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YOKOHAMA Declaration 2025

The Japanese Society for Regenerative Medicine (JSRM)

Established in 2001, the Japanese Society for Regenerative Medicine (JSRM) stands uniquely positioned as the sole
representative of regenerative medicine within the Japan Medical Association, fostering unprecedented
collaboration among leading researchers and clinicians in this rapidly evolving discipline. Our mission is
“Orchestrating Wisdom to Innovate, Universalize, for the Happiness and Future of All Human Beings”. With a
membership exceeding 6,000 researchers, JSRM embraces a multidisciplinary approach guided by the latest
scientific advancements, ensuring the development of effective solutions across the entire translational spectrum -

- from discovery to commercialization

Japan’s Global Leadership

Japan has firmly established itself as a global leader in regenerative medicine, distinguished especially by its
pioneering clinical translation of induced Pluripotent Stem Cells (iPSCs) -- a breakthrough technology originated in
Japan and now setting international standards for regenerative therapies. In this capacity, JSRM has forged strategic
collaborations with esteemed international academic societies such as the International Society for Cell & Gene
Therapy (ISCT), the International Society for Stem Cell Research (ISSCR), and influential advocacy organizations such

as the Alliance for Regenerative Medicine (ARM).

Publication of “Guidance on the Clinical Application of Extracellular Vesicles”

The global emergence of Extracellular Vesicles (EVs, including exosomes)-based therapies, represents a
transformative frontier in regenerative medicine. Recognizing the need for rigorous clinical guidance, JSRM has
pioneered the development of the world’s first guidelines on the clinical application of EVs: “Guidance on the Clinical
Application of Extracellular Vesicles”. This seminal document is strategically positioned to inform and inspire global
regulatory frameworks, establishing a benchmark for future clinical development and ensuring international

harmonization in EVs research.

Overcoming Barriers for Social Implementation

The global trajectory of regenerative medicine has encountered a critical inflection point, wherein regulatory

approvals have plateaued due to challenges unique to this paradigm-shifting field. Unlike conventional drug

modalities, regenerative medicine presents unprecedented complexities, including:

- Achieving reproducible and scalable culture methodologies capable of consistently yielding homogeneous and
therapeutically effective cell populations.

- The necessity of elucidating intricate mechanisms of action to substantiate efficacy across multifaceted disease
landscapes.

To surmount these challenges, JSRM underscores the imperative for novel, adaptive approaches that transcend

conventional regulatory paradigms.



JSRM'’s Strategic Vision for the Future

In alignment with its commitment to scientific rigor and patient-centric innovation, JSRM will intensify its efforts to

support regulatory advancements and fortify interdisciplinary collaborations across research, development, and

policy domains. These initiatives will ensure that clinical trials and therapeutic applications uphold the highest

standards of credibility and efficacy under the framework of the Act on the Safety of Regenerative Medicine (ASRM).

Key actions:

1.

Public Engagement and Education:

JSRM actively engages in ongoing dialogue with patients and the public as well as society at large, and
facilitates exchange of views with clinically engaged members, aiming to foster an accurate understanding
of medical treatments under the Pharmaceuticals and Medical Devices Act (PMD Act), as well as two
categories of medical treatments under ASRM: “Explorative Therapies” # which involve “Explorative Studies,”

8 and “Uninvestigated Therapies,” ¢

which do not involve Explorative Studies.

Securing Patient Access to “Explorative Therapies”:

JSRM will broadly disseminate relevant information to ensure patients have comprehensive resources
necessary to make informed decisions regarding Explorative Therapies, which have the potential to become

novel therapeutic options.

Identifying and Addressing Critical Challenges:
By conducting a comprehensive analysis of Japan’s regenerative medicine regulatory landscape, JSRM will
identify key obstacles, propose strategic solutions, and disseminate its findings to the international

scientific community.

Policy Recommendations on the Act on the Safety of Regenerative Medicine:
Having been in effect for over a decade, ASRM requires continuous evolution to reflect scientific and
technological progress. JSRM will spearhead policy research and propose amendments to ensure its

alignment with contemporary advancements.

Establishment of Standard Protocols for Data-Driven Evaluation:
JSRM is committed to generating and curating internationally recognized clinical evidence, systematically
consolidating data into standardized protocols that drive informed regulatory decisions, ultimately

expediting patient access to validated regenerative therapies.

Developing Sustainable and Innovative Economic Models:
JSRM will explore innovative cost-sharing frameworks that transcend conventional healthcare models,
striving to establish a financially sustainable ecosystem that equitably benefits patients, healthcare

providers, and industry stakeholders.



7. Strengthening Clinical Trial Support and Establishing Consultation Services:
JSRM will augment its clinical trial support services through its Clinical Trials Committee and inaugurate a
specialized consultation service, leveraging its unparalleled expertise to maintain Japan’s leadership in iPSCs

research, tissue engineering, cell transplantation, and advanced regenerative therapies.

8. Leading the Global Consensus on Novel Medical Technologies:
JSRM will actively lead international dialogues, setting ethical, regulatory, and operational benchmarks, to
foster global consensus and responsible stewardship of emerging medical technologies -- ensuring these
groundbreaking therapies translate safely, effectively, and equitably from laboratory innovations to global

patient communities.

Glossary

A Explorative Therapy: Therapy using processed cells or nucleic acids, etc. for which a manufacturing and marketing
approval has not been obtained under PMD Act, and for which clinical data are accumulated in an independent third-
party registry and an Explorative Study is conducted both prior to and following the treatment

B Explorative Study: Study conducted by a physician or dentist to scientifically confirm the safety and efficacy of
regenerative medicine therapy that he or she provides or has provided, by quantitatively analyzing the clinical data of
the therapy

¢ Uninvestigated Therapy: Therapy not qualified as “Explorative Therapy,” by using processed cells or nucleic acids, etc.

for which a manufacturing and marketing approval has not been obtained under PMD Act



