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10" DIA Cell and Gene Therapy Products

% Symposium in Japan
10* Anniversary Symposium - Shaping Our Future -

December 16-17, 2025
Hybrid | Nihonbashi Life Science Building & Online

Healthcare continues to evolve, with advances in medical technology constantly
driven by both academic exploration and the demands of society. For the past
ten years, experts from industry, academia, and government have discussed the
future of cell and gene therapy in Japan at this symposium from the regulatory,
technology, and business perspectives. Some of these visions of the future that
we have discussed have already become reality and are now evolving into the
future’s next phase.

This year’s symposium will continue to provide a “forum for dialogue” to
envision, through our discussions, future expansions in cell and gene therapy
products and to share current issues and guidelines for the future. We are
planning these five sessions to analyze the current status of cell therapy and
gene therapy from various perspectives and create a vision for their future with
you. By sharing our latest results and knowledge through these sessions, we
hope to envision “shaping our future” together with you.

e Establishing a mature ecosystem for new modalities : Lessons learned
from precedent success cases

* Ten years of history and the future : Let's ask the Past and Present

Chairpersons (Special Session)

* Human resources who will shape the future of regenerative medicine :
Co-creation by expertise and bird’s eye view

e Stable manufacturing of cellular therapeutic products : Consistent

manufacturing processes throughout the product life cycle

e Realizing the true value of the conditional and time-limited approval
system

In addition, key opinion leaders responsible for cell therapy and gene therapy
research and development programs from academia and industry, as well as
government / regulatory officials, will be invited to deliver the latest information
and topics through keynote lectures and other sessions.

This symposium will be held in a hybrid format. To provide a more focused
location for personal dialogue, we will prepare a venue for face-to-face
participation at the Nihonbashi Life Science Building along with a networking
event for the free exchange of opinions. To make this symposium available to
as many people as possible, participants will be able to choose to participate in
person or online. Lecture materials and videos will be distributed to attendees
after the symposium.

We 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 Simultaneous interpretation by Al system

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

DIA |

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 103-0023Japan
Tel +81.3.6214.0574 | Japan@DIAglobal.org

PROGRAM CHAIR

Kiyoshi Okada, MD, PhD
The University of Osaka

PROGRAM VICE-CHAIR
Hiroyuki Suda, MS
KORTUC JAPAN LLC

Yasuko Terao, PhD
Takeda Pharmaceutical Co., Ltd.

PROGRAM COMMITTEE
Akiyo Fuijkawa

Aurion Biotech Japan, LLC
Ryutaro Hirasawa, PhD
Daiichi Sankyo Co., Ltd.

Akiko lkeda

National Cancer Center

lkuo Kawauchi

FUJIFILM Holdings Corporation
Akihiro Kume, MD, PhD
RPM Co., Ltd.

Keiji Miyamoto

Daiichi Sankyo Co., Ltd.
Sumimasa Nagai, MD, PhD
Kyoto University Hospital
Atsushi Nishikawa
Pharmaceuticals and Medical Devices Agency
(PMDA)

Gentaro Tajima, PhD
Ultragenyx Japan K.K.

Maki Tanaka

Takara Bio Inc.

Yoshie Tsurumaki

HEALIOS K.K.

Satoshi Yasuda, PhD
National Institute of Health Sciences
Mika Yoshimatsu

T Cell Nouveau Inc.

DIA Japan Operation Team
Hiroto Aso

Pharmaceuticals and Medical Devices Agency
(PMDA)

Ayaha Kuriyama

National Cancer Center Hospital

Futaba Nagata

PPG Service K.K.

SH DIA JAPAN
Mitsuhiro Niimi, PhD

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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9:30-10:00 REGISTRATION 12:30-13:30 LUNCH BREAK / LUNCHEON SEMINAR
12:40-13:20 Planisware Japan K.K.

10:00-10:10 WELCOME AND OPENING REMARKS _)

Mitsuhiro Niimi, PhD Planisware

DIA Japan

Kiyoshi Okada, MD, PhD
Program Chair / The University of Osaka

10:10-10:30

SESSION CHAIR:
Akihiro Kume, MD, PhD

RPM Co.,, Ltd.

New Horizons and Future Challenges in Gene Therapy

Takashi Okada, MD, PhD
The University of Tokyo

INSPIRING SEMINAR

10:30-12:30 SESSION1 - PART 1-

Establishing a Mature Ecosystem for New Modalities :
Lessons Learned from Success Cases

This session highlights gene and cell therapies, addressing key
opportunitiesand challengesinmaturingamodality-driven ecosystem
that enables clinical implementation and commercialization. Drawing
insights from startups and academia, we will explore cross-sector
perspectives. Regulatory updates and support initiatives by public
sectors will be shared, touching on survey results from the Ministry of
Health, Labour and Welfare’s Project for Promoting the Development
of Infrastructure for the Practical Implementation of Gene Therapy. A
panel discussion will follow, using speakers’ insights to examine gaps
in development speed between Japan and overseas. The session
will also consider how to leverage public support for business value
maximization including global collaboration.

