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LS-JAPAN
HBD EAST 2023 Think Tank Meeting

~ US-JAPAN Government-Academia-Industry Medical Device Regulatory
Harmonization Conference ~
In person

&

Simultaneous
Date: 2025.9 o 1 7 (Wed) interpretation Registration

available

9:30~18:00
Venue: Sapporo Convention Center

Program: Please click here

What is HBD???

v HBD (Harmonization By Doing) is a joint effort by Government-Academia-
Industry in Japan and the US to harmonize medical device regulations in
both countries through "practical activity”. HBD has achieved significant
results such as the rapid approval of medical devices in the
cardiovascular field in both countries.

v" As one of the activities of HBD, a "Think Tank" is held once a year,
alternating between Japan and the US. The purpose of the Think Tank is
to inform medical device development companies and the general public
about HBD's latest activities.

(Ref: https://www.pmda.go.jp/int-activities/int-harmony/hbd/0015.html )
v We have prepared a full program to review the past achievements and

discuss the areas where accelerated development is anticipated and
future prospects. We look forward to your participation!

/

Please register via here (Deadline: 2025.8.17)
Contact: HBD East 2025 Secretariat Email: global*jfmda.gr.jp (replace * with @)

Organizers:
Ministry of Health, Labour and Welfare (MHLW)

Pharmaceuticals and Medical Devices Agency (PMDA)
Japan Federation of Medical Device Industries (JFMDA)
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Agenda for HBD East 2025 Think Tank Meeting (Draft)

Session

Agenda items

Welcome

= (>

Keynote lecture

Japanese initiatives to promote medical device development

HBD history and global lessons learned

Update on HBD activities

Update on HBD activities (2020 — 2025)

HBD activities to advance pediatric
device development and access

HBD for Children - Achievements and future directions

Considerations in Japanese academia in advancing pediatric medical device
development: Insight from Japan’s Agency for Medical Research and
Development

Japanese regulatory initiatives to promote pediatric/orphan medical device
access

What else is needed to advance pediatric medical device development?
Industry perspective

Panel discussion: Breaking barriers: Driving cross-sector collaboration and
increased global access

HBD activities to advance smart
development of SaMD

Regulatory updates: Japan

Regulatory updates: US

Initiatives to support the expansion of Japanese medical devices into overseas
markets: Japanese ministry perspective

Considerations in international development of digital health technologies

Panel discussion: Global strategies to accelerate SaMD development:
perspectives from industry, academia, and government

Challenges and solutions when
building multi-national registries

The current situation and future direction of utilization of real-world clinical
evidence for regulatory decision-making

Experiences with regulatory use of registry data: Industry perspective

Consideration and future opportunities identified through the utilization of
real-world evidence

Deciding whether a registry should go global: Japanese academic perspective

Panel Discussion: Opportunities for further global alignment of real-world
evidence collection and application

Shaping forward-looking
collaboration among stakeholders
for more efficient global medical
device development

Addressing key bottlenecks in global medical device development: challenges
and strategic solutions

Lessons from success: Rethinking collaboration among stakeholders in
medical device innovation

Initiatives to accelerate medical device access: US regulatory perspective

Advancing medical device development through multinational collaboration

Panel discussion: Envisioning global collaboration in medical device
development - a 10-year outlook from industry, academia, and government

Closing remarks
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