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Cross Perspective between Japan and the Global Community @‘0

AMED

B Promote Japan-originated medical innovation based on global trends, contributing to global healthcare and Japan’s

economy through foreign revenue
B Enhance Japan’s medical research environment based on domestic conditions, contributing to healthcare in Japan and

expanding international investment

Japan-originated

Contribution to . . . Contribution to
global healthcare Medical innovation global healthcare

e North and
4 A 7 A
B / QPR gé ~ >

[Contribution to Japan’s Contribution to

economy through Japan’s economy
foreign revenue through foreign

. revenue
‘ Asia

Contribution
\ to healthcare

in Japan
\ L UET PP PP
LREATT|I)oatt!

Well-established
medical research [

Expansion of

Expansion of
inward investment

inward investment

environment in Japan
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Key Issues in Japan’s Drug Discovery R&D (equals to AMED’s 40.
challenge)

1. Global Ecosystem Building

Not engaged in global - Progress: Growth in VC investment in biotech startups
development (funding, networks, ~—* Plan: Attraction of Overseas VC, Creation of success cases and ‘
technology, experience) reinvestment, Deepening connections with global ecosystem

o : Japan-
| Global expansion | oriented
o nIIloIIooIIooIiiooiiooiioooieoooooe medical

2. Acceleration of Practical Application S

>_ Progress: Inter-program collaboration in cancer field
| AND-E (collaboration with JPMA) initiative
- Plan : Full rollout of projects screening
| Revision of selection and evaluation criteria to bridge
3 program gaps |
— Mechanisms to leverage outcomes from other programs

ell-established medica [

\ R&D environment

Gap between academic research
outcomes and industry needs

Lack of innovative drug seeds

Limited capacity for internationally 3. Development of a Global Competitive Environment
competitive clinical trials ~for R&D §

Plan: Develop domestic hubs for advanced FIH trials
Support CRO/CDMO utilization in development

Underdeveloped environment for 4, Development of a Data Utilization Environment

AI and data utilization ~ Progress: Launch of a Medical R&D DX Team, Incorporation into
‘ the public—private investment roadmap, etc.
Plan: Infrastructure development for advanced analytics and Al-

&s Copyright 2026 Japan Agency for Medical Research and Development. All Rights ReserveddrlvenR&D’PromOtlonOfcrOSS_IHStItLItlonaldataIntegratlon 2




Global Drug Discovery Ecosystem ¢

AMED

« Ecosystem expansion
Network with overseas VCs and human resources . .

Invest next drug seeds - High-value exit
Establish manufacturing and data infrastructure
Smooth PMDA regulatory approval=etc.

ANENENEN

Undeveloped Market -
Product Exit . EXlt
Shareholder Exit

Exit

Exit % %

Undeveloped Market

Product Exit
Shareholder Exit

- Development of hew science and technology :
« Creation of high-potential startups « Early entry into the U.S. ecosystem

% Copyright 2026 Japan Agency for Medical Research and Development. All Rights Reserved.



Registered Venture Capitals (34)

- Strengthening Program for Pharmaceutical Startup Ecosystem

L= « F-Prime Capital Partners (Impresa Management

- Astellas Venture Management LLC LLC)
- B Capital Group Management, L.P « MP Healthcare Venture Management, Inc.

. Blackstone Life Sciences Advisors - RA Capital Management, L.P.

LLC « Taiho Ventures, LLC
« Curie Bio Operations, LLC « The Column Group LLC
« TPG Global, LLC
|

- EQT Life Sciences Group B.V. . ANV Management, LLC

l l - Catalys Pacific, LLC
+ Newton Biocapital Partners - Eight Roads Ventures Japan
) - Fast Track Initiative, Inc.
. 4BIO Partners LLP * Remiges Ventures, Inc./RDiscovery, KK

« Saisei Ventures LLC
« UTokyo Innovation Platform Co., Ltd.

® « Keio Innovation Initiative, Inc.
« ANRI Co., Ltd. « Kyoto University Innovation Capital Co., Ltd.
« Beyond Next Ventures Inc. « Mitsubishi UFJ Capital Co., Ltd.
« D3LLC « Miyako Capital Inc.
« DBJ Capital Co., Ltd. « OSAKA University Venture Capital Co., Ltd.
« DCI Partners Co., Ltd. « Taiho Innovations, LLC
« JAFCO Group Co., Ltd. « The University of Tokyo Edge Capital Partners Co., Ltd.

