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AMED'’s operational policies in the 3rd term

June 26, 2025

Japan Agency for Medical Research and Development (AMED)
President Hitoshi Nakagama
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Overview of the Japan Agency for Medical Research and Development

(AMED)

1. Purpose

A

In order to comprehensively and effectively promote consistent research and development from basic research to practical
application in the field of medicine, to achieve smooth practical application of research results, and to create an environment
in which medical research and development can thrive, we conduct various activities in the field of medicine, including
supporting research and development, improving the environment for medical research and development, and providing grants,
based on the Plan for Promotion of Medical Research and Development prepared by the Headquarters for Healthcare Policy.

2. Established April 1, (2015)

3. Organization
Executives
- President
- Executive Director
- Auditors

Number of employees:

4. Budget (FY 2025)
Subsidies

Adjustment budget

5. Location

20 to 24th floors of Yomiuri Shimbun Building, 1-7-1 Oomachi, Chiyoda-ku, Tokyo

NAKAGAMA Hitoshi
YASHIKI Jirou
INABA Kayo, SHIRAYAMA Shinichi

746 (As of January 1, 2025)

123.2 billion yen
17.5 billion yen *

*: Appropriation of part of the Science and
Technology Innovation Promotion Fund

President Nakagama

(From April, 2025)
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Dept. of Planning and Management
Dept. of General Affairs
Dept. of Human Resources

Dept. of Financial Affairs

Dept. of Research and Development
Contract Management

Dept. of Research and Development
Strategy

Dept. of Research Integrity

and Project Management

Dept. of Intellectual Property and
Technology Transfer

Dept. of International Strategy

Dept. of Innovative Drug Discovery and
Deve | opment

Dept. of Medical Device and

Heal thcare

Dept. of Regenerative Medicine and
Cell and Gene Therapies

Dept. of Infectious Disease
Research

Dept. of Data utilization and Life
Course Research and Development
Dept. of Basic Research for

Medical Innovation

Dept. of Translational and Clinical
Research Acceleration

Dept. of Medical Innovation
Ecosystem

Strategic Center of Biomedical Advanced Vaccine
. Research and Development for Preparedness and

Dept. of Advanced Vaccine
Research and Development

AMED

Administration
Section

Project Support
Section

Project Management Section



The 3rd term Integrated Project Structure %o

1: Project for Innovative Drug Discovery and Development

o S5
) 3 =
9 : : : o
= o 2: Project for Medical Device and Healthcare S 3
S @ =
o a : : . : o 0
O > 3: Project for Regenerative Medicine and Cell and Gene Therapies S o
5 S , 7~ me
S W : : : o=
oo 4: Project for Infectious Disease Research ® o
5 & ~ g8
S 5: Project for Data utilization and Life Course Research'and Develg.péent cgb =X
y
o 7: Project for Translational and Clinical Research Acceleration
>

R&D related to disease areas: The following areas intersect with each of the above integrated projects.
Cancer / Intractable and rare diseases / Life course
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Program Director of Integrated Project (PD)
Disease Area Coordinator (DC)

Innovative Drug Discovery
and Development

Medical Device and
Healthcare

Regenerative Medicine and
Cell and Gene Therapies

Infectious Disease Research

Data utilization and
Life Course Research and
Development

Basic Research for Medical

Innovation

Translational and Clinical
Research Acceleration

Medical Innovation
Ecosystem

KONDO Hirosato

National Institutes of Biomedical Innovation, Health and
Nutrition
President Appointed Assistant

SAKUMA Ichiro

Research Institute for Science and Technology,
Tokyo Denki University

Distinguished Professor

Cancer

Intractable and

IGARASHI Takashi rare disease

National Center for Child Health and Development
President and Chief Executive Officer

KOYANAGI Yoshio

Institute for Liberal Arts and Sciences
Kyoto University
Deputy Director and Professor

TAKEDA Shinichi

National Institute of Neuroscience
National Center of Neurology and Psychiatry
Honorary Director General/ Senior Scientific Advisor

Life Course

KAGEYAMA Ryoichiro

RIKEN Center for Biosystems Dynamics Research
Director

KANEDA Yasufumi

The University of Osaka
Center for Infectious Disease Education and Research

(CiDER)
Professor Emeritus / Executive Advisor
INAGAKI Osamu

Japan Pharmaceutical Manufacturers Association
Former chairperson of Drug Evaluation Committee
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MANO Hiroyuki

National Cancer Center Japan

President/

National Cancer Center Research Institute
Director

KUSUNOKI Susumu

Kinki University
Emeritus Professor and Visiting Professor

KATAGIRI Hideki

Tohoku University SiRIUS Institute for Medical
Innovation

Director

(As of June 1, 2025)



Strategy of AMED's R&D support
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m Flexibility of adjustment costs Strengthening the system

& Review of screening committees
and participation of industry
# Strengthening R&D management functions

# Flexible measures that are not limited { EST?b'iSh'T‘de”t f”hq implertnentation ofa J
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€ Measures aimed at
promoting practical application

€ Reduced fiscal year constraints

€ Continuous support for promising
research seeds through discretionary
expenses set by the president

€ Preparation of conditions required
for corporate licensing
- Efficacy, safety and reproducibility

data sufficient for risk-taking decisions

- Data intellectual property strategy, etc.

@ International superiority

in cutting-edge technological trends
€ Market trends and competitive research
€ Support for cases that go directly from

advanced projects to company out-licensing

and commercialization

€ Support for direct travel cases (Fast Pass)

Preceding business

== -
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-~ -
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Practical use

-: Existing business, etc.

:_ _ _ _ _1: Flexibility in adjustment costs
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+ Multifaceted assessment and identification of
research seeds

+ Development know-how

and intellectual property guidance

+ Identification of related research and

technologies to strengthen research seed
development and integration

« Exit strategy planning, stage gate setting

+ Coordination of cases

+ Process management, cross-sectional management
# Strengthening operational functions

- Multifaceted evaluation of inter-business
collaboration measures, implementation of PDCA

+ Drug discovery research management

(portfolio management, Go/No go decisions,
budget management)

+ Proposal for reviewing fast pass design and

business design based on field experience



AMED’s operational policies in the 3rd term (FY2025 — 2029)

While thoroughly pursuing a "hands-on approach," we will drive forward R & D and make improvements to the research environment and human
resource development through the following initiatives, thereby invigorating and boosting our country's R & D activities in the health and medical
fields, and contributing to the health and longevity of the society.

Strengthening Inter-Program Collaboration

Establish mechanisms to ensure seamless support across R&D programs. Utilize flexible supplemental funding with enhanced think-tank
functions to support project evaluation, exit strategies, and coordination.

Promoting Academia-Industry Co-Creation from Early Stages

Encourage collaboration between academia and industry from the initial stages of R&D. Provide support from a corporate perspective to
facilitate optimal industry transfer at each development phase from basic to clinical research.

Enhancing Basic Research for Social Implementation

Sustain and support basic research driven by both scientific curiosity and societal needs. Promote integration with advanced technologies to
continuously generate research seeds for innovation in pharmaceuticals and medical devices.

Advancing International Collaboration

Strengthen international research among top researchers and build long-term collaborative networks among next generation researchers, by
promotion of international joint research and participation in global clinical trials that incorporate overseas needs.

Driving Digital Transformation (DX) in Medical R&D

Accelerate effective and efficient R&D using cutting-edge technologies such as Al, generative Al, and quantum computing. Develop robust
data infrastructure and promote data management for future utilization.
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