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11* DIA Celland Gene Therapy Products

Symposium in Japan
The Future Pioneered by Japanese Innovation

December 21-22, 2026
Hybrid | Nihonbashi Life Science HUB & Online
Japanese follows English.

Overview

The DIA Cell Therapy and Gene Therapy Symposium in Japan has been a forum
for discussion of topics centered on the industrialization and implementation
of regenerative medicine and gene therapy, and last year marked its 10th
anniversary. This year, as we embark on a new chapter, the world’s first two iPS
cell products have been approved, heightening expectations that innovations
originating in Japan will spread across the globe. This year’s symposium will
continue to serve as a “forum for dialogue” where we can collectively consider
the challenges and guidelines needed to further accelerate this trend - where
drug discovery innovation is no longer merely flowing from the world to Japan,
but is now moving in both directions, from Japan to the world.

To ensure this serves as a valuable opportunity to jointly envision the future
of regenerative medicine and gene therapy, our agenda features these four
sessions, including two focused on iPS cells. We hope to share through these
sessions the latest achievements and insights and together envision “the future
opened up by Japanese innovation.”

. Unravelin? Case Studies of iPS Cell Commercialization : The Strategies
and Path from Development to Commercialization

* The Goals of iPS Cell Products and Approaches to Development : How
Academia and Industry Can Play Complementary Roles

* How to Set Reasonable Clinical End Points for Gene Therapy in Rare
Disease Clinical Trials?

¢ Inside the Making of Modern Viral Safety Regulations

Furthermore, this year we plan to invite researchers from academia and industry
who are leading R&D in regenerative medicine and gene therapy, as well as
representatives from the government and regulatory authorities who support
these efforts, to present the latest topics through keynote speeches and other
sessions.

This Symposium will be held in a hybrid format. To provide a more engaging
“forum for dialogue,” we will set up an in-person venue at the Nihonbashi
Life Science HUB and host a networking event designed to facilitate open
discussion. We will also offer online participation to accommodate as many
attendees as possible, and plan to distribute presentation materials and stream
video recordings of the lectures after the Symposium concludes.

We sincerely look forward to your participation.

* Please note that there may be restrictions on recording and sharing materials based on the
content and nature of each session or lecture.

Partially translated using an Al system

Luncheon Seminar 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 | Email: Japan@DIAglobal.org
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10:30-11:00 REGISTRATION 13:20-14:30 LUNCH BREAK
11:00-11:10 WELCOME AND OPENING REMARKS
Mitsuhiro Niimi, PhD 14:30-16:50 SESSION 2

DIA Japan

Sumimasa Nagai, MD, PhD
Program Chair / Kyoto University

11:10-11:40

SESSION CHAIR:

Akihiro Kume, MD, PhD
BREXA Advan Inc.

New Horizons and Future Challenges in Gene Therapy

(tentative)

Takashi Okada, MD, PhD
The University of Tokyo

INSPIRING SEMINAR

11:40-13:20 SESSION 1

Unraveling Case Studies of iPS Cell
Commercialization : The Strategies and Path from
Development to Commercialization

Twenty years have passed since Professor Shinya Yamanaka of Kyoto
University first announced the discovery of iPS cells; this year, the
world’s first products derived from iPS cells were finally approved.
Using the recently approved iPS cell-based products (Amshepri®
and Reheart®) as case studies, this session will discuss the challenges
faced in developing Japan-origin cell therapy products and the issues
that arise after commercialization from the perspective of companies
involved in their development. We will also explore expectations for
the future of this field: Specifically, we aim to examine the major
challenges encountered after technologies are transferred from
academia to industry, and the innovations or strategic approaches
that enabled these companies to successfully advance their products
through regulatory approval. We will further discuss how companies
think about ensuring stable and sustainable business operations
after these products have entered the market.

SESSION CHAIR:
Akihiro Kume, MD, PhD
BREXA Advan Inc.

Yasuko Terao, PhD
Takeda Pharmaceutcial Company Ltd.

TBD

San Go, PhD

Sumitomo Pharma Co., Ltd.
TBD

Tadayuki Tanimura
Cuorips Inc.

TBD

TBD
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
All Session Speakers, and

Kenji Yoshida PhD
RACTHERA Co., Ltd. / Sumitomo Pharma Co., Ltd.

The Goals of iPS Cell Products and Approaches to
Development : How Academia and Industry Can
Play Complementary Roles

As efforts to promote regenerative medicine were accelerating
several years ago, public expectations for iPS cells centered on the
regeneration of organs and the resolution of donor shortages for
organ transplantation. Although collaboration between academia
and pharmaceutical companies is essentially indispensable for the
utilization of iPS cells and the development of medical products, their
goals are not necessarily the same. With those different goals in mind,
where does the current state of iPS-cell-based product development
stand? What gaps are perceived on the industry side? Is there a
difference in how academia and industry understand the challenges
and prospects? Using the ten-year history of the T-CiRA program as
an example, this session will review its initial assumptions, reconsider
the value of utilizing iPS cells, and discuss current successes and
challenges while considering the ideal future landscape.