. JIC Venture Growth Investments Co., Ltd. (UTEC)

% Copyright 2026 Japan Agency for Medical Research and Development. All Rights Reserved.
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Strategic Support from Basic Research to Practical Application @‘0

1. Introduce a new mechanism to connect projects that have been criticized for being compartmentalized across ministries.

2. Strengthen the think tank function to optimize approximately 60 programs and 2,700 R&D projects from the Ministry of Education,

Culture, Sports, Science and Technology, the Ministry of Health, Labour and Welfare, the Ministry of Economy, Trade and Industry, etc.
3. Work on clarifying goals to ensure seamless and efficient translation of outcomes, including industry out-licensing.

Basic Research Applied

Research

Target, modality, and

Pre-Clinical

GLP, drug efficacy
evaluation

Approval

evaluation method

Flexible selection without
the standard open call process.
Flexible use of supplementary funds e \

Project A

Project X X

SXpionng Project Z

collaboration
ProjectY A

Commercialization-
oriented additional
research

Seamless support

yam coyy
,Q(Og aboﬁ
X 9,
& - e
,$ * Project screening / ©
impact analysis
* Exit strategy
« Commercialization support
« Strategic use of
supplementary funds

2. : PR\
P tank func®®

«® Copyright 2026 Japan Agency for Medical Research and Development. All Rights Reserved.

Commercialization-
oriented additional
research

Seamless support

Project B




"AND-E (AMED IND ENGINE)"“ «,.
- Strengthen drug discovery and practical application AMED

B Launch new initiative for innovative new drug creation

B Through AND-E, in collaboration with JPMA, AMED promotes Japan-originated first-/best-in-class products and delivers
them rapidly to patients.

Basic Research Applied Pre-Clinical Approval
Target, modality, and RsaCh GLP, drug efficacy
evaluation method evaluation

AND-E: Building a Value Chain

Drug discovery research Intensive support for projects
leading to innovative drugs contributing to innovative drugs .
(1 11|
\ J fS1= e
Industry-focused screeing of support themes ]
Ei'l:JI\E/BSt?E?( research Practical application support
: e « Drug discovery booster program St : :
: rengthening Program for Pharmaceutical Startu
* Translational Research « R&D in areas such as cancer, intractable and 9 9 Egcosystem etc P
+ Drug Discovery Platform rare diseases, immunology, etc. ! ’
Development Program, etc.
Research outside AMED
*IND : Investigational New Drug (e.g., Application procedures for initiating
clinical trials of new drugs) 6
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Promotion of Advanced First-in-Human Trials in Japan

® Drive advanced research and build global networks through collaboration with leading global researchers
m Establish an environment for Japan-led First-in-Human and Phase I international clinical trials
m Foster globally recognized investigators and promote high-quality R&D to address drug lag and loss

A mechanism to overcome the limitations of nonclinical

(animal model) validation and enable early
proof-of-concept (POC) in humans

+ Shift in modalities PS
Increasing emergence of novel
modalities, such as in vivo CAR-T, & w
that are effective only in humans

« Limitation of animal models (mouse) - Immune system side
Human data required beyond
animal models for approval

} Rising costs and slower development speed

Medical safety frameworks in early-stage development

* Need to address unpredictable risks and unknown toxicities in
unapproved treatments

. . . .. ®
Need for dedicated PDCA systems, including organizational, .’ a {.
financial, and ethical governance structures 0, .

Global effortsito
) person (patient) Strengthen clinical
Animal models " 1, vivo CAR-T trial infrastructuie

«® Copyright 2026 Japan Agency for Medical Research and Development. All Rights Reserved.

Modalities: iPS cells, radiation therapy/pharmaceuticals, next-
generation genes, etc.

Areas: cancer, neurology/psychiatry, infectious diseases, etc.




