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Abstract(3&):

Recently, medical device regulations have been strengthened and are being forced to apply in the
global medical device market. New requirements such as medical device risk management and
usability standards were introduced in Europe, Australia, and Canada from 2012. Since 2015, 3
usability test centers are being operated, and 76 products are evaluated for usability test, by MOHW
funds. In government, usability test will be mandatory for all grades, and the government is planning

to expand the company support program.
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