FIETBAE I B 84 1] 0 1 132-154 2023 & 10 7]

ﬁéﬁlf—fgﬁ? S EEER R A= (Mobile Medical Apps)
JREEF 2 1) Apple Watch AHREIEED SR ELET

The Legal Regulation of Mobile Medical Apps on Smart
Devices: Taking the Controversy of Related Functions of Apple
Watch as an Example

2|4: k. Hung-En Liu™*

!

TR R~ R RS ST RSS2 A RN BRI )
)‘;;EE" M= xmgﬁ@'J;@*‘ (mobile apps) f[1 @F&%ﬁ&lﬁﬁﬁ'%ﬁl@ﬂﬁ
?@? aw lﬁ“J Apple Watch frE'Fi%ﬁJ TR AR S TR S S [ =R 4
Rl HAy R H“ﬂl% ° 4'“?1 Apple Watch - FLH[ﬁI(ECG) jJ uE“"gnia@iﬁﬂﬁl
P b,im V‘EF’/*%_FI‘ £ R B 9 T R TR | écwr‘iﬁg};g;@j HAFI S 2 SR
ﬁg[sw»& Zh ~ 4L Apple Watchjf ﬁﬁlf’ﬂ ISENEIR igz J Vg ?‘@fé’éﬁ“"{”‘l?
A E*%%?WDI IR IJr”f”AppleWatCh 19 “f[ﬁlﬁj <4 2020 £ R T
ﬁf’ﬁﬁfﬁ Eifvfﬁ[“ ’IE“" a’% P Zg= Al 'JFJW p J_' ABET ﬁ”ﬁ%?ﬁ 1
SN IRNER EA T O B R ﬁ’*f'“ﬁl “’P BRI ARSI S L
Qe [ﬁ‘u:j’%gﬁ Jﬁlégﬁgﬂj%j@ = %D%@%r[ﬁﬁi Ml z.ﬂjﬁﬁﬁj’?’[ ,jﬂ\[as«l(/p[p v F'
U‘?ﬁ'lif%ﬁﬁ [T dﬁ’fﬁ‘k LTt ‘F'ﬂh%éa\[ﬁﬁ«'%ﬁ?z 7[??1/ SIS AR
' Ear F“H’JI”J“‘%T%\* R E R LR S R

__l
—V_Y

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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MOBILE HEALTH APPS INTERACTIVE TOOL

Developing a mobile health app?

Find out which federal laws you need to follow.

Produced in cooperation with the U.S. Department of Health & Human Services (HHS): the Office of the National Coordinater
for Health Infermation Technology (ONC), the Office for Civil Rights (OCR), and the Food and Drug Administration (FDA)
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You're developing 2 health app for mobile devices and you want to know which federal laws apply. Check out this interactive tool.
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