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The Pharmaceutical Affairs Act has rigorous review
and control measures for manufacturing or importing
medical devices. However, with the rapid development
of technology, many smart devices, such as smart
bracelets and smartwatches, can also have medical
monitoring functions. There are two major controversies
in this case. First, there is still doubt whether a smart
device equipped with certain cardiovascular monitoring
functions is considered a medical device controlled by the
Pharmaceutical Affairs Act. Second, whether the party who
manufactured the smart device knew that the product might
be a medical device or had reasonable foreseeability. This
involves the burden of proof standard for dolus indirectus

in criminal law.
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