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The Limit of Indentification of Wearable
Devices as Medical Treatment: The Case COMGO—
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Whether a wearable device should be regulated as a

medical device depends on the balance between economic
benefits and the protection of the user’s health. The Key is
whether the claimed function reaches the diagnostic level.
Therefore, the product description becomes an important
* ZESEEARASBESYKFEE (Judge and Presiding Judge of
Taiwan High Court)
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Em#tAE (product manual) - 5% (wearable device) ~
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reference to determine whether it is a medical device, rather
than deciding based on the actual function. Furthermore,
the court’s review of the authority’s instruction must also

respect the professional judgment.
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