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The Legal Regulation of Mobile Medical Apps on
Smart Devices: Taking the Controversy of Related
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Smart devices with internet connectivity have become
essential tools that people almost never leave home
without. In Taiwan, among all the mobile apps, the
number of mobile health app users has increased the most,
mainly because of the convenience of the apps, the easy
accessibility and intuitive operation, and the autonomy of
users to control their own medical and health conditions.
However, the widespread uses of the apps may lead to
many controversial issues, such as: Are they medical
devices and should they be pre-approved? Are they likely
to pose health risks to users? This paper aims to examine
the regulatory system and experience and their problems
in the U.S. and Taiwan on these issues, and it takes Apple

Watch as an example for discussion.
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