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DEVELOP.
INNOVATE. ADVANCE.

DIA volunteers, members, and staff
provide a comprehensive catalogue
of conferences, workshops, training
courses, scientific publications, and
educational materials, throughout the
year, all around the world.

DIAglobal.org
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FDA Bioequivalence Standards

U.S. Food and Drug Administration (FDA)
Lawrence Yu

Bioequivalence: Focus on European Perspective
and Current Trends

Inflamax Research Inc. / Bioequivalence Working
Group, European Generics Association (EGA)

Susana Almeida
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U.S. Food and Drug Administration (FDA)
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PROGRAM CHAIR

Fusashi Ishikawa, PhD
Sumitomo Dainippon Pharma Co., Ltd.

PROGRAM COMMITTEE

Tadayoshi Fujisaki
GlaxoSmithKline K.K.

Takeshi Hishikura
Japan Generic Medicines Association

Yukio Hiyama, PhD
National Institute of Health Sciences

Noriko Katori, PhD
National Institute of Health Sciences

Yoshihiro Matsuda, PhD
Pharmaceuticals and Medical Devices Agency

Satoshi Nagayama, PhD
Pfizer Japan Inc.

Kazuhiro Okochi
Takeda Pharmaceutical Company Limited

Haruhiro Okuda, PhD
National Institute of Health Sciences

Rumiko Shimazawa, PhD
Tokai University

Nobuyuki Suzuki, PhD
Daiichi Sankyo Co., Ltd.
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DIA volunteers, members, and staff
provide a comprehensive catalogue
of conferences, workshops, training
courses, scientific publications, and
educational materials, throughout the
year, all around the world.

DIAglobal.org

5th DIA CMC Forum in Japan
Challenge of Future BE Study

May 23, 2016
KFC Hall | Tokyo

DIAglobal.org/CMC_JP

OVERVIEW

The BE study has been an important study in pharmaceutical development, and each
region/country including Japan is considering and researching effectiveness of BE study
methodologies. It should become even more important due to the recent generic drug
promotion policy.

Under this situation, Japan DIA CMC Forum program committee designed a program
focusing on the BE study for this year.

Each region/country has a different BE guideline. These guidelines were created based
on BE and Quality control philosophy of each region/country. We consider it is crucial to
understand these philosophy for the global pharmaceutical development in the future.
In addition, new framework of BE study, such as Biowaiver and Biopharmaceutics
Classification System (BCS), which are emerging in recent years, has been a focus of
attention in Japan.

In this year’s CMC Forum, we will learn each region’s guideline philosophy, scientific
approach (BCS, IVIVC) and regulatory approach for BE studies (Biowaiver, Bioequivalence
of parenteral formulation).

We will also have a keynote lecture by Prof. Hiroyasu Ogata who is one of the leaders in
the field of BE studies in Japan.

WHO SHOULD ATTEND

The program will benefit those with the following interests:
* Regulatory Affairs

* CMC Regulatory Affairs

* Drug Substance Development and Manufacturing

« Formulation Development and Manufacturing

* Analytical Development

* Biopharmaceutical Development and Manufacturing
* Quality Assurance

* CMC Life Cycle Management

* CMC Project Management

Simultaneous Translation Available

Tabletop Exhibit Opportunities Available
For information, contact DIA Japan

Nihonbashi Life Science Building 6F,

2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
Tel: 81-3-6214-0574 | Fax: 81-3-3278-1313

Email: Japan@DIAglobal.org
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Endorsement by Parenteral Drug Association (PDA) and
International Society for Pharmaceutical Engineering, Inc. (ISPE)
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Global Center: Washington, DC | Americas | Europe, Middle East & Africa | China | Japan | India

PDA Farent
Connecting

2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
Tel +81.3.6214.0574

Nihonbashi Life Science Building 6F,
‘ Japan@DIAglobal.org



9:30-10:00 REGISTRATION

13:45-15:15 SESSION 2

10:00-10:10 WELCOME AND OPENING REMARKS

Ko Sekiguchi
Director, DIA Japan

Fusashi Ishikawa, PhD
Program Chair of DIA CMC Forum in Japan

Director, Formulation Property Research Group,
Formulation Research & Development Laboratories
Sumitomo Dainippon Pharma Co., Ltd.

10:10-11:00 KEYNOTE SPEECH

SESSION CHAIR

Rumiko Shimazawa, PhD
Professor, Clinical Pharmacology
Tokai University School of Medicine

Speech Title TBD

Hiroyasu Ogata, PhD

Professor, Department of Biopharmaceutics & Clinical
Pharmacokinetics

Meiji Pharmaceutical University

11:00-12:30 SESSION 1

Background and Philosophy of Each
Region BE Guideline

SESSION CHAIR

Rumiko Shimazawa, PhD

Professor, Clinical Pharmacology
Tokai University School of Medicine

Speech Title TBD

Chikako Yomota, PhD
National Institute of Health Sciences

FDA Bioequivalence Standards

Lawrence X. Yu, PhD

Deputy Director for Science and Director of Chemistry
at the Office of Generic Drugs

U.S. Food and Drug Administration (FDA)

Bioequivalence: Focus on European
Perspective and Current Trends
Susana Almeida, PhD

Senior Director of European Operations
Inflamax Research Inc.

