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1. #120 TRACK 14: MEDICAL DEVICES @/dt 3y

Recent Reformation on Medical Device Regulatory Systems in the

Asia-Pacifi c Region fFrh Il PV £k
Asian agencies are reforming their regulatory systems for new medical
devices. The Taiwan FDA 1s emphasizing medical devices in 1ts systems,
and Korea and Japan are improving the efficiency of theirs. This
sessionwill discuss the advancement of Asian device regulatory
pathways and their impact on industry.

2. #160 TRACK 9 (C): REGULATORY AFFAIRS AND SCIENCES,
QUALITY, AND GXP COMPLIANCE ¥4 H1355H R[S ~ GXP &
Recent Advancement of Biosimilars in the Asia-Pacific Region B¥Frgh--

P 2 PO PO

Regulation of biosimilars has been established in Asian countries
such as Japan, Korea, and Taiwan. This sessionwill discuss regulatory
pathways and impacts in Asian Pacific nations such as China, Japan,
Korea, and Taiwan.

3. #105 TRACK 2 (B): DEVELOPMENT PLANNING & % H/H]|

Asian Global Development and Regulatory Strategies fu¥"= SRl AIHrH!

Ay
This symposium will include presentations that will address meeting
global regulatory requirements in Asian countries while keeping
cultural barriers, critical chain implementation, and varying needs
of a global virtual team in mind. A review of the changing regulatory
and economic environment in Asian countries will be presented as well
as regulatory strategies for simultaneous global drug development in
those countries.
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