SESSION CHAIR:
Akihiro Kume, MD, PhD
BREXA Advan Inc.

Yoshimi Yashiro, MD
Fujita Health University

TBD

Yoshimi Yashiro, MD

Fujita Health University

TBD

Yasushi Kajii, PhD

Takeda Pharmaceutical Company Ltd.
TBD

Ryo Ito, PhD

Orizuru Therapeutics, Inc.

TBD

Masayoshi Tsukahara, PhD
CiRA Foundation

Panel Discussion

All Session Speakers, and

Daisaku Sato

ex-Ministry of Health, Labour and Welfare (MHLW)

TBD
TBD

16:50-17:20 COFFEE BREAK
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17:20-18:00 KEYNOTE ADDRESS 10:15-10:30 REGISTRATION
SESSION CHAIR:
Ikuo Kawauchi 10:30-12:30 SESSION 3

FUFIFILM Holdings Corporation

Towards Nonclinical Testing Using New Approach
Methods (NAMs) from Animal Testing To

Yuzuru Ito, PhD
University of Tsukuba

18:00-18:10 DAY 1 WRAP-UP

lkuo Kawauchi
Program Vice-Chair / FUFIFILM Holdings Corporation

18:30-20:00 NETWORKING

How to Set Reasonable Clinical End Points for Gene
Therapy in Rare Disease Clinical Trials?

Gene therapy has a well-defined pharmacological effect and can be
expected to deliver high therapeutic efficacy, but it often targets rare
diseases with small patient populations. As a result, as there are often
no established clinical efficacy assessment endpoints or evaluation
methods for a specific disease, new approaches are needed to set
endpoints; whether the constructed endpoints will gain approval
from regulatory authorities is often a source of concern.

Based on examples of approved products, this session will identify
and discuss the key points and challenges of how development
companies and academia should set clinical trial endpoints and
proceed with regulatory authority consultations and also provide
new insights to individuals and organizations considering gene
therapy product development.

SESSION CHAIR:

Hiroyuki Suda
KORTUC JAPAN LLC

Gentaro Tajima, PhD
Ultragenyx Japan K.K.

Efficacy Evaluationin Rare Diseases: A Statistical Perspective
Satoshi Morita, PhD

Kyoto University Graduate School of Medicine and Faculty of
Medicine

Clinical Endpoint Considerations for Gene Therapy in Rare
Diseases: Experience from the Clinical Development of
Voretigene Neparvovec

Saori Ito
Novartis pharma K.K.

TBD

TBD

TBD

Demonstrated Efficacy With Cornstarch Use Following AAV8
Gene Therapy in GSDIa

Richard Collis, MD
Ultragenyx

Panel Discussion
All Session Speakers, and

Junichi Asano, PhD
Pharmaceuticals and Medical Devices Agency (PMDA)

12:30-13:50 LUNCH BREAK
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13:50-16:10 SESSION 4

16:40-17:20 EDUCATIONAL LECTURE

Inside the Making of Modern Viral Safety Regulations

Viral safety remains a critical consideration in the development of gene
and cell therapy products. In recent years, the regulatory landscape
surrounding viral safety has continued to evolve, as exemplified by
the publication of ICH Q5A(R2) and the revision of Japan’s Standards
for Biological Raw Materials. These developments reflect the
incorporation of emerging technologies and new scientific knowledge
into regulatory frameworks. Behind this evolution lies continuous
dialogue and collaboration driven by two “RSs”: Regulatory Science,
advanced by regulatory authorities; and Regulatory Shaping, through
which industry and academia contribute to regulatory development
by generating evidence and proposing new approaches.
This session will provide an overview of recent developments in viral
safety regulations and explore the processes through which such
regulations are shaped. By looking behind the scenes of regulatory
evolution, we will discuss how collaborationamong industry, academia,
and regulators can contribute to shaping the next generation of viral
safety regulations.
SESSION CHAIR:
Maki Tanaka
Takara Bio Inc.
Ryutaro Hirasawa, PhD
Daiichi Sankyo Co., Ltd.

TBD

Yoji Sato, PhD

National institute of Health Sciences (NIHS)

TBD

Akira Sakurai, PhD

Pharmaceuticals and Medical Devices Agency (PMDA)

TBD

Ken Kono, PhD

National institute of Health Sciences (NIHS)

TBD

TBD

TBD

TBD

Yuko Mori, PhD
Takara Bio Inc.

