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The development of regenerative medicine in Japan, accelerated by new
regulatory and legal systems that began to be scaled into practical use

in 2013, has attracted considerable international attention. Currently,
research has progressed to the point that many cell therapy products,
both inside and outside Japan, are now entering clinical development,
and this, in turn, has revealed a number of issues in product
development, distribution, and post-marketing.

PROGRAM CHAIR
Yoji Sato, PhD
National Institute of Health Sciences (NIHS)

DIA Japan held its first Cell Therapy Products Symposium last year to
bring together stakeholders, particularly from industry and academia,
who were involved in developing cell therapy products. The mission
was to share insights and exchange ideas with relevant government
authorities in order to deepen mutual understanding and resolve issues
of concern.

PROGRAM VICE-CHAIR
Yasuko Terao, PhD
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PROGRAM COMMITTEE
Teruyo Arato, PhD
Hokkaido University Hospital

Masaki Kasai, PhD
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This year, the second Cell Therapy Products Symposium will focus

on specific issues and challenges from the beginning of product
development to post-marketing of domestic and overseas products,
offering a platform for sharing experience and problem-solving efforts
by leaders in academia and industry. Overseas trends and combination
products with medical devices will be also reviewed. We hope for lively
discussions on resolving these issues, and also on charting a direction for
future development and business strategies that will be well harmonized
internationally.

Keiji Miyamoto
Daiichi Sankyo Co., Ltd.

Sosuke Miyoshi, PhD

Astellas Pharma Inc.

Hiromi Okabe, PhD
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The DIA Cell Therapy Products Symposium encourages ongoing
discussion across industry, academia, and government. We hope that this
symposium will continue to grow as a place for sharing knowledge and
insights about the latest product developments and as a highly valued
networking opportunity for all participants. We look forward to your
active participation.
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Kazuhiro Takekita
Osaka University

WHO SHOULD ATTEND? Kouichi Tsuji _
Terumo Corporation
- Cell therapy products development professionals in pharmaceuticals,

. ; : . . Yoshie Tsurumaki
medical devices companies, venture companies, or academia

Novartis Pharma K.K.
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Simultaneous Translation Available
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a comprehensive catalogue of conferences,
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9:00-9:30 REGISTRATION In this session, having speakers from regulatory bodies and
industries in Japan and overseas, insights into manufacturing and
quality control of cell therapy products including daily practices,
9:30-9:45 WELCOME AND OPENING REMARKS will be shared based on their standpoints and experiences. The
: : panel discussion will follow the points to consider and approaches
to the current issues which will come up with each presentation.

Ko Sekiguchi
Director, DIA Japan Quality of Regenerative Medical Product —Challenge for
Yoji Sato, PhD Industrialization—
Program Chair _ Takehiko Kaneko, MD
Head, Division of Cell-Based Therapeutic Products, Medical Director & Head of Clinical Development Japan,
National Institute of Health Sciences (NIHS) SanBio Co, Ltd.

GCTP Manufacturing/Quality Control of Regenerative
9:45-10:25 KEYNOTE SPEECH Medicine in JAPAN
SESSION CHAIR Ryoko Naruse, PhD

Division Director, Office of Manufacturing/Quality and

:ngsaD‘i:\%sgw?)f Cell-Based Therapeutic Products Compliance Division of Pharmaceuticals, Pharmaceuticals and
National Institute of Health Sciences (NIHS) ’ Medical Devices Agency (PMDA)

Application of iPS Cells to Retinal Diseases Good Manufacturing Practices for Advanced Therapy
Masayo Takahashi, MD, PhD Medicinal Products in Europe

Project Leader of the Laboratory for Retinal Regeneration Margarida Menezes Ferreira, PhD

Research, Institute of Physical and Chemical Research (RIKEN) Member of the Committee for Advanced Therapies and of the
After more than 20 vyears of research, we confirmed the safety Biologics Working Party, European Medicines Agency (EMA)
of autologous iPS-derived retinal pigment epithelial (RPE) cell Senior Assessor, Medicines Evaluation Department /National
transplantation in a clinical study started in Aug 2013 in a patient. Scientific Advice Coordinator, INFARMED - National Authority
Now we have proceeded to HLA-matched allogeneic iPS-RPE cell of Medicines and Health Products, I.P. Portugal
transplantation. During the process of clinical study, we not only Panel Discussion

learnt about the current system for drug development process, All Session Speakers and

but also noticed the problems of it from the point of view of cell Kazunobu Oyama, PhD

therapy, clinical situation and surgical therapy. | feel that the new Chief Reviewer, Office of Cellular and Tissue-based Products,
system in Japan for development of regenerative medicine will Pharmaceuticals and Medical Devices Agency (PMDA)
solve the issues in some extent. | will talk about the expectation for

