1t DIA Cell Therapy Products
Symposium in Japan

- Industry, Academia, and Government Challenges
in Practical Use

9:00 - 18:00, December 16, 2016
KFC Hall | Ryogoku, Tokyo

N

In Japan, development of regenerative medicine has gained much
attention since Professor Shinya Yamanaka won the Nobel Prize for his
research in induced pluripotent stem (iPS) cells in 2012. In 2013, relevant
regulatory and legal systems corresponding to early practical use of
regenerative medicine were established.

After implementation of the Pharmaceutical and Medical Device Act in
2014, pharmaceutical companies, including venture companies based
in academia, have actively undertaken regenerative medical product
development. At the same time, issues concerning development
and/or distribution of such products have been recognized from the
international and strategic points of view.

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

PROGRAM VICE-CHAIR
Akiko Ikeda

The Ist DIA Cell Therapy Products Symposium in Japan will bring together Janssen Pharmaceutical K.K.
all stakeholders working in developing regenerative medical products,

in particular those from industry and academia, to share clues and
exchange ideas with relevant government authorities to deepen their
mutual understanding and solve these issues of concern. By examining
previous frameworks and experiences in Japan and elsewhere, panelists
will guide participants through active discussions of appropriate business
and development strategies that will result in well-balanced, international
regenerative medical product development and business.

PROGRAM COMMITTEE
Teruyo Arato, PhD

Hokkaido University Graduate School of Medicine

Keiji Miyamoto
Daiichi Sankyo Co., Ltd.

Tadashi Sameshima
Terumo Corporation

Masayuki Shibasaki, PhD

As practical use of regenerative medical products has just begun, Astellas Pharma Inc.
continued discussion with relevant government authorities on quality
control, development, marketing, and other strategic issues will lead to
better clues that solve these problems. Your active participation is highly

appreciated.

Kazuhiro Takekita
Pharmaceuticals and Medical Devices Agency (PMDA)

Yasuko Terao, PhD

Janssen Pharmaceutical K.K.

Yoshie Tsurumaki
Novartis Pharma K.K.

WHO SHOULD ATTEND?

- Cell therapy product development professionals in pharmaceuticals,

. . . . X OPERATION TEAM
medical devices companies, venture companies, or academia

Hiromi Okabe, PhD
Daiichi Sankyo Co., Ltd.

Endorsement by PMDA

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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DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing, China
Horsham, PA, USA | Mumbai, India | Tokyo, Japan
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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

Nihonbashi Life Science Building 6F,

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

Japan@DIAglobal.org




8:30-9:00 REGISTRATION

10:50-11:45 SESSION 2

9:00-9:15 WELCOME AND OPENING REMARKS

Ko Sekiguchi
Director, DIA Japan

Yoji Sato, PhD
Program Chair

Head, Division of Cell-Based Therapeutic Products,
National Institute of Health Sciences (NIHS)

9:15-9:45 KEYNOTE SPEECH 1

Raw Material Requirements for Regenerative
Medicine
SESSION CHAIR

Teruyo Arato, PhD
Professor, Department of Regulatory Science,
Hokkaido University Graduate School of Medicine

SESSION CHAIR

Yoji Sato, PhD
Head, Division of Cell-Based Therapeutic Products,
National Institute of Health Sciences (NIHS)

Points to Consider on Development of Cell Therapy
Products
Kazuhiko Chikazawa

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

9:45-10:35 SESSION 1

This session will focus on how to ensure appropriate regenerative
medical product development from the international perspective.
Raw materials originating from biological substances (such as cell
lines, animal serum, human serum, biologically active substances,
culture media, etc.) required for development and manufacturing of
products using human cells are procured across national borders. As a
result, global attention must be focused on the relevance of biological
donors and how to ensure the quality and safety of these raw
materials, especially protection from viruses. Speakers will present
their different experiences and perspectives on three main topics: (1)
different cell types; (2) requirements in Japan and overseas; and (3)

Quality Control Strategy for Regenerative
Medicine

SESSION CHAIR

Teruyo Arato, PhD

Professor, Department of Regulatory Science
Hokkaido University Graduate School of Medicine

Quality control strategy to secure quality from procuring raw
material to the final manufactured product is very important
for regenerative medicine. Quality control is required at many
process points, not only at the actual manufacturing phase but
at raw material procurement, processing, transportation, storage,
packaging, clinical site testing, determining the expiration period
for raw material and for the final product, and so on. This session
will discuss quality control strategy from different perspectives:
academic research in Japan, industry in Japan, industry outside
Japan, and the regulatory perspective from the PMDA, all of whom
will discuss points for improvement.

