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Public-Private Council for
Enhancing Drug Discovery Capability

Japan Federation of Cancer Patient Groups
Chairperson of the Board

Shinsuke Amano




Enhancing Japan’s Drug Discovery Capability

Enhancing Japan's Drug Discovery Capability:
Entering the International Drug Discovery Ecosystem

1) Promoting Japanese Startups

@ Attract overseas venture capital: Secure @
funding of ¥5 billion+ to cover GMP

manufacturing through Phase 1 trials. ¥5 b,",on,,
@ Attract overseas CDMOs (Contract O 58
Development and Manufacturing Organizations)Pﬂvl STAF

to establish domestic operations.

@ Provide hands-on support from drug discovery, @
experts (overseas experts if needed). A@&

@ Facilities capable of conducting
First-in-human trials

@ Incentive systems in collaboration with PMDA W
(Pharmaceuticals and Medical Devices Agency) and %
MHLW (Ministry of Health, Labour and Welfare)

@ Qutreach activities to foreign startups 85@;) J

Public-Private Council for Enhancing Drug Discovery Capability



Challenges and Measures for Resolving Drug Lag and Drug Loss in Japan

Challenges and Measures for Resolving Drug Lag and Drug Loss in Japan

1) Challenges of Drug Lag and Drug Loss in Japan 3 2) Towards Resolving Drug Lag and Drug Loss in Japan |

® Introduction of Single Patient IND
(Compassionate Use) System - &

@ Implementation of ‘N-of-1 Trials’ for
Ultra-rare Diseases

@ Vitalization of Personnel Exchange

Depopulating
Society

English is Not an Official _

Language, requmng
Applications in Japanese@l—?j between PMDA and Industry
® Budget Increase for Clinical Research at AMED 1[“
New Drug Prices are Suppressed @ Promotion of Patient and Public Involvement,) ‘e
to about 40% of the US @ | (PPI) and Awareness regarding Clinical Trials
@ Consideration of Selection Criteria
Japanese Market Attractiveness | | for Ultra- hlgh Cost Medicines
Declines, potentially leading to @ Approval Delay for In Vitro Diagnostics # i
geWE{ Pharmaﬂit{tica' szﬁ?nie,s J and CGP (Gene Panel Testing) il
eveloping, applying, ana selling in Japan \ E _ ;
: : | @ Improvement of Systems for E nd
simultaneously or early with the US/Europg ) N Post-marketlnLuwelllance y

Public-Private Council for Enhancing Drug Discovery Capability



Japan-Originated Drug Discovery : Immunotherapy’s Overwhelming Strength

Japan-Originated Drug Discovery: Immunotherapy’s Overwhelming Strength
Establishment of the Concept of Bidirectional Control for “Accelerator” and “Brake”

2. Professor Shimon Sakaguchi (0saka University) {7 1]

Commander Managing “Runeway" and
"Suppression” of Immanity

Striking Cancer by Releasing Immune “Brakes”
2018 Nobel Prize in Physiology or Medicine Laureate

PD-1 Molecule
(Brake Pedal)

Anti-PD-1 Antibody Anti-PD-1 Antibody
\ \\ (/ (e.g., Opdivo)

| Brake Release "

/

5

Regulatory T-Cell\“\ 7 Foxp3 Gene

Immune System (Treg) (Master Gene)
A Special Cell that Maintains Overall Immune System Balance y
3; 2

In Cancer Treatment: Treg Suppression / Weakening |  In Autoimmune Disease & Transplantation I;

Y : Medicine: Treg Enhancement / Infusion
=@y i

. o 7 Overcomin
—_ A~ Immuntion and Rens
Opdivo

(Nivolumab) Global Standard Trestiment )| § 0"9’Cl"r"]‘;;:‘o%i','g“}:’eg‘::“égﬂ‘#;‘t’s" and . Controlling Excessive Immune Response ~ |1

Public-Private Council for Enhancing Drug Discovery Capability
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