the scheme that a new collaborative style of academia, ministry

and industries will bring. LUNCH BREAK /
12:25-13:40 INTRODUCTION OF EXHIBITORS
COFFEE BREAK /
10:25-10:50 INTRODUCTION OF EXHIBITORS 13:40-15:15 SESSION 2
Tumorigenicity of Cell Therapy Products Towards
10:50-12:25 SESSION 1 Consensus in Safety Assessment
) ) ) ) SESSION CHAIR
Points to Consider from a Quality Standpoint Sosuke Miyoshi, PhD
at Drawing up Development Strategies of Cell Astellas Pharma Inc.
Therapy Products It is important for developing Cell Therapy Products to evaluate
SESSION CO-CHAIRS the tumorigenicity and establish the testing methods. This is
different from traditional safety strategies of small molecules
Teruyo Arato, PhD X - i
Professor, Clinical Research and Medical Innovation Center, and antlbody drugs that the homogene\ty of the products is
Hokkaido University Hospital adequate. Given that the properties of Cell Therapy Products,

we will discuss development of a standard method for detecting
undifferentiated pluripotent stem cells and/or transformed cells
contaminated in Cell Therapy Products using preclinical study. In

Hideki Onimatsu, PhD
Manager, Regulatory CMC Regulatory Affairs Department,
Takeda Development Center Japan, Takeda Pharmaceutical

Company Limited addition, the panel discussion will provide a better understanding
For cell therapy products, the following CMC issues are of the required actions (e.g. whole-genome analysis ) to assess
anticipated: e.g., difficulty of identifying all variation factors tumorigenicity risk from quality perspective. .
against manufacturing process at development, obtaining release . L. L.
tegst results after admigniztration to patientps duetoa shortgproduct Tumorigenicity: A Matter of Non-Clinical Safety? or a
lifetime. Considering development and manufacturing costs, Matter of Quality?
developers will take strategies similar with those for medicinal Yoji Sato, PhD
products such as technology transfer from overseas, use of oversea Head, Division of Cell-Based Therapeutic Products,
manufacturers and etc. At the same time though, from a quality National Institute of Health Sciences (NIHS)

standpoint, it is important to reduce uncertainty and narrow down
the options to the best strategies while correctly understanding
regulations, product attributes and issues to be solved, based on
the difference with medicinal products.



Implications of Regional Tumorigenicity Requirements
on the Global Development of Cell Therapy Products: Is
Convergence Possible?

Katherine Tsokas, JD

Senior Director, Global Regulatory Affairs,

Janssen Research & Development, LLC,

A Pharmaceutical Company of Johnson & Johnson

Pre-Clinical Evaluation of Gene-Modified T Cells

Hiroaki Ikeda, MD, PhD
Professor, Nagasaki University Graduate School of Medicine

International Cooperation for Standardization and
Harmonization of Tumorigenicity Testing Methods for Stem
Cell-Based Therapeutic Products

Keiji Yamamoto, DVM, PhD

Senior Director, Innovative Biology Laboratories,

Takeda Pharmaceutical Company Ltd.

Chair of FIRM-CoNCEPT

Panel Discussion
All Session Speakers and
Takuya Nishimura, PhD, DVM

Review Director, Office of Cellular and Tissue-based Products,
Pharmaceuticals and Medical Devices Agency (PMDA)

Masayo Takahashi, MD, PhD
Project Leader of the Laboratory for Retinal Regeneration
Research, Institute of Physical and Chemical Research (RIKEN)

COFFEE BREAK /

15:15-15:40 INTRODUCTION OF EXHIBITORS

15:40-18:30 SESSION 3

Challenges of Clinical Development for Cell
Therapy Products & Patient Registry at Launch
SESSION CO-CHAIRS

Keiji Miyamoto

Principal, Regulatory Affairs & Planning Group,

New Drug Regulatory Affairs Department, R&D Division,
Daiichi Sankyo Co., Ltd.

Kazuhiro Takekita

Associate Professor, Department of Cardiovascular Surgery,
Graduate School of Medicine, Osaka University

In the clinical development phase of cell therapy products, there are
several emerging/novel challenges to initiate and operate clinical trials,
preparations such as combination products, training to clinical sites, and
so on. In this session, the audience will learn how to overcome these
challenges through the discussions based on previous experiences for
preparations from companies.

In addition, since cell therapy products are the fruit of the innovative
technologies, construction of registry system to assemble the data are
essential for the sponsor. This session will also provide experiences of
pioneer companies and the present situations of regulatory authority
and national consortium. Then, future directivity will be explored
through the discussion.

Challenges to Conduct Clinical Trials for Regenerative
Product from Operational Perspectives

Shiho Sugiura, MSc
Manager, Study Operation Excellence Group, Oncology
Development Dept., Novartis Pharma K.K.