4. Development of a Data Utilization Environment ‘

Promotion of Medical R&D Digital Transformation ¢

AMED

B Develop data infrastructure to accelerate the use of whole genome data and image data in medical research and
development

B Promote AI-driven research and development using accumulated data

B Drive innovation through first-in-class/best-in-class pharmaceuticals, AI-based medicine, and trained human resources

Building a Growth Environment in Healthcare

~ Establishing a Decentralized Clinical Trials Environment for Global Clinical Trials ~

Promoting R&D through the

\ Utilization of Big Data
EE Developing Infrastructure

for Advanced Analytics

Drug Discovery and Medical
Device Development Companies
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Approach to Drug Discovery & Advanced Medical R&D $e
for Japan’s Growth Strategy and Competitiveness

AMED

A field-driven approach that sustains and activates academic basic research, accelerates its strategic translation into innovation,

and builds a strong domestic ecosystem for drug discovery and advanced medicine - contributing to healthy longevity and
economic growth in Japan

O Drive Japan-Originated Medical Innovation ® Strengthen the Medical Research Environment

VS -w/\\. —> <+
@ Integrating individual medical data to

@ ‘g @ S Advanced,FIH studies establish an advanced analytics
v
drielel 4
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Clinical Trial Workforce Development )
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renewals leading to program implementation vl ﬁ ﬂ
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AMED Operational Policies (FY2025-2029) 0‘0

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.

1. 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.

2. 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 business and industrial
perspective to facilitate optimal industry transfer at each development phase from basic to clinical research. Advance system development and
initiatives at each stage with the goal of creating innovative new drugs, while viewing each program and project from a value-chain perspective.

3. Enhancing Basic Research for Social Implementation

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

4. 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. Build a drug discovery
exosystem with a view to both domestic and global pharmaceutical markets.

5. 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.

&s Copyright 2026 Japan Agency for Medical Research and Development. All Rights Reserved.
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AMED

1. Accelerate Innovation and Translation

AMED’s Role and System Development

¢ Outcome-oriented R&D management

Promote academia-driven drug discovery through AMED-FLuUX, Provide policy direction in TPP formulation and strengthen
analytical capabilities, Launch “AND-E (AMED IND ENGINE)” and establish a dedicated team to drive the creation of
innovative drugs

¢ Strengthening inter-program collaboration
Hold Integrated Project Coordination Meetings, Promote pilot inter-program initiatives and continuous support using enhanced
coordination funds

€ Seed development
Qonduct and analyze efficient follow-up surveys, Utilize AMED R&D Management System (AMS) insights for cross-cutting

management across integrated projects

2. Coordinate Integrated Project Management and Cross-Cutting Initiatives

¢ Integrated collaboration across R&D programs
Appoint experienced Disease Coordinators (DC) in each disease area and promote DC-led domain management and meetings,
strengthen inter-project coordination via integrated meetings

3. Stream Administrative Processes

{ €4 Administrative streamlining
2

Shift to progress-based monitoring and interim reviews
Launch suggestion system in A-POST for administrative improvements

¢ Copyright 2026 Japan Agency for Medical Research and Development. All Rights Reserved. 11



Progress in Policy Implementation

1. Strengthening Inter-Program Collaboration _ _ —
« Multi-year, flexible budget Organizational management

- Launch of flagship program on refractory cancer allocation » Strengthen strategic
- Support 7 projects with supplementary funds » » Expansion of funding in planning functions
programs « Reinforce field-oriented
: : 1 - Talent development and management
infrastructure strengthening § « Streamline contracts and
«  Launch of AND-E initiative for economic security and administrative processes

management

« Support 7 projects with supplementary funds »

. Enhancing Basic Research for Social Implementation t

« Nobel Prize-winning research on regulatory T cells (Dr. Sakaguchi)
« Conditional and time-limited approval of regenerative therapies (ischemic cardiomyopathy, Parkinson’s disease)
« Japan Medical Research and Development Award: Valemetostat - first-in-class therapy elucidating mechanisms of ATL and PTCL

4 . Advancing International Collaboration

 ASPIRE rated “S” in mid-term evaluation, linking top Develop infrastructure and human resources for advanced
researchers to drive global exchange First-in-Human trials supporting global clinical studies

5. Driving Digital Transformation (DX) in Medical R&D

« Leverage GXE (gene-environment interaction; l Promote medical R&D DX through enhanced analytics

Nature) to advance sex-specific proactive infrastructure and Al-based R&D (genomics, imaging, multi-omics)

healthcare
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