Quality Control Strategy of HeartSheet® - From the
Experience of Review and Approval

Kenichi Ishibashi

Senior Research Manager, HeartSheet Business Dept.,
Terumo Corporation

Overcoming Challenges in Developing a Control Strategy
for Autologous Cell Products

Margit Jeschke, PhD
Head of Global Analytical Development,
Novartis Pharma AG

Quality Control Strategy; PMDA Perspective

Kazunobu Oyama, PhD
Chief Reviewer, Office of Cellular and Tissue-basaed Product,
Pharmaceuticals and Medical Devices Agency (PMDA)

10:35-10:50 COFFEE BREAK

companies and regulators.

Approval and PMS Issues of An Allogeneic Stem Cell
Product “TEMCELLI® HS inj”

Zen-ichi Mohri
JCR Pharmaceuticals Co., Ltd.

Issue and Challenge for Quality Strategy on Global
Development Products

lan Harris, PhD

Product Development Team Leader, Cell Therapy,
Janssen Research & Development, LLC,

A Pharmaceutical Company of Johnson & Johnson

Assessment of Raw and Starting Materials for Cell-Based
Therapies - European Regulatory Aspects

Ivana Haunerova

Pharmaceutical Assessor - Specialist, State Institute for Drug
Control, Czech Republic

Committee for Advanced Therapies (CAT), European Medicines
Agency (EMA)

11:45-12:30 PANEL DISCUSSION

SESSION CO-CHAIRS

Teruyo Arato, PhD

Professor, Department of Regulatory Science,

Hokkaido University Graduate School of Medicine

Yoshiaki Maruyama, PhD

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

Panelists:

Speakers for Session 1 and Session 2 and

David W. Smith, RPh, MBA
Vice President, Global Business Development,
Lonza Pharma & Biotech, Lonza Valkersville, Inc.

Kanako Watanabe, PhD
Reviewer, Office of Cellular and Tissue-basaed Products,
Pharmaceuticals and Medical Devices Agency (PMDA)

12:30-13:30 LUNCH BREAK




13:30-14:10 KEYNOTE SPEECH 2

16:00-18:00 SESSION 4

SESSION CHAIR

Yoji Sato, PhD
Head, Division of Cell-Based Therapeutic Products,
National Institute of Health Sciences (NIHS)

Cell-Based Therapy for Parkinson’s Disease

Jun Takahashi, MD, PhD
Professor, Center for iPS Cell Research and Application (CiRA),
Kyoto University

14:10-15:40 SESSION 3

Safety - Tumorigenicity

SESSION CO-CHAIRS

Shin Kawamata, MD, PhD

Director, Research & Development Center for Cell Therapy,
The Foundation for Biomedical Research and Innovation
Yasuko Terao, PhD

Director, Neuroscience, Cardiovascular and Metabolism TA Lead,

Neuroscience, Cardiovascular and Metabolism Development Dept.,
Clinical Science Division, R&D, Janssesn Pharmaceutical K.K.

This session will focus on how to evaluate and guarantee the safety
of regenerative medical products, especially risk assessment of
tumorigenicity. As the relevant regulatory and legal systems are now
established for marketing regenerative medical products in Japan,
it is anticipated that development of products differentiated and
proliferated from various cellular source types will be facilitated. Due
to the uniqueness of such products, it is also anticipated that novel
safety approaches, different from those for existing medical products
(especially in the area of tumorigenicity), will be required to guarantee
safety. The goal is to establish practical and appropriate evaluation
methods, agreed upon by consensus among all stakeholders. Speakers
will present their different experiences and perspectives on three main
topics: (1) different cell types; (2) requirements in Japan and overseas;
and (3) companies and regulators.

Approaches to Tumorigenicity Assessment of Cell-Based
erapeutic Products

Yoji Sato, PhD

Head, Division of Cell-Based Therapeutic Products,

National Institute of Health Sciences (NIHS)

Current Situation and Future Direction of Tumorigenicity
Studies Using NGS

Tomohiro Morio, MD, PhD
Professor, Tokyo Medical and Dental University

ES Cell-Derived Cell Product

Keiji Yamamoto
Senior Director, Integrated Technology Res. Labs.,
Takeda Pharmaceutical Company Ltd.

