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(Introduction of medical device
regulation with Taiwan FDA)
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(Global harmonization and brief review of
medical device regulations across
different jurisdictions)
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(Artificial intelligence and software as
medical devices)
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(Opportunities and challenges on remote
monitoring devices and in vitro

diagnostic medical devices)

FhEMHBEY 22 Z2RFTHRERZ R
Overview of classification process,
determination and definition of medical
devices: the available searching tools)
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(Lifecycle of medical devices and product

design process: Covid-19 test

as an example)
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(Product specification and requirement on
the regulatory review process: Cancer
diagnostic medical device as an

example)
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(Product validation strategies: Al

solutions in ophthalmology as an

example)
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(Management of medical device clinical
trials)
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(Quality management system for
medical devices)
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(Commercialization of medical devices)
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(Special topic: The mechanisms of
emergency use of medical devices)
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(Case study 1: novel design of medical
device and its regulatory strategy)
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(Case study 2: novel design of medical
device and its regulatory strategy)
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(Project presentation)
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(Project presentation)




