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New Trends in Legislation and Regulations

for eHealth Devices in Taiwan
Chen-Chi Wu™*
Abstract

eHealth is vehemently reshaping our current medical care model.
Moreover, it is a key industry that Taiwan has actively deployed in
recent years. The eHealth devices have the characteristics of software
technology as the core, short product life cycle, and potential black box,
which are significantly different from traditional medical devices in
essence. To address the rapid development of eHealth devices, the
“Medical Devices Act” has been implemented in Taiwan since 2021.
Under the framework of the Medical Devices Act and related
regulations, Taiwan has formed an operating mechanism for pre-market
review and post-market surveillance of eHealth devices. In response to
the characteristics of eHealth devices that emphasize the speed of
development, it has been proposed that the pre-market review process
should be relaxed. After the implementation of the Medical Devices Act,
Taiwan's pre-market review of medical devices has also tended to loosen,
however, it appears that the review process lacks the flexibility to
address the myriad eHealth devices.

On the other hand, corresponding to the relaxation of the pre-

market review process, the post-market surveillance of eHealth devices

“ Professor, Department of Otolaryngology, College of Medicine, National Taiwan
University; Ph.D, College of Law, National Taiwan University.
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becomes crucial to protect the health of the public. Although the
Medical Devices Act stipulates tracking system and safety supervision
for the post-market surveillance of medical devices, the operation still
depends on the active inspection by the Taiwan FDA. Unfortunately, the
wide variety and complexity of eHealth devices are beyond the scope
that the Taiwan FDA can cope with. Adopting a more flexible approach,
that is, "collaborative governance" by both the Taiwan FDA and medical
experts, will be a more reasonable regulatory model to achieve the

desired balance between product safety and industrial innovation.
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My T AT 2EE | (artificial intelligence) ~ " K&g#E | (big
data) B " ZENEETE | (cloud calculation ) ¥ BRI > &2 &%
J& o PERETTENEEE L T Y0548, (Internet of Things, IoT) Z H#s
Tk PR LR RBERE A AR - Z— i » A5
A b ST Y RN Py SR AT B - JRAEAESRE) | 20E ~ 1780
TEEEERIE R L BoK -

Firag T EERE | > REIEZVSRUP R REEER - 25

SR EHAE S FBETEREFTRE . eHealth » YTHASERAHIZE DL T #ifir B

%, (digital health) f§2' o {RigtH F G4 4H4% (WHO) ¥t
eHealth ” © %% » (4% ' E @ i Bl |, ( Information and
Communication Technology, ICT ) FEE&% % i EFSEE ~ JEF] » HIFEES
FEIEE ~ PR - AHEAEH - BERMEE - —F ik
BERFIMGAEBG S EFRE - SEENA 2 BRREEHE -

PV E A SR AR PR EAR AT 1 RECRHIE 2 ik
HHERT » TN EEFRERENT T RHIEAVIERE &R » LI By R PR B
ERFEIRE > PR TEREENRA - IREIBUG T FEIMESR A
BL—EI > HEENERE T BRI B R -

SAT > EHIY T EERRE ) GUE MR AL - HAHR R

UESRE (2021) 0 (GREERREEEE HRE) - BESE TR - (G EBEREA
) H 129> &l - W -

2 World Health Organization, at http://www.emro.who.int/health-topics/ehealth/
(last visited 02/28/2023).

3 REE AT AL E BN 2021 £ 5 B 1 0 TEEBMEREEL ) ER
MEFT1% > HERIR I R R E M A E - DR " A TSRS BRI
B ) IEF B (e A EEELE - ZeHAREMESL -2’
mEVERE  ALEVEHFTEEBESHERRLAENRIL -
https://www.mohw.gov.tw/cp-5016-59558-1.html ( fZ{& 518 H : 02/28/2023) »
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BUEH Ll FUE HEE - MRS S o IRBEER G MEYERF

YA SRS E RS E TGS (2015 4F) - BESRM WS HERIES] (2017
)~ AN SER Z BRES M AR e ] (2019 £) - AR ST
Foffr 2 Bt i A BR G SC R a5 (2020 42) % -

SRR TEMM RN AU R TR ) B TR
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(U.S. Food and Drug Administration, FDA) &% » " 8 fEE
(digital health ) E&{TEIfEEE (mobile health, mHealth ) - B&E{EEE
& [ ( health information technology, health IT ) ~ ZE#{ X IEH
( wearable devices ) ~ i fb B2 & Bl 04 3 ( telehealth and
telemedicine ) ~ i A {LB&HE (personalized medicine ) <& FH4E 1S »
TEME S KB 0wHE B RiESE_ L O s b 2 SR SR e
HE—5UE AN - EHS2F -

AR A& 2 BA — 0 H— JEfE SR T AR
RS, o EZRFTRE A DA B A S iE U Y BN Bl — R
T ECE R E B B R RS B A H7R ] BT 7 S s Bl
BRI SEEEERSAE & 2 R EATS » 552 0 T
WMk TEEBERESM ) 20y o H T EERRESM ) WIRER
P TR | 2 IRREMER . TR S E M 2P
REH - T THERESEM S AR ER T ATEE
Betes it o EE T ATEERESM ) G T EERRESM ) A