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)

Jun Takahashi, MD, PhD
Professor, Center for iPS Cell Research and Application (CiRA),
Kyoto University

15:40-16:00 COFFEE BREAK

Regenerative Medicine Clinical Strategy
SESSION CO-CHAIRS

Kiyoshi Okada, MD, PhD

Project Associate Professor, Osaka University

Keiji Miyamoto

Principal, Regulatory Affairs & Planning Group,

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

This session will discuss these and other challenges in the clinical
development and postmarketing stages:

1) Choosing Clinical Trial Control Groups: In many cases, definitive
regenerative medical product studies are difficult to conduct because of
the nature of the target disease and the characteristics of the products.
On the other hand, a control group is required for the clinical trial to
scientifically demonstrate efficacy and safety. This discussion will review
different approaches from various countries.

2) Commercialization: Because regenerative medical products is a
newly emerging field, they will require new commercialization and other
marketing business models. This discussion will explore the challenges
and solutions behind cost drivers, supply tasks, and commercialization.

Conditional Approval for HeartSheet®

Tadashi Sameshima
Executive Officer, General Manager, HeartSheetBusiness Dept,
Project Leader, R&D Headquarters, Terumo Corporation

Challenges and Considerations Regarding Control Group in
Surgical Delivery of Cell Therapy

James Baldassarre, MD

Head of Clinical Development, Cell Therapy,

Janssen Research & Development, LLC,

A Pharmaceutical Company of Johnson & Johnson

Our Current Business Status and Issues in Japanese Market
of Regenerative Medicinal Products

Ken-Ichiro Hata, MD, PhD
Managing Executive Officer,
Japan Tissue Engineering Co., Ltd.

Development of MultiStem® - An Allogeneic Stem Cell
Therapy for the Treatment of Ischemic Stroke

Gil Van Bokkelen, PhD

Chairman & Chief Executive Officer, Athersys, Inc.
Panel Discussion

All Session Speakers and

Zen-ichi Mohri
JCR Pharmaceuticals Co., Ltd.

Kazuhiro Takekita
Chief Reviewer, Office of Cellular and Tissue-basaed Products,
Pharmaceuticals and Medical Devices Agency (PMDA)

18:00-19:30 NETWORKING RECEPTION




REGISTRATION FORM: Register online or forward to TRAVEL AND HOTEL

DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashi- Dai-ichi Hotel Ryogoku is convenient accomodation adjacent to the
honcho, Chuo-ku, Tokyo 103-0023 Japan venue. To reserve, please contact the Dai-ichi Hotel Ryogoku below.
tel +81-3-6214-0574 + fax +81-3-3278-1313

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

1st DIA Cell Therapy Products Symposium in Japan
URL: http://www.dh-ryogoku.com/english/index.html

Event #16313 « December 16, 2016 | KFC Hall, Ryogoku, Tokyo
Address: 1-6-1 Yokoami, Sumida-ku, Tokyo 130-0015

CANCELLATION POLICY: On or before December 9, 2016
Administrative fee that will be withheld from refund amount:

Member or Nonmember = ¥10,000
Registration Fees If DIA cannot verify your membership, you will be charged the nonmember Government/Academia/Nonprofit
fee. Registration fee includes refreshment breaks and reception (if applicable), and will be ac- (Member or Nonmember) = ¥5,000
cepted by mail, fax, or online.

