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Japan’s Drug Loss Will Worsen Without Needed Policy Reforms
Over two-thirds of new medicines in late-stage clinical development in the United States 
or Europe have not yet begun development in Japan 

Current Drug Loss Future Drug Loss

225 new medicines launched in the
U.S. or Europe but not Japan 
between 2012 and the end of 2021

589 new medicines are currently 
in Phase 3 clinical trials in the U.S. 
or Europe

404 new medicines not in 
development in Japan target major 
areas of unmet medical need
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108 (48%) of 225 launched medicines 
have not begun development in Japan

404 (69%) of 589 future new medicines 
have not begun development in Japan

Source: PhRMA analysis of Citeline, IQVIA MIDAS®, and country regulatory data. July 2024.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Therapy areas sum to more than 100% because some medicines are being tested for more than one therapy area.
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Therapy areas of 404 future new medicines 
not in development in Japan
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A permanent cross-ministerial structure should develop the strategy with regular and 
substantive input from the global biopharmaceutical industry

Japan Needs a Bold New National Biopharmaceutical Strategy

Required ActionsPermanent Cross-Ministerial Body

Public-Private Council Focus

Direct relevant ministries to formulate national 
strategy with goals, policies and KPIs  

Actively monitor KPIs and take measures to 
ensure progress on goals

Establish channels for regular input from 
multinational biopharmaceutical companies   

Promoting a transparent and 
pro-innovation drug pricing system
Strengthening the environment 
for R&D and biotech start-ups

Improving Japan’s regulatory 
environment 

Cabinet Secretariat

METI MEXT MOFMHLW
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A more effective and sustainable 
health care system

Drug discovery and faster patient 
access to the latest medicines

Increased investment, jobs and 
economic growth

Research and 
Development

Regulatory
Review and

Approval

Delivering 
New

Medicines

Reinvestment
in New 

Medicines

Unmet
Medical
Needs

Biopharmaceutical Innovation Ecosystem Benefits to Japan

A Restored Biopharmaceutical Innovation Ecosystem Will Bring 
Significant Benefits to Japan
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