PNTEER ) 2R ATHERFHREEERE TEEE

SR RMESE ) AR » (FHASIEIA (off-the-shelf) RH% » EIE{HARERIY T
B8 (1) NILEE Sepakagps, R esE - (2) Uil - (3) ZFEEUR0HIES -
(4) 4G,/5G EfTEN AR S H rh—(E (SR Bpeastt - BIaIf s fy T
R R BEPEEE A | 0 https://www.cde.org.tw/Content/Files/Knowledge/a9ef2059-654-
400e-b996-48db4179a0d0.pdf (F1&ZEEH : 02/28/2023) -

6 U.S. Food and Drug Administration, at https://www.fda.gov/medical-devices/digital-
health-center-excellence/what-digital-health (last visited 02/28/2023).

T R EEEETAS Y AT RS EIES] ) BRI RS M S
ZHREF R A& B T BB M AT R T B AVECEE | (Stand-alone
software ) * FIE (hi58E FEREas M A S NEIVEES - BCRZSBMAINEY) - &
BB AR E) - PEHIBE AR AR A BV o L E S R B S A AR
o T AT DA SIRZ 2847 ~ o Bestl ZIhRE © 12 B AR B R a1 T AG BOE A AR
RAFREFE I 2 — 85y - st 72 BA_ b - BE AT DURE - B R g
BEERTER > e - BERR -
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February 2017 with recommendations to the Commission on Civil Law Rules on
Robotics, 2015/2103(INL), https://www.europarl.europa.eu/doceo/document/TA-8-
2017-0051_EN.html (last visited 02/28/2023).
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BRI HIAHMESR -k T ALHE/MBELER T BRBEMTREE
%3£&WEWJFAI%%/%%%E&ngﬁéﬁﬁ ( Artificial
Intelligent/ Machine Learning-Based Software as a Medical Device, AI/ML-
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10 dE TNz (2021) > (EERESMIEE LRSS © AIFTAISE e BAKER ) - TAccplusweb
RS > https://taceplus.com/technews1018/ (fZ{&£BIE H : 02/28/2023 ) -
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T TREEEL T » DUERGESET ~ TS AE S - FHPN R
ME TS EE B ER 2 EEA > HFHE TEEME

(transparency ) {FAEMHESEE" - (HAHE NI AERHE - 752 —
imHsER > (EEE RN A B 45 FE H e = 4R fEiEi - iR
HE D (EREEELENT - BEREE B ATEE Y FEEYE
BHEENM R - SR CEE AR > B se N EE WIS A
TSRS Y TREATFTREEIR" - JREN » A TEEFREEEAYE Hk
RIBEAANT (opaque) - E23ETyHE >~ By TEAFE , (black box ) [ERE"™ -

S OFEFREHRY L LD G

BERFESM ZER > EEMLETEA TE/EELE
BT BRI/ RREEE) , 2 RS - BOIME  KH THEEE App
BIEESSS 7 =N E R YN iR e attil o6 MGUIRREIe " il
REE) ZIhRE > MRS RE A E T EE — TR RE T RE(E (A
PRy BURSE Z Bt - (HIREDEE R B RENBEREZHE -

11 Edward H. Shortliffe & Matin J. Sepulveda, Clinical Decision Support in the Era of
Artificial Intelligence, 320 J. Am. Med. Assoc. 2199, 2199-2200 (2018).

2 FEILREE R FE (R T REWIE ) (traceability ) Kz T A[AEFENE ) (interpretability )
FOMS FEATLEREASK T AEWM - RIE R AR SRS
FIMEE R HAER - HE T AR, NE - JREIE ANE RN A LR
FiCHI BT EE e -

13 Ariel Bleicher, Demystifying the Black Box that is Al, Scientific American (2017), at
https://www.scientificamerican.com/article/demystifying-the-black-box-that-is-ai/
(last visited 02/28/2023).

14 W. Nicholson Price II, Black-box medicine, 28 Harv. J. L. & Tech. 419, 421 (2015);
Will Knight, The Dark Secret at the Heart of AI, MIT Technology Review (2017), at
https://www.technologyreview.com/2017/04/11/5113/the-dark-secret-at-the-heart-of-
ai/ (last visited 02/28/2023).