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

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

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

8% . . .
O 1 DO NOT want to be a DIA member r_eservat|ons. You may t_ransfer your registration to a co_IIeague at any
CONSUMPTION time but membership is not transferable. Please notify DIA of any
TAX INCLUDED S x X X )
such substitutions as soon as possible. Substitute registrants will be
Early Bird responsible for nonmember fee, if applicable.
til Nov. 25, 2016) ¥3152000 -
Industry (un - 49 DIA does NOT allow registrants to pass name badges to others. DIA
After Nov.26,2016 ¥34,560 O may ask attendees to show identifications, if necessary.
MEMBER *
) Early Bird v14.580 0 DIA reserves the right to alter the venue, if necessary. If an event
20":'""_‘6";': Pt‘j?n :’Wflts (until Nov. 25, 2016) 4 is cancelled, DIA is not responsible for any airfare, hotel or other
cademia, Medicals il fl
After Nov.26,2016 ¥16,200 0 costs incurred by registrants.
Industry ¥44,010 0 Photography Policy
QAR Government, Non Profit ¥25,650 1 By attending the Ist DIA Cell Therapy Products Symposium in Japan,
Academia, Medicals ¥22,680 1 you give permission for images of you (captured during the confer-
- ence through video, photo, and/or digital camera) to be used in DIA
Membership ¥18,9001 promotional materials, publications, and/or website and waive any and
VTSI 2-Year Membership ¥34,0200 all rights including, but not limited to compensation or ownership.
Academia Membership (Academia, Medicals)** ¥12,960 O

Early Bird Deadline: November 25, 2016
* 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.

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.

Please check the applicable category:
All local and overseas charges incurred for the bank transfer must

Q Academia Q Government Q Industry O Medicals
be borne by payer.
0 CSO (Contract research/service organization) O Student (Call for registration information)
Last Name O CREDIT CARD (VISA OR MASTERCARD ONLY)
aQvisA dmMmc QJcs Exp. (mm/yy)
First Name M.l
Card No.
Degrees Q O OMrn QMs
Job Title Cardholder Name
Company Signature

Address (As required for postal delivery to your location)

CONTACT INFORMATION
City State Zip/Postal Country Contact the DIA Japan office in Tokyo for further information.
tel: +81.3.6214.0574 | fax: +81.3.3278.1313
email: Japan@DIAglobal.org
email Required for confirmation www.diajapan.org

Phone Number Required Fax Number
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DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing, China
Horsham, PA, USA | Mumbai, India | Tokyo, Japan

Nihonbashi Life Science Building 6F,

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

Japan@DIAglobal.org
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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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Janssen Research & Development, LLC
A Pharmaceutical Company of Johnson & Johnson

lan Harris

Assessment of Raw and Starting Materials for
Cell-Based Therapies - European Regulatory
Aspects

European Medicines Agency (EMA)
State Institute for Drug Control, Prague
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11:45-12:30 \RIVT1ARBYay

EE

LEERE

R/ it

TITITBUEN ERREEESSEaTEE

fullh B&=
AUy
tyavl.tyav20EEERLU

Lonza Valkersville, Inc.

David W. Smith
TMITITBUEN EEMEBEIREETEE
g AT

12:30-13:30 SYFTL A7




13:30-14:10 EfsEE 2

16:00-18:00 tv</32/4

B
ErEREm B mEEMERR
kB RRR

N=F2V VIR T 2BEERNDHRE
FERT iPSHRBTRAZLRR

EiE 2

14:10-15:40 tv</3>/3

BEERFRMOREMHE

— EEREDRAD S5

e

NHBATEN Seif E IR T MR AR > 5 —
NEHE @

Yy T REH

B EF

Ty av TR BEERSHMOT2MIER FIOEEEED
AT FHEICDNTEN BT B,
BATEEERSRRO LHICA OENEREDIEMR SE/NTT
TA—ICBATIHIREY —A%Z 5L - BB BT RmOBRENMES L
FRENDD HeOHRE L BIFEERERBZD77O—FHY
BLEEZONDZDHL2 MR, DI CLEREEFTE TCH S, &
ETHEMGRRZEVER(EEICEITSEVSD-)bicalrd £
TDRAT =V RIVE=D+ DG T ELEENTBRREVFTE
EDREIINEENS,

Aty 3> Tl BIEAMEE. BARS BN, B Sregulationd
“HCELAEREEETDAC—H—EBEL. K405 RER
DSBfeA VA baRBWE £\ Rty 3> TIEZT
O SHMEEINAHEDREIOVTU SEEDLSHT FO—F N
AlRED EERERZITUMELY,

%%E?ﬁ%%ﬁ:d)l \H—RELTOERE D

EiIEEmB @M

kg A

Current Situation and Future Direction of
Tumorigenicity Studies Using NGS
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Janssen Research & Development, LLC

A Pharmaceutical Company of Johnson & Johnson
James Baldassarre
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Development of MultiStem®- An Allogeneic Stem
Cell Therapy for the Treatment of Ischemic Stroke
Athersys, Inc.

Gil Van Bokkelen
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