SESSION CHAIR:

Sumimasa Nagai, MD, PhD
Kyoto University Hospital
Akihiro Kume, MD, PhD
RPM Co., Ltd.

In Order to Revive Japan as the World’s Leading Drug
Discovery Country Again ~ “Souyaku-Ryoku”, Modality,
Ecosystem ~

Hitoshi Kuboniwa, PhD

Renzoku Biologics.Inc

Initiatives MHLW for the Practical Application of Gene
Therapy

Hideyuki Hakui

Ministry of Health, Labour and Welfare, Japan(MHLW)

From R&D to Commercialization : AMED*s Perspective on
Ecosystem Design

Megumi Haga, PhD

Japan Agency for Medical Research and Development (AMED)
Accelerating Academia-Driven Drug Discovery

Sumimasa Nagai, MD, PhD

Kyoto University Hospital

iPS Cell-Derived Cell Therapies for Regenerative Medicines
: Point of View from Bio-Tech Start Up Company

Kenji Nonaka

Orizuru Therapeutics, Inc.

From Academia to the Clinic - The Story of AviadoBio a
CNS Gene Therapy Company

Daniel Ring
AviadoBio Ltd

13:30-14:20 SESSION1 - PART 2 -

Establishing a Mature Ecosystem for New Modalities :
Lessons Learned from Success Cases

Panel Discussion
All Session 1 Speakers, and

Hisashi Mitsuguchi
DBJ Capital Co., Ltd.

14:20-15:00

SESSION CHAIR:

Kiyoshi Okada, MD, PhD

The University of Osaka

iPSCs-based Regenerative Medicine for CNS Diseases

Hideyuki Okano, MD, PhD
Keio University Regenerative Medicine Research Center

KEYNOTE ADDRESS 1

15:00-15:15 COFFEE BREAK / SHORT PRESENTATION
MicroBiopharm Japan Co., Ltd. .

MicroBiopharm Japan
15:15-15:55 KEYNOTE ADDRESS 2

SESSION CHAIR:

Satoshi Yasuda, PhD
National institute of Health Sciences (NIHS)

Global Regulatory Landscape for Cell Therapy and

Japan’s Position

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

15:55-17:35 SPECIAL SESSION

Ten years of History and the Future : Let‘s Ask the Past
and Present Chairpersons

Dr. Daisaku Sato, one of the initiators of this symposium, will give
a speech on the 10-year history of cell therapy and gene therapy
products and his thoughts on further contributions to future
medicine. Afterwards, the symposium’s past chairpersons (Dr. Yoji
Sato and Dr. Kiyoshi Okada) will join the panel to share their thoughts
on progress toward the future. We invite everyone in attendance to
enjoy a participatory dialogue.

Based on the experience of the past 10 years, what changes will the
progress made so far bring to the future? We invite you to frankly
ask the past chairpersons questions about anything, from everyday
concerns to changes in domestic and international regulations and
the future of the ecosystem. Why not join the past chairpersons in
thinking about the future and taking a step toward tomorrow?



Day 1 | December 16t, 2025

SESSION CHAIR:

Satoshi Yasuda, PhD

National institute of Health Sciences (NIHS)
Sumimasa Nagai, MD, PhD

Kyoto University Hospital

Regenerative Medical Products and DIA’s 10-year History
and Expectations for the Future

Daisaku Sato, PhD
Ministory Health and Walfare

Panel Discussion

All Session Speakers and

Yoji Sato, MD, PhD

National institute of Health Sciences (NIHS)

Kiyoshi Okada, MD, PhD
The University of Osaka

17:35-17:40 DAY 1 WRAP-UP

Hiroyuki Suda, MSc
Program Vice-Chair / KORTUC Japan LLC.

18:00-20:30 NETWORKING
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9:00-9:30 REGISTRATION
9:30-10:10 EDUCATIONAL LECTURE 1

SESSION CHAIR:
Gentaro Tajima, PhD

Ultragenyx Japan K.K.