Co-chair of Bioequivalence Working Group
European Generics Association (EGA)

12:30-13:45 LUNCH BREAK

SESSION CHAIR

Kazuhiro Okochi
Associate Director, GMS Japan Quality Center
Takeda Pharmaceutical Company Limited

Scientific Approach of BE Study

BCS Biowaiver

Lawrence X. Yu, PhD

Deputy Director for Science and Director of Chemistry
at the Office of Generic Drugs

U.S. Food and Drug Administration (FDA)

IVIVC (tentative)

Prof. Hitoshi Sato
Professor, School of Pharmaceutical Sciences
Showa University

Scientific Approach to Availability of IVIVC
for Japan

Yutaka Takahashi

Research Fellow, Analytical Planning & Control
Analytical Research Laboratories

Astellas Pharma Inc.

The availability in Japan of in vitro/in vivo correlations (IVIVC) for
an oral extended release drug product, which are used in FDA and
EMA, has been discussed on IVIVC-PJ in Japan Pharmaceutical
Manufacturers Association. The application of bio-waiver by
[VIVC establishment to Japan has a major challenge in how to
handle the individual variations in pharmacokinetics data. In this
presentation, current state of our scientific approach to overcome
the challenge will be shared.

15:15-15:35 COFFEE BREAK

15:35-17:05 SESSION 3

SESSION CHAIR

Satoshi Nagayama
Principal Scientist
Pfizer Japan Inc.

Regulatory Approach of BE Study

Prospective Issues of Trilateral BE Guidelines

Shinya Suzuki

Director, Planning & Administration Group
Technology Research & Development Management
Sumitomo Dainippon Pharma Co., Ltd.

The objective of bioequivalent (BE) study is to assure an
interchangeability of clinical use among the drug products, and
the success or failure of BE study may have a great influence
on pharmaceutical development or LCM strategy. In the global
development, it is necessary to satisfy regulation requirements
of each area to apply for, but there are some differences among
trilateral BE guidelines. Prospective issues for BE study will be
mentioned from the viewpoint of the company engaged in new
drug development.



‘Biowaiver’ and ‘BA/BE in Drug
Development’ Considered from Substance
of in vivo BE Study

Noriyuki Muranushi, PhD
Associate Director, Formulation R&D Center, CMC R&D

Division DIA and You:

Shionogi & Co., Ltd. DriVin Ideas
The substance of in vivo BE study be ‘Dissolution test using the g /

gastrointestinal tract’. The equivalence of in vivo dissolutions t ACtion
be to assure the therapeutic equivalence of two pharmaceutical s
products. Based on this insight, many questions about BE ‘ N

study including biowaivers be resolved. Differences among
BE approaches used by international regulatory authorities
are considered to be derived from conceptual differences of
biowaivers when waiver of add-on subject study be a kind of
biowaiver. In drug development there is no requirement for
demonstration of BE in formulation changes before phase 3 and With DIA, people and
proposed flexible changeability concept for formulation changes '

to achieve improved BA and optimized PK profile will be explained. ideas come together on a

global scale to accelerate

Issues with Bioequivalence for Parenteral innovation and identify
Formulations solutions.

Hiroko Shibata

National Institute of Health Sciences Become a member today at

DlAglobal.org/Membership
17:05-17:15 COFFEE BREAK

The More You

17:15-18:15 PANEL DISCUSSION

MODERATOR

Fusashi Ishikawa, PhD

Director, Formulation Property Research Group,
Formulation Research & Development Laboratories
Sumitomo Dainippon Pharma Co., Ltd.

Noriko Katori, PhD
Division of Drugs
National Institute of Health Sciences

Put In, the More
\LTU Get Out

PANELIST n
DIA Communities

are unique global forums
offering neutral and
18:25-20:00 NETWORKING RECEPTION multidiscipline opportunities
to devélop professionally while
raising the'level of health and
well-being worldwide.

All Speakers of this forum

Find out more at
DIAglobal.org/Community




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

Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
tel +81-3-6214-0574 - fax +81-3-3278-1313

The 5th DIA CMC Forum in Japan

Event #16304 « May 23, 2016 | KFC Hall, Ryogoku, Tokyo
Address: 1-6-1 Yokoami, Sumida-ku, Tokyo 130-0015

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 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 I DO want to be a DIA member

O | DO NOT want to be a DIA member
FEES
INCLUDING 8%

CONSUMPTION
TAX

Industry (after May 3, 2016) ¥34,560 O

Gov?rnment , Non Profit, Academia, ¥16,200 O
Medicals

MEMBER *

NON

MEMBER Government , Non Profit, Academia, ¥29160 O
Medicals ’

MEMBERSHIP 2-Year Membership ¥34,020 O

Early Bird Deadline: May 2, 2016

* Including members of Parenteral Drug Association (PDA) and/or
International Society for Pharmaceutical Engineering, Inc. (ISPE)

** 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 QO Government O Industry QO Medicals
O CSO (Contract research/service organization)
O Student (Call for registration information)

PAYMENT OPTIONS
Register online at www.DIAglobal.org or check payment method.

0 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 trans-
fer must be borne by payer.

O CREDIT CARD (VISA OR MASTER CARD ONLY)
O VISA QO Master Card Exp. (mm/yy)
Last Name
First Name M.l Card No.
Degrees Q b 4O Mr. Q Ms. Cardholder Name
Job Title
Signature
Company

Address (As required for postal delivery to your location)

City State Zip/Postal Country

Email Required for confirmation

Phone Number Required Fax Number

DEVELOP
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ADVANCE