Deliver a Regenerative Medicine - From Development
of a Novel Cell Delivery System to Establishment of
Comprehensive Educational Program

Shoichiro Goto, PhD

Director, Frontier Development Department, Japan Cross-
Sector Medical Organization, Janssen Pharmaceutical
K.K.

Registry Development for Regenerative Medicine
Tsutomu Makino
Pharmaceuticals and Medical Devices Agency (PMDA)

PMS for Regenerative Medicine at J-TEC

Masukazu Inoie
Japan Tissue Engineering Co., Ltd.

PMS for HeartSheet®

Kouichi Tsuji
General Manager, Clinical Development Department, Terumo
Corporation

Data Center Preparation by National Consortium, JSRM
Kiyoshi Okada, MD, PhD
Project Associate Professor, Osaka University

Panel Discussion
All Session Speakers and

Takehiko Kaneko, MD
Medical Director & Head of Clinical Development Japan,

SanBio Co, Ltd.

18:30-19:30 NETWORKING RECEPTION




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

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

2nd DIA Cell Therapy Products Symposium in Japan

Event #17313 « December 15, 2017 | 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 |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 ac-
cepted 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 1 DO want to be a DIA member
O 1 DO NOT want to be a DIA member

8%

CONSUMPTION
TAX INCLUDED

Early Bird ¥313200
Industry (until Nov. 24, 2017) ’
After Nov.25,2017 ¥34,560 O
MEMBER *
Early Bird
Government, Non Profit, | cuntil Nov. 24, 2017) ¥14,580 1
Academia, Medicals
After Nov.25,2017 ¥16,200 O
Industry ¥44,010
\[01N]%[=%[=]=2:8] Government, Non Profit ¥25,650 O
Academia, Medicals ¥22,680 1
Membership ¥18,900 O
IS0 8] 2-Year Membership ¥34,020 1
Academia Membership (Academia, Medicals)** ¥12,960 O

Early Bird Deadline: November 24, 2017
* Including members of Forum for Innovative Regenerative Medicine (FIRM).

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

Please check the applicable category:

Q Academia Q Government Q Industry O Medicals

0 CSO (Contract research/service organization) O Student (Call for registration information)

Last Name

First Name M.I.

Degrees Q O OMrn QMs

TRAVEL AND HOTEL
Dai-ichi Hotel Ryogoku is convenient accomodation adjacent to the
venue. To reserve, please contact the Dai-ichi Hotel Ryogoku below.
Address:  1-6-1 Yokoami, Sumida-ku, Tokyo 130-0015, Japan
Telephone: +81-(0)3-5611-5211 / Fax: +81-(0)3-5611-5212
email: daiichi-hotel@dh-ryogoku.com
URL: http://www.dh-ryogoku.com/english/index.html

CANCELLATION POLICY: On or before December 8, 2017
Administrative fee that will be withheld from refund amount:
Member or Nonmember = ¥10,000
Government/Academia/Nonprofit

(Member or Nonmember) = ¥5,000

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
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 does NOT allow registrants to pass name badges to others. DIA
may ask attendees to show identifications, if necessary.

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.

Photography Policy

By attending the 2nd DIA Cell Therapy Products Symposium in Japan,
you give permission for images of you (captured during the confer-
ence through video, photo, and/or digital camera) to be used in DIA
promotional materials, publications, and/or website and waive any and
all rights including, but not limited to compensation or ownership.

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

O BANK TRANSFER:
You will recieve an invoce with bank information detail by email after
registration completion.

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

O CREDIT CARD (VISA, MASTERCARD OR JCB ONLY)

d visA Omc 04Jce Exp. (mm/yy)

Card No.

Job Title

Company

Cardholder Name

Address (As required for postal delivery to your location)

Signature

CONTACT INFORMATION
Contact the DIA Japan office in Tokyo for further information.
tel: +81.3.6214.0574 | fax: +81.3.3278.1313
email: Japan@DIAglobal.org
www.diajapan.org

City State Zip/Postal Country
email Required for confirmation
Phone Number Required Fax Number

D

A
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E-mail: Japan@DIAglobal.org

DIA

DIA Japan, Nihonbashi Life Science Building 6F,

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

Japan@DIAglobal.org

The Drug Information Association, Inc.
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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
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Application of iPS Cells to Retinal Diseases
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GCTP Manufacturing / Quality Control of
Regenerative Medicine in JAPAN
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Good Manufacturing Practices for Advanced
Therapy Medicinal Products in Europe

European Medicines Agency (EMA)

National Authority of Medicines and Health Products
(INFARMED), Portugal

Margarida Menezes-Ferreira
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Implications of Regional Tumorigenicity
Requirements on the Global Development of Cell
Therapy Products: Is Convergence Possible?

Janssen Research & Development, LLC
A Pharmaceutical Company of Johnson & Johnson
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International Cooperation for Standardization
and Harmonization of Tumorigenicity Testing
Methods for Stem Cell-Based Therapeutic
Products
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