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◼ 2nd largest market of Medical Devices.

◼ ALL citizens (125 Mil.) are covered by NHI. 

◼ All medical devices are covered by the NHI 

in principle and no HTA before the inclusion.

◼ Regulations are harmonized internationally.

◼ Hospitable support for venture companies.

A Key for World-Wide Development

of Medical Products!

1. Key Points for your Development Strategy in Japan

Japan’s Advantage



3

Regulatory Science Consultation on R&D Strategy

◼ PMDA supports the establishment of an exit strategy via Regulatory 

Science (RS) Consultation on R&D Strategy.

◼ Facilitate the development of medical products by developing a more 

reliable roadmap.

2. Strategy Consultation

- Develop strategic plan in Japan -

PMDA offers 90% 
discount to 

venture companies.
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Regulatory Submission and Approval Process

◼ In the medical device review process, review team reviews the data 

submitted for a product.

◼ During the process, the reviewers exchange opinions with external 

experts to enable more highly specialized reviews.

◼ Could be approved without Clinical Evidences or with Registry Data. 

3. High Predictability of Review Process
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Medical Device Classification and Regulation

◼ MDs are classified into 4 categories (Class I to IV) according to risk level.

◼ Pre-market regulatory process for MDs differs depending on the 

classification. 

3. High Predictability of Review Process

* Classes I – IV correspond to GHTF categories (Class A – D)
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Medical Device Review Times

◼ PMDA ensures a more predictable review process by achieving review 

time of 14 months for new MDs, and 10 months for priority review.

3. High Predictability of Review Process
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Accelerated Review Systems in Japan

◼ Japan offers various supporting schemes for R&D companies.

3. High Predictability of Review Process
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Utilization of RWE to Evaluate Clinical Outcomes of Medical Devices 

◼ Utilization of RWE through pre/post marketing phase is often effective for 

development of MDs required repeating improvements and MDs for orphan disease.

3. High Predictability of Review Process
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Multilateral Cooperation

◼ Cooperate with international harmonization frameworks for MD regulations.

◼ Multilateral cooperation will support the expansion of MDs into international 

market.

4. Internationally Harmonized Regulations 

- Acceleration of International Development -
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Bilateral Cooperation

◼ Promote regulatory reliance including review and post-market safety 

through bilateral cooperation between two countries.

4. Internationally Harmonized Regulations 

- Acceleration of International Development -
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Examples of countries/regions which recognize Japan as 
reference country [As of September 2022]

Not only providing review reports PMDA supports these RAs by responding to their queries!

4. Internationally Harmonized Regulations 

- Acceleration of International Development -



➢ Japan is the world’s 2nd largest MD market.

➢ All citizens are covered by the National Insurance System.

➢ PMDA provides generous development consultation and discount fee for SMEs.

➢ Product review is completed within a standard period with high predictability.

➢ Expedited/priority review is applied depending on the characteristics of MDs.

➢ RWD during pre/post market stages can be accepted.

➢ Regulations are internationally harmonized, and many countries use Japan as

a reference country.
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Take-Home Messages



Please send your meeting request to pmda-md-intl@pmda.go.jp or 

via medtech app with specific questions and a preferred day/time 

if you are interested in having a private meeting with us.
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Information about 30-minute free regulatory consultation at meeting room

#MR15

PMDA



Thank you!


