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Lessons from success:
Rethinking collaboration among stakeholders

in medical device innovation

Clinical Research, Innovation and Education Center,
Tohoku University Hospital (CREITO)
Koiji IKEDA
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What is device lag?
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The cause of the device lag has been said to be differences in regulations
between Japan and the US, but ultimately, it may be due to the time lost as
industry, government, and academia struggled to understand what
constitutes a scientific and rational review, which occurred at a time when
the review system was being reborn as one based on scientific and rational
regulations.
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What is device lag?
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%ﬁ@Eﬁﬁﬂ?%féﬂﬁ@%éﬁﬁtﬁ%é5ﬁ%@7ﬁ?E7
[FIFEAEVWGWRREIZ o118, BFHNMNDOSEMENH S & (X
A, BETEZR. BRI SAEHDOEINIBETHHT-,

At the time, there were very few companies or academics in Japan that
were concerned with scientific and rational regulations, so there was a need
for a forum where everyone could think and discuss what scientific and
rational regulations were.

That was the town hall meeting.
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Held 19 town hall meetings between 2004 and 2007
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What did the HBD activities bring?
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HBD's unique feature is its environment, where Japanese and U.S.

iIndustry, government, and academia come together for ongoing
discussions.

HBD serves as a forum for sharing an understanding of scientific and
rational regulations, which are cited as a cause of the device lag, and
has made a significant contribution to improving the device lag.
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What did the HBD activities bring?
HBDEEIMNEHE -6 LEE DM o= 7

%ﬂrﬁﬁq’cﬂﬂﬂ’m%ﬁﬁﬁua(irhb\ﬁ,s#:&)(:(a BRI EYCERIZKRERT S
CENFHERAENFOTL

BEAFRBIZCEDE S LYy v TRHLEIMNAFRIEL. BRI A EAFELEENL
fRRFERTHAZ & FHBDIE R LT

The easiest way to learn about scientific and rational regulations is to gain
practical experience in specific cases.

HBD showed that the most rational solution is to visualize specific gaps
and resolve them.
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What's the problem in Japan?
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We are now facing a situation where the world's most advanced medical
device is unavailable to Japanese patients.

Unlike device lag, the cause of this is difficult to resolve through regulatory
harmonization alone.

Due to various factors, Japanese insurance reimbursement prices have

become unprofitable for foreign companies.
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What can be done to bring better medical devices to Japanese patients?
KYBRVWERMBBRZBAARDODERICEITHICIE?
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Stimulate medical device development in Japan.
Make it easier for foreign companies to import medical devices into Japan.

HBDIX A DREICEMTE S LMEEL TS

| believe HBD can contribute to both challenges.
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What problems need to be solved?
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In both Japan and the United States, startup companies often handle innovative

medical devices.
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The hurdles to entering Japan are higher for startup companies.
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US medical device startups face many challenges in obtaining regulatory approval

In Japan.
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What problems need to be solved?
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When introducing Japanese products to the US, certain new tests will be required
at the time of US application.

For example, animal testing other than safety testing will need to comply with GLP.

Approval cannot be obtained based on the results of clinical trials involving only
Japanese people.

Even if clinical trial results are available in Japan, there are cases where animal
testing is required.
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What can we do to solve it?
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We can think of solutions by doing together on specific projects.
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Isn't harmonization of the development stage also necessary?
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Is it possible to stimulate the international expansion of medical device startups?
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From recent experience...
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The concept of post-marketing surveillance differs between Japan and the US,
but | have had the experience of not being understood.

2018FICHIESNI-FH L MERBIERBEDHIEZER LA, £EXICEELTI
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We took advantage of the new post-marketing surveillance system that was
revised in 2018, but we had a lot of trouble getting US companies to understand it.

ERAEREICOHBD THR Y BT ERENH DD TIH7E LD

Post-marketing surveillance also presents challenges for HBD.
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There is work to be done to provide better medical care to patients.

HBDDHFRIZBKRDEEENEWMERNIZE R SNIREICH D
HBD's unique feature is its environment, where Japanese and U.S. industry,
government, and academia come together for ongoing discussions.
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Specific discussions on individual cases are an excellent way to gain mutual
understanding.

BEICEVRVWVEEREZIRET S1=HIZ. HBDICHFES Z A H S

There are things HBD activity can do to provide better medical care to patients.
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Disclaimer

This document was produced by the HBD steering committee. There are no restrictions on the reproduction or use of this document; however, incorporation of
this document, in part or in whole, into another document, or its translation into languages other than English, does not convey or represent an endorsement of
any kind by the HBD steering committee.

Copyright 2025 by the HBD steering committee.
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