Analysis of Shedding Studies for Virus / Vector-Based
Gene Therapy

Teruhide Yamaguchi, PhD
Kanazawa-Instituite of Technology

10:10-12:10 SESSION 2

FromSilosto Systems:Rethinking Talent for Regenerative
Medicine Innovation

Regenerative medicine products require a consistent perspective
that covers the early stages of research and development through
post-approval use and stable product supply, based on their unique
characteristics. For companies to develop and commercialize research
originating from academia, their leadership must understand the
perspectives of both sides, make judgments and adjustments based
on the product’s essence, and maintain an overview of the entire
development and commercialization picture. This session will share
the difficulties, unexpected challenges, and solutions encountered
during development and post-market involvement. It will highlight
the necessity of examining various perspectives, including
collaboration within and outside organizations and understanding
the entire product lifecycle, including aspects such as funding plans
and procurement. By co-creating expertise and a holistic perspective,
we aim to establish the cultural foundation necessary for advancing
regenerative medicine products as an industry.

SESSION CHAIR:
Kenichiro Hata
Japan Tissue Engineering Co., Ltd.
Keiji Miyamoto
Daiichi Sankyo Co., LTD
Developing the Next Generation of Translational Researchers
: The Role of Academia
Masao Sasai
The University of Osaka
Building CMC-RA Expertise : What It Takes
Kazunobu Oyama, PhD
MDaiichi Sankyo Co., TLD
CAR-T Cells in Regenerative Medicine : A Cross-Section of
Clinical and Developmental Insights

Naoki Hosen
The University of Osaka

Panel Discussion

All Session Speakers, and

Yoko Kobayashi

Pharmaceuticals and Medical Devices Agency (PMDA)

Yoshie Tsurumaki
HEALIOS K.K.

12:10-13:10 LUNCH BREAK
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13:10-13:40 EDUCATIONAL LECTURE 2

Spatial Profiling to Reveal Mechanism of Action
Emerging Advances in Single-Cell and Spatial Analysis
Analysis using next-generation sequencing (NGS) technology is
rapidly shifting from bulk analysis to single-cell analysis and even
spatial analysis. Spatial technologies can provide the deeper insights
into tissue spatial organization and molecular composition. Resulting
that, it can lead to elucidation of therapeutic mechanisms from
innovative drug discovery research.

In this session, the overview of spatial analysis will be presented with
the example of utilization in AAV gene therapy development.
SESSION CHAIR:

Maki Tanaka

Takara Bio Inc.

A Novel CereAAV Capside-based In Vivo Gene Therapy for
Niemann-Pick Disease Type C and Evaluation by Single-Cell
Spatial Mapping.

Toru Uchiyama, PhD
National Center for Child Health and Development

13:40-15:40 SESSION 3

Stable Manufacturing of Cellular Therapeutic Products :
Towards Consistent Manufacturing Processes throughout
the Product Lifecycle

This session aims to achieve consistent manufacturing throughout
the product lifecycle by providing explanations and discussions
on support measures based on an understanding of the current
situation. At the outset, a pharmaceutical company will present
scenarios and challenges from basic development to manufacturing.
The Ministry of Economy, Trade and Industry then will explain its
current understanding of the situation and support measures,
including promoting use of contract development and manufacturing
organizations (CDMOs) for pharmaceutical development. The ISO/TC
276 Mirror Committee will then provide an overview of JIS Q 2101 (Cell
manufacturing Process Management System) published in February
2025 and explain its practical implementation. Representatives from
the Pharmaceuticals and Medical Devices Agency (PMDA) and major
CDMOs will join the panel discussion to discuss the adequacy of
support measures for these issues.
SESSION CHAIR:
Maki Tanaka
Takara Bio Inc.
lkuo Kawauchi
FUFIFILM Holdings Corporation

Challenges and Measures in Cell Manufacturing from the

Government’s Perspective

Shoki Nishio

Ministry of Economy, Trade and Industry

Manufacturing Implementation and Challenges in Academic-

Based Ventures

Mika Yoshimatsu

T Cell Nouveau Inc.

CMC Strategies and Key Considerations in Global Development

Ryutaro Hirasawa, PhD

Daiichi Sankyo Co., Ltd.

Overview of Cell Manufacturing Process Management

System (JIS Q 2101)

Ikuo Kawauchi
FUFIFILM Holdings Corporation

Practical Application of Cell Manufacturing Process
Management System (JIS Q 2101)

Ryuji Kato, PhD

Tokai National Higher Education and Research System, Nagoya
University

Panel Discussion
All Session Speakers, and
Kenichiro Maeda

Pharmaceuticals and Medical Devices Agency (PMDA)
Junichi Mineno
Takara Bio Inc.

15:40-16:00 COFFEE BREAK

16:00-18:00 SESSION 4

Realizing the True Value of the Conditional and Time-
Limited Approval System

To date, a total of six regenerative medicine products and similar items
have been approved under the conditional and time-limited approval
system (hereafter, this system). Guidance issued in March 2024
regarding this system outlined the basic concepts, including points to
note when conducting development on the premise of applying this
system. In addition, a notification on “Handling of Conditional and
Time-limited Approval for Regenerative Medicine Products” was also
issued in October this year.

