In this session, Asian regulatory/academic experts will share the interpretation of
each guideline, their opportunities and challenges on pharmaceutical development

under their new ICH era. i . .
Regulatory Reform in National Medical Product
Administration of China
Carol Zhu
SVP, Managing Director, DIA CHINA, China
NMPA Regulatory Reform-Recent Challenges at Pharmaceutical
Companies-
Tetsuomi Takano, RPh
Senior Strategy Director, Strategy & Planning, Clinical Development
Services, Covance Inc.
Regulatory Reform and the ICH Implementation Status
EunKyung Kim, PhD
Deputy Director for Pharmaceutical Quality Division, MFDS, Korea
ICH Related Training by CORE

James Leong
Centre of Regulatory Excellence(CoRE)/ Duke-NUS Medical School, Singapore

Panel Discussion
All Session Speakers

17:50-19:30 NETWORKING RECEPTION




DAY 2 | FRIDAY, APRIL 19, 2019| Asia Conference Day

9:00-9:30 REGISTRATION

9:30-10:45 SESSION 7 (PART 1)

Update on Regulatory Schemes for Prompt Development
and Accelerated Approval of Innovative Products

SESSION CHAIR

Yoshiaki Maruyama, PhD
Review Director, Office of Cellular and Tissue-based Products, PMDA, Japan
Although development of new drugs have led to significant improvement
of treatment outcome, there are a lot of therapeutic areas where treatment
choices are limited. Innovative products with a new mechanism of action and
technology are still needed.
In this session, regulators from U.S. China, Korea, Chinese Taipei and Japan
will introduce recent trend for prompt development and accelerated
approval of innovative products in each region. That includes schemes and
achievement for regenerative medicine and expedited development and
approval pathway (e.g. SAKIGAE strategy in Japan) for which innovative
products have been approved recently. Challenges of regulatory system etc.
will be discussed in panel discussion.

Development of Advanced Therapies

Dr. Larissa Lapteva
Associate Director, Division of Clinical Evaluation and Pharmacology/
Toxicology, Ofifce of Tissues and Advanced Therapies, Center for Bio-

logics Evaluation and Research, FDA, USA

Advanced Therapy Regulations in Japan

Masaki Kasai, PhD

Reviewer, Office of Cellular and Tissue-based Products, PMDA, Japan
PMDA’s Efforts to Facilitate the Development for
Innovative Drugs with High Medical Needs (SAKIGAKE
Designation Scheme)

Kazuhiko Chikazawa

Coordination Officer for Review of Breakthrough Products (SAKIGAKE),
Center for Product Evaluation, PMDA, Japan

10:45-11:15 COFFEE BREAK/
INTRODUCTION OF EXHIBITORS

11:15-13:20 SESSION 7 (PART 2)

Brief Overview of the Regulation of Advanced Therapies in China
Ling Su, PhD
Professor, Shenyang Pharmaceutical University, China

Accelerated Approval for early excess of innovative products
Se Eun Kim, PhD
Senior Scientific Officer, MFDS, Korea

Accelerating Drug Approval of Advanced Therapy
Ming-Mei Wu

Deputy Director of Division of Medicinal Products, TFDA, Chinese Taipei
Panel Discussion

All Session Speakers

13:20-14:20 LUNCH

14:20-15:35 SESSION 8

Lessons Learned from Latest Examples of Clinical
Development in Asia
SESSION CHAIR

Kosuke Mitsui, MBA

Chugai Pharma Science, (Beijing) Co., Ltd.

Recent environment of Clinical development in Asia has drastically changed.
ICH framework has been expanded from three original regions (USA, EU and
Japan) to several Asian countries/regions. Three vyears intensive regulatory
reforms have successfully been conducted in China. In addition, state-of-the-
art technologies have started to be used for clinical trials. In response to such
significant changes, various kinds of clinical development strategies have been
planned and conducted in order to launch new innovative products all over
the world trough the best practice. In this session, speakers from industry
field will present their hands-on experiences or challenges in the latest clinical
development including Asia. The audiences will particularly be able to learn
‘Clinical development planning and conduct centered in China’. The conduct
of clinical trials with state-of-the-art technologies. Simultaneous global clinical
development for early launch and so on.”

Chinese Biotech - Entering a New Era
Frank Jiang, MD, PhD
CEO, Cstone Pharmaceuticals, China

Sharing of Experience of Asian MRCTs and Cell Therapy

Product Development in Taiwan
Stanley Chang, MD, PhD
CEO, Medigen Biotechnology, Chinese Taipei

Global Development of SAKIGAKE Product Xofluza
Keniji Tsuchiya
Project Manager, Project Management Department, Shionogi & Co., Ltd.

15:35-16:05 COFFEE BREAK
INTRODUCTION OF EXHIBITORS

16:05-17:35 SESSION 9

Academias’ Challenge for New Drug Development and

Clinical Trials in Asia
SESSION CHAIR

In-Jin Jang, MD, PhD

Professor, Seoul National Universiy, Korea

In recent years, industry-academia collaboration has progressed in the field
of drug/ medical device development and R&D into new drugs incorporate
the latest science and challenges in addressing these unmet medical
needs, and worldwide innovative new drug/ treatment method from Asian
academia has become a reality in near future.

