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The most ageing country in the world!
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Assessing unproven practices

Approval by PMDA

Pricing in national health insurance

Practice regulations by
clinical practice guidelines 

driven by professional organizations



Assessing technologies 
for approval
PMDA and others



PMDA
PMDA (Pharmaceuticals and 
Medical Devices Agency) is 
Japanese regulatory agency, 
working together with Ministry 
of Health, Labour and Welfare.

“We conduct scientific reviews of 
marketing authorization 
application of pharmaceuticals 
and medical devices, monitoring 
of their post-marketing safety. 
We are also responsible for 
providing relief compensation for 
sufferers from adverse drug 
reaction and infections by 
pharmaceuticals or biological 
products.”



PMDA review

• Clinical trials and animal studies
• Focus on drug/device safety
• Collaborate with FDA and EMA
• Minimum focus on cost-effectiveness



Assessing technologies 
for insurance
Central Social Insurance Medical Council (Cho-I-Kyo), run by 
the Ministry of Health, Labour and Welfare



Health expenditure – public private ratio
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Mainly by social health insurance, strongly public oriented financing system



Financing Clinical Care in Japan
Hybrid between insurance and tax

Social 
Insurance

High cost 
care

Chronic / 
Rare 

Diseases

Infant and 
Toddlers

Social Care

Elderly

Disabilities

TB

Public 
Assistance

Supplemental 
Schemes or Co-

payment
Social Insurance (70-80%)

Healthcare cost paid by

Adult patients of families with 
relatively affluent income and 
with acute and mild conditions 

pay the “co-payments”.



Virtually no “private” hospital

National Social Health Insurance Scheme
(prohibiting mixed payments)

University 
Hospitals

Governmental 
Hospitals

Other 
Hospitals 
including 
those run 
privately

Clinics



Central Council of Social Medical 
Insurance
• Role: revise the fee schedule every two years

• Members:
• service providers: doctor, dentist, pharmacist, hospital
• insurers: insurer union, employer, labor union
• public interests: academia, cancer society

• Sub-committees: 
• Costing / Drug price / Health technology assessment



A pilot introduction of cost-effectiveness evaluation 
of drugs and medical devices since April 2016

Reference: Chu-i-kyo 2015

• Target products: 7 drugs 
and 6 medical devises 
listed

• The evaluation results will 
be used to determine re-
pricing, rather than 
whether to be covered



Assessing technologies 
by professional bodies
Clinical practice guidelines



Minds
Guideline agency funded by the Government, 
hosted by Japan Council for Quality Health Care 

• Develop CPGs
• Mostly follow 

Minds methods

Professional bodies

• Assess the 
quality of CPGs

• Archives of 
CPGs

Minds
• May consider in 

the insurance

Ministry of Health, 
Labour and Welfare



Minds



Empowering general public

• Minds
• Cochrane Japan
• Testing Treatments
• NGOs such as COML



Assessing unproven practices

Approval by PMDA

Pricing in national health insurance

Practice regulations by
clinical practice guidelines 

driven by professional organizations

General public
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