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Navigating Global Trials:
Regulatory Considerations and Insights into
the Clinical Trial Landscapes in the US and ANZ

February 25, 2025 (Tuesday)

13:30-16:30 (Registration starts at 13:00)
English

Nihonbashi Life Science Hub
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8F Muromachi Chibagin Mitsui Building,

.‘.
1-5-5 Nihonbashi-muromachi, Chuo-ku, Tokyo \ e ““/
Free Registration - Limited Seats
(Confirmation will be notified via email)
‘ Seminar Agenda

13:30 Welcome & Introduction of HiRO

13:40 Global Development Strategy and Regulatory Considerations
among Regions/Countries

14:10 US IND Submission Strategy and Expedited Approval Pathways
14:40 Tea Break

14:55 US Clinical Trial Landscape

15:25 Australia & New Zealand Clinical Trial Landscape

15:55 Networking

HiRO Speakers & Attendees

Karen Chu Ryosuke Endo Ya-Han Chang Tsukasa Kiriyama
CEO VP, Head of HiRO Japan VP, Commercial Strategy Executive Director, Head of
Project Management, HiRO Japan

Alex Kawasaki Tiantong Liu Shawn Lee Jennifer Shelton Sam Adamson
Senior Manager, Associate Manager, Senior Manager, Associate Director, Director, Strategic
Business Development Regulatory Affairs & Strategy  Regulatory Affairs & Strategy Clinical Operations, HIRO US ~ Development, HiRO ANZ
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