In this session, speakers from academia will introduce their challenge

and contribution for new drug development and clinical trials in Asia, and
afterward, the involvement with academia will be discussed above the
border among academia, regulatory authorities and industries.

Early Phase 1 Oncology Clinical Trials in Asia

Toshio Shimizu, MD, PhD

Medical Director, Dept. of Experimental Therapeutics, National Cancer
Center Hospital, Japan

Enhancing the Environment for Sponsored Research in
Malaysia

Dr. Akhmal Yusof

CRM, Malaysia

ICT in Clinical Trials in Korea

SeungHwan Lee, MD, PhD

Professor, Head, Ql office, Clinical Trials Center, Seoul National
University, Korea

17:35-17:40 CLOSING REMARKS

Ari Fujishiro
Senior Director, Regulatory Affairs Group, Asia Development Dept., Daiichi
Sankyo, Co., Ltd., Japan




REGISTRATION FORM: Register online or forward to
DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11 Nihon-

bashihoncho, Chuo-ku, Tokyo 103-0023 Japan
tel +81.3.6214.0574 « fax +81.3.3278.1313

DIA Asia 2019 International Conference

Event #19302 « April 18-19, 2019 | TOC Ariake Convention Hall, Tokyo

Address: 3-5-7 Ariake, Koto-ku, Tokyo 135-0063

DIA will send participants a confirmation letter within 10 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 ap-
plicable), 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: DIAGlobal.org/Membership

Q | DO want to be a DIA member

O 1 DO NOT want to be a DIA member

8% CONSUMPTION TAX INCLUDED

DAY 1 ONLY DAY 2 ONLY

2 DAYS (CONFERENCE

(ICH DAY) DAY)

Early Bird
(Until Apr 4, 2019) ¥63,720 0 | ¥43,200 0 | ¥43,2000
Industry
On of After Apr 5,2019 | ¥69,120 O | ¥47,560 0 | ¥47,560 O
MEMBER *
Govnmnt, | Early Bird
Non Profi’t | cwntit apr 4, 2019) ¥24,300 0 | ¥16,200 0 | ¥16,2000
Academia,
Medicals On of After Apr 5,2019 | ¥27,000 0 | ¥18,360 O | ¥18,360 01
Industry ¥88,020 1 | ¥61,560 1 | ¥61,560 0
(\[o1N17]57:13:8 Government, Non Profit ¥45,900 0 | ¥31,3200 | ¥31,3200
Academia, Medicals ¥39,960 0 | ¥27,000 QO | ¥27,0000
Membership ¥18,900 O
MEMBERSHIP 2-Year Membership ¥34,020 0
Academia Membership
(Academia, Medicals)** ¥12,9600

Early Bird Deadline: April 4, 2019

*To register for Academia Membership, please send this form to DIA Japan office
by fax or e-mail.

Please check the applicable category:

O Academia O Government O Industry O Medicals PAYMENT OPTIONS
O CSO (Contract research/service organization) Register online at www.DIAglobal.org or check payment method.
O Student (Call for registration information) O BANK TRANSFER:

You will receive an invoice with bank information detail by
Email after registration completion.
All local and overseas charges incurred for the bank transfer

Last Name must be borne by payer.
First Name ML O CREDIT CARD (VISA, MasterCard or JCB only)
QO VISA O MasterCard O JCB  Exp (mm/yy) /
Job Title Q Dr. QO Mr. QO Ms.
Department Card No.
Company

Cardholder Name

Address (As required for postal delivery to your location)

Signature

City State Zip/Postal Country

Email Required for confirmation

Phone Number Required Fax Number D IA
A
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Regulatory Reform in National Medical Product Administration

of China

DIA CHINA, China

Carol Zhu
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MFDS, Korea
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Development of Advanced Therapies

FDA, USA

Larissa Lapteva
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Brief Overview of the Regulation of Advanced Therapies in China
Shenyang Pharmaceutical University, China

Ling Su

Accelerated Approval for early excess of innovative products
MFDS, Korea

Se Eun Kim

Accelerating Drug Approval of Advanced Therapy

TFDA, Chinese Taipei

Ming-Mei Wu
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Chugai Pharma Science (Beijing) Co., Ltd.
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Chinese Biotech - Entering a New Era

Cstone Pharmaceuticals, China

Frank Jiang

Sharing of Experience of Asian MRCTs and Cell Therapy Product

Development in Taiwan

Medigen Biotechnology, Chinese Taipei

Stanley Chang
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Seoul National University, Korea
In-Jin Jang
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Enhancing the Environment for Sponsored Research in

Malaysia
CRM, Malaysia

Akhmal Yusof

ICT in Clinical Trials in Korea
Seoul National University, Korea

SeungHwan Lee
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