In light of such circumstances, we will share and discuss from the
applicant’s perspective the key points that led to the application of
this system in the process, from pre-application to review, for the two
products approved under this system. This session will also discuss
the implementation experience of approval from a condition-based
post-marketing evaluation for a product that underwent a marketing
authorization application again after time-limited approval based on
this system.

SESSION CHAIR:

Akihiro Kume, PhD

RPM Co., Ltd.

Mizuho Nonaka, PhD
Sumitomo Pharma Co.,Ltd.

Regulatory Situation regarding the Conditional and Time-
Limited Approval System in Japan

Atsushi Nishikawa

Pharmaceuticals and Medical Devices Agency (PMDA)
Development of Regenerative Medicine Product “Akuugo”,
- the First Allogeneic Human Bone Marrow - Derived Processed
Mesenchymal Stem Cell

Kazumi Sawaguchi, PhD

SanBio Company Limited

Background of Conditional and Time-Limited Approval for
Elevidys

Makiko Okada

Chugai Pharmaceutical Co., Ltd.

Lessons Learned from HeartSheet Development : Severe
Heart Failure and Conditional and Time-Limited Approval
Scheme for Regenerative Medical Products

Kazuhisa Senshu
Terumo Corporation

Panel Discussion
All Session Speakers

18:00-18:05 CLOSING REMARKS

Yasuko Terao, PhD
Program Vice-Chair / Takeda Pharmaceutical Co., Ltd.



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
10th DIA Cell Therapy and Gene Therapy Products Symposium in Japan
Event #25313
December 16-17, 2025 | Hybrid | Nihonbashi Life Science Building & Online

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, online.

Join DIA now to save on future meetings and to enjoy the benefits of membership for a
full year: www.DIAglobal.org/Membership

| DO want to be a DIA member
| DO NOT want to be a DIA member

10% CONSUMPTION TAX
INCLUDED

Early Bird
(Until Dec. 2, 2025) ¥55,440
Industry
On of After Dec.3, 2025 ¥63,360
MEMBER *
Government, Early Bird
Non Profit, (Until Dec. 2, 2025) ¥29,700
Academia,
Medicals On of After Dec.3, 2025 ¥33,000
Industry ¥86,460
CL 2 Government ¥56,100
Non Profit, Academia, Medicals ¥48,840
Membership ¥29,150
ST 2-Year Membership ¥52,470
* %k Academia Membership
(Academia, Medicals)** ¥21,450
2-year Academia Membership
(Academia, Medicals)** ¥38,610

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:

Academia Government Industry Medicals

Last Name

First Name M.l

Degrees Dr. Mr.

Ms.

Job Title

Company

Address (As required for postal delivery to your location)

Expected contributors:

« Individuals involved in the development of regenerative medical
products in pharmaceutical or medical device companies and re-
lated industries.

* Individuals involved in the development of regenerative medical
products in venture companies or academic institutions.

* Individuals involved in regulatory submissions work for regenera-
tive medical products.

DIA Terms and Conditions

CANCELLATION POLICY: On or before November 17, 2025
Administrative fee that will be withheld from refund amount:
Member or Nonmember = ¥20,000
Government/Academia/Nonprofit

(Member or Nonmember) = ¥10,000

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 res-
ervations. You may transfer your registration to a colleague at any time
but membership is not transferable. Please notify DIA of any such substi-
tutions as soon as possible. Substitute registrants will be responsible for
nonmember fee, if applicable.

EVENT STREAM AND RECORDING

If you attend a DIA event, we make video and audio recordings of
events (both face to face and online) that may include your partici-
pation in the event, including your image, questions and comments.
To view our full photography and video recording policy, click here.
(https://www.DIAglobal.org/general/photography-policy)

PRIVACY STATEMENT

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
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
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,
but if you do not agree, please contact DIA Japan.

By signing below | confirm that | agree with DIA’s Terms and Conditions
of booking. These are available from the office or online by clicking here.
(https://www.diaglobal.org/General/Terms-and-Conditions?productIDs= 9276679)

Signature Date

PAYMENT OPTIONS

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

CREDIT CARD (VISA OR MASTERCARD ONLY)

VISA MC Exp. (mm/yy)

Card No

Cardholder Name

Signature
City State Zip/Postal Country
email Required for confirmation CONTACT INFORMATION
Contact the DIA Japan office in Tokyo for further infor-
mation.

Phone Number Required

tel: +81.3.6214.0574
email: Japan@DIAglobal.org D | A
www.diajapan.org
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