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Current status of medical device development in Japan
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The domestic medical device market is worth $7 billion and is growing slowly.
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The market growth rate CAGR in the medical device field in Japan is 1.8% (5.6% in the US)
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In terms of sales by country, Japan ranks second (7%) after the United States (43%,).
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Diagnostic equipment has a strong presence, but therapeutic device does not.




9% %jﬁ%%g Eﬂ £ D n7<XE/_E>

Issues in medical device development in Japan
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Because Japan has excellent technology, we thought we could develop medical devices at
any time, so we are now paying the price for putting it off.
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There are few companies that can develop therapeutic devices, and there are few
experienced personnel.
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There are few people with experience in medical device clinical trials.
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“‘Master plan about research and development of a medical
device and promotion of the spread for improvement of the
quality of the medical care the people receive".
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What is unique points of medical device development?
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Medical devices are characterized by their diversity, with a wide variety
of products available
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Even medical devices that treat the same disease have different
approaches, mechanisms of action, energy usage, invasiveness, and
usage
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Each product has its own challenges, just as diagnostic and therapeutic
devices have their own unique challenges.




What is unique points of medical device development?
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Although they are used infrequently, there are quite a few medical
devices that would be a problem in the medical field without them.
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Such products are difficult to develop because their sales volume is low
and it is difficult to generate profits.
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This is a difficult problem for companies and academia to solve.




Points to keep in mind when developing medical devices
in Japan

e HATIIREEZFEZAA L TR GBHEFRZETHE L LWL & &EE
HNENTHREEEMEINET L TENBWEREAHF A S

In Japan, it is necessary to be familiar with the insurance reimbursement

system when planning product development. If you fail to do so, even if
you get approval, the insurance reimbursement price will be low and you

will end up not making a profit.
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Human resources involved in medical device development are required to

have the ability to oversee the entire development process and formulate
development strategies, as well as the flexibility to make modifications

during development.
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s it possible to revitalize Japanese medical device development with HBD?
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|s it possible to combine the successful U.S. venture ecosystem with the
Japanese venture ecosystem to share talent, environment, and ideas to

optimize development?
« Harmonization by Ecosystem
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It we can combine the experience, strengths, and human resources of both

parties, we can globalize medical device development.



Globalize the clinical trial environment
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Decentralized clinical trials begin
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The essence of DCT is patient-centered clinical trial management.
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Future vision of HBD
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IT we can utilize the power of IT to overcome language and distance
barriers, we can share the development environment and clinical
trial environment.

HBD has made it possible to conduct international clinical trials for
medical devices, and device lag has improved.

Next, | think it is necessary to create an environment that makes it
easier to conduct international clinical trials and to popularize them.



