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The Biopharmaceutical Industry’s Positive Impact on 
Innovation, Patients and Economies Globally

140,000+
Direct Biopharmaceutical 

Sector Jobs in Japan

Hundreds of
thousands+

Indirect Jobs in Japan

$1.7 Trillion 
Global R&D Investment in 

the Last Decade 
(¥14 Trillion in Japan)

$1.2 Trillion
Global R&D Investment 

Estimated in the Next 5 Years

8,000+
Medicines in Development 

Worldwide
(1500+ in Japan)

74% 
Are Potential First-In-Class 

Treatments
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Example: Immunotherapy that works with a patient’s 
immune system to help fight cancer

We Are in a New Era of Medicine Where Breakthrough Science 
Is Transforming Patient Care

Newly approved drug being 
called ‘game changer’ for people 
who suffer from hemophilia

Game Changer

Cancer mortality rates continue to 
decline amid 'major progress' in 
lung cancer early detection and 
treatment

Cancer Treatments
• Works by blocking the PD-1 

pathway to help prevent 
cancer cells from hiding

• Approved for 18 cancer 
indications in Japan

• Phase 3 trials are underway 
in Japan for an additional 
7 cancer indications

Gastric

Esophageal

Endometrial
Cervical

Urothelial

Breast

NSCLC

Head & Neck

Prostate

Colorectal

Melanoma

Renal Cell

Ovarian

● Approved in Japan    ● In Phase 3 trial in Japan
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Innovation Is Still Needed To Address Unmet Patient Needs 
and Future Challenges  

1 in 3
people globally will have 
a neurological disorder 

in their lifetime

Deaths from neurological 
disorders have grown 39% 

in the past 30 years 
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Improvement of 
People’s Health and 
Economic Growth

Unmet Medical 
Needs

Research & 
Development

Regulatory 
Review & 
Approval

Delivering New 
Medicines

Reinvestment in 
New Medicines

Industry-academia 
collaboration in Japan and 

other countries

Simultaneous global drug 
development under 

harmonized regulations

Timely patient access 
after approval

Appropriate reward for 
medicines allows 

reinvestment

Enhancing Japan’s Biopharmaceutical Innovation Ecosystem to 
Improve Health and Economic Growth
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The U.S. Biopharmaceutical Innovation Ecosystem Model
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Japan Can Foster Innovation Collaboration and Growth
Progress is being made in Japan, but there is more to do

Reviving the 
Pharmaceutical Industry

July 13, 2022

Toshio Fujimoto, general 
manager of Shonan iPark: 
“I think that an ecosystem like 
Boston is necessary in Japan, 
but it cannot be exactly the 
same.”
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Recommendations for Regulatory Improvements 

Regulatory Challenges in Japan PhRMA Recommendations 

Science-based reforms can accelerate access to new medicines

• Existing expedited approval pathways 
are underused                                                                                                                

• Clinical trials take longer and are more 
costly to conduct

• Market-specific requirements delay 
simultaneous global development

• Adopt a flexible approach to application 
acceptance requirements for existing 
expedited approval pathways

• Develop a new expedited approval 
system focused solely on safety and 
efficacy of a new medicine

• Increase global and regional regulatory 
harmonization efforts
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Adverse Impacts Policy Challenges

Recent Policy Changes Have Adversely Impacted R&D 
Investment in Japan

Number of medicines in development 
is growing more slowly

• Continued focus on drug price cuts to 
achieve other cost-saving targets

• Drug prices falling at more than twice 
the rate of previous years

• Complex and unpredictable rules that 
are less supportive of innovation

• Insufficient opportunity for stakeholders 
to provide input prior to decisions

Biopharmaceutical industry R&D has 
fallen by 9% since 2015

The speed with which new medicines 
are launched in Japan has declined

Japan is the only major country with a 
declining biopharmaceutical market



10

• Maintain drug prices during the 
patent period 

• Fundamentally revise market 
expansion repricing rules

• Achieve faster uptake of 
generics and biosimilars

• Establishing more competitive 
prices for off-patent products

Return Market to Growth 
by Supporting Innovation

Reduce Inefficient Drug 
Spending to Sustain Innovation

Gx

Drug Pricing Policy Recommendations to Support Innovation
Key drug pricing policy reforms can enable sustainable innovation
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Eliminating Price Cuts to Protected Medicines Would Result in 
Modest Sales Growth Consistent with Developed Countries

10,000 10,058 9,727 9,820 9,554

354 466 831 959 1,352
10,354 10,524 10,558 10,779 10,906

FY2022 FY2023 FY2024 FY2025 FY2026

CAGR
+1.31%

CAGR -
-1.13%

Forecasted NHI Sales Impact of Eliminating All Price Cuts to Protected Medicines
(in billions of yen)

NHI Sales          NHI Sales without Price Cuts to Protected Medicines

Source: PhRMA and IQVIA analysis of IQVIA Japan Pharmaceutical Market data. October 2022.
Note: CAGR = compound annual growth rate
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Health Care System Sustainability Recommendations
Balanced reforms can help create budget headroom for a thriving innovation ecosystem

Identify Health System 
Inefficiencies and Cost Drivers
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Strengthening the environment for R&D and 
bio-venture start-ups

Public-Private Sector Dialogue Is Necessary

Improving Japan’s regulatory environment 

Ensuring a transparent, pro-innovation drug pricing 
system

A new forum should be established for routine, substantive engagement on:
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The Biopharmaceutical Industry Is Ready To Do Our Part

Innovation for all.

Coming together to achieve common goals for patients 
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