Panel Discussion
All Session Speakers

16:10-16:40 COFFEE BREAK

SESSION CHAIR:

Satoshi Yasuda, PhD

National institute of Health Sciences (NIHS)

Current Trends in Xenotransplantation and Challenges
for Clinical Application

Hisashi Sahara, MD, PhD
Center for Advanced Science Research and Promotion, Kagoshima
University

17:20-17:30 CLOSING REMARKS

lkuo Kawauchi
Program Vice-Chair / FUFIFILM Holdings Corporation
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DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashi- « Individuals involved in the development of regenerative medical
honcho, Chuo-ku, Tokyo 103-0023 Japan products in pharmaceutical or medical device companies and re-
tel +81-3-6214-0574 lated industries.

11th DIA Cell Therapy and Gene Therapy Products Symposiumin Japan . |giyiduals involved in the development of regenerative medical
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DIA will send participants a confirmation letter within 10 business days after receipt : Ind|V|dga|s involved in regulatory submissions work for regenera-

of their registration. tive medical products.

Registration Fees [f DIA cannot verify your membership, you will be charged the non- .

member fee. Registration fee includes refreshment breaks and reception (if applicable), DIA Terms and Conditions

and will be accepted by mail, online. CANCELLATION POLICY: On or before November 17, 2025

Join DIA now to save on future meetings and to enjoy the benefits of membership for Administrative fee that will be withheld from refund amount:

a full year: www.DIAglobal.org/Membership Member or Nonmember = ¥20.000

Q DO want to be a DIA member . .
10% CONSUMPTION Government/Academia/Nonprofit
QO |1 DO NOT want to be a DIA member TAX INCLUDED (Member or Nonmember) = ¥10,000

. ] Cancellations must be in writing and be received by the cancellation date
Early Bird (Until Nov. 30, 2026) ¥55,440 u above. Registrants who do not cancel by that date and do not attend will
Industry be responsible for the full registration fee paid.
On of After Dec.1, 2026 ¥63,360 u Registrants are responsible for cancelling their own hotel and airline res-
i ] ervations. You may transfer your registration to a colleague at any time
Start-upg | Ear1Y Bird (until Nov. 30, 2026) ¥22,176 u but membership is not transferable. Please notify DIA of any such substi-
MEMBERT I tutions as soon as possible. Substitute registrants will be responsible for
On of After Dec.1, 2026 ¥25,344 a nonmember fee, if applicable.
povernment, | Early Bird until Nov. 30, 2026) ¥29,700 | O EVENT STREAM AND RECORDING
A°"d rofit, If you attend a DIA event, we make video and audio recordings of
Medionls. On of After Dec.1, 2026 ¥33,000 o events (both face to face and online) that may include your partici-
pation in the event, including your image, questions and comments.
Industr ¥86,460 0 To view our full photography and video recording policy, click here.
v ? (https://www.DIAglobal.org/general/photography-policy)
Start-up & Venture ¥34,584 Q PRIVACY STATEMENT
NONMEMBER
Government ¥56,100 o The personal information you request will be used for the purpose of sending
conference information from DIA. In addition, in the web conference, we will
Non Profit, Academia, Medicals ¥48,840 0 use the information with the name of the company or organization and the
? name of everyone who participates, and it will be used for networking with
. participants, related parties, exhibiting companies for the period and about
Membership ¥29,150 . two weeks after the event. .. By submitting this application form, it is inter-
. preted that you have consented to the above handling of personal information,
2-Year Membership ¥52,470 d but if you do not agree, please contact DIA Japan.
Start-up & Venture Membership ¥11,600 ] By signing below | confirm that | agree with DIA’s Terms and Conditions
MEMBERSHIP of booking. These are available from the office or online by clicking here.
2-Year Start-up & Venture Membership ¥20,988 Qa (https://www.diaglobal.org/General/Terms-and-Conditions?productIDs= 9276679)
Academia Membership (Academia, Medicals)** ¥21,450 a
2-year Academia Membership(Academia, Medicals)** ¥38,610 Q
. . L. . Signature Date
Consumption tax will not be added to participants from outside Japan
* Including members of Forum for Innovative Regenerative Medicine (FIRM).
** To register for Academia Membership, please send this form to DIA Japan office by e-mail.
Please check the applicable category: PAYMENT OPTIONS
O Academia O Government Q Industry Q Medicals 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

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

First Name M.l

O CREDIT CARD (VISA OR MASTERCARD ONLY)

Degrees Q D O M. Q Ms
O visA OMc Exp. (mm/yy)
Job Title
Card No.
Company

Cardholder Name

Address (As required for postal delivery to your location)

Signature

City State Zip/Postal Country

email Required for confirmation CONTACT INFORMATION
Contact the DIA Japan office in Tokyo for further infor-
mation.
tel: +81.3.6214.0574
email: Japan@DIAglobal.org
www.diajapan.org

Phone Number Required
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