15 Federica Lucivero & Barbara Prainsack, The Lifestylisation of Healthcare?
“Consumer Genomics” and Mobile Health as Technologies for Healthy Lifestyle, 7
Appl. Transl. Genom. 44, 44 (2015); Kelly Joyce, Smart Textiles: Transforming the
Practice of Medicalisation and Health Care, 41 Sociol. Health Illn. 147, 147 (2019).
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SRR I — e A ETE - DS E & B R AR
7 (AIREARIEO R EEERE ) - l— BT FH > 2 T8
(L, (medicalization) T{# A\~ H¥H 48 (WENEREH
ISR o INMEDEEREN BT ST 2 B EE)
(A EREEE) B2 AHEERETZ T tb— TEFR/
HE40E , "Bl E 58, S 2B L > B o] 58 B
ANz TEERME , (privacy) K "HIEHE , (autonomy ) i fk fE
g2 BEimerAEE " AEE ) (inequality ) B " KR
( discrimination ) Zfq5E"Y

B g2 Zelme  WMARBLEZ RILEE - BAEGZ
FARIE Z BARER] ﬁr%ﬂﬁﬁﬁjﬁkﬂﬁ AAMER 2T
i f"s o I — R RN > R ENEAAE T EA S U
MR EEM - ERFEEHETREEA S ORI - 35218

 ZyEEUE N AZ M A SHEE eI o R EEE — AR TN - B
%%WFM%T 2R HEEEENREY FERE SES
MREEANEFEER ZHEEFH > —fRmSMgE AL " A5
AlME ;  (de-identified ) HVESHEE R} - A M T H E BB R ER
R A f PR E AN B9 2 & R 5 mtERZERATA (E
NG 5YER A HEREERIN N HOHEHE ANEARER > 1
WHFERIEUR » R A Z IR B G &R T R EHEAL S ARV 88
M A1) e HoAtt 0 & B IR T %F%mﬁukiﬁ%uﬁﬁﬂﬁ

16 Elisa Lievevrouw, Luca Marelli & Ine Van Hoyweghen, The FDA's Standard-Making
Process for Medical Digital Health Technologies: Co-Producing Technological and
Organizational Innovation, 17 BioSocieties 549, 551 (2022).

17 Id. at 550-551.

OEEE (2012) 0 CAMSREVE) 0 H 245-246 0 50 fEEEMR WS

(2017) » ((=HE(T Ry 58 ) » T 103-104 - 510 ¢ JTd -
Y SRR (2018) » (BRREFAEERIRE ) - (CERSTERZIT]) » 38 1 » FH 46 -
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ft &t - BIA TR " EHTER ) (re-identification) Jp5 AHY{E
NERE TSR AR B R PR L™ -

HR > HRNFF2REIN S - FEAEETmE H SRR
fix 5 B G B BN HER L > JRENE B R as M Frie (AU R A (R RR
Bt o FERRE B MIRGEE &2 B MES[REAEY
PR 2 BERE - INEIRE S 2 B RESSE BB

H#E - BEER BB TRENAE TR, ZHE - e
A R\ B8 R FEE AN 285 - Rl g &R A2
ARRER D WHEBG SRRSO/ 5E (RERE " HE
W0 ) BAR SR - Mt —EE A EE AR S RS
AANGEE - (RS A [F &R E R 2 $  ATRE RN & i R Se A B
1B BE AR EER 2 M4 BB 0 57 B HGURIE R -

PSR R R A R T AR B b - B TR B 0 &
MESRFEE S TMERER - (1) DARA  HEHTHE
- AR E BRI AN B 2R ERRRE > BERR ARG
TR A B ERVAERE L - HESETEmE AR - FHE A
AE S (2) APFIT > BRIk E © B RS I e
BRI AT LR (H S SRR A P2 0T > MIRE AR el e
AR - BERE-FERERA D (3) 2@ mbREE
7 BERRAGZE RIS o s R Ay iR
KAEFE > WRILET B L6t - (4) "JEERElE > fnss = E]
oy ¢ AR E M A RERE DA BN - EARAERR L

20 W. Nicholson Price I & 1. Glenn Cohen, Privacy in the Age of Medical Big Data, 25
Nat. Med. 37, 39 (2019).

2! Deborah Lupton, The Digitally Engaged Patient: Self-Monitoring and Self-Care in
the Digital Health Era, 11 Soc. Theory Health 256, 263 (2013).

22 W. Nicholson Price II & I. Glenn Cohen, supra note 20, at 41.

B .
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BRI - B A B

BRI SRR POUAMECRME 2 > RS mEAERZ
IKTEHEE - AELE > EIEAFRZE - RN EEERRZ
RO VB E s - e E 2 A AR S - TRETE E A A
B A\ M2 2 PRI -

$OFEFREHES AR AP LBRTE

BRI M AT B DA R o Rl ~ EE SR an B IR 5 T
FERFMEER > R TEREI (8 AR E Z B LR b - ik
AR EZRAB EEEA = B— > EEEREEERT > E
SREEMELEEE B2 R EMATEE R Bl E R -
EANIEE SRR 2R A LA RN St 2

Bk AfEERESN T 2 EE - BOREEAEARE -

- AEtE

B R AR SR I S B A N R sl = At 2 = MR Rk - HEUR R
ZHGE > HERRE G M - 6t - A EsREE % B
ERECER I SR B L E AT TaliER” (LB

OGREEM (2021)  ( N TEEBERNSEFREER T ) - (E{0EE) - 62 7
H 165-174 -

25 Jessica S. Allain, From Jeopardy! to Jaundice: the Medical Liability Implications of
Dr: Watson and Other Artificial Intelligence Systems, 72 LA. L. REV. 1049, 1069-
1070 (2013).
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BRI A S AT B REL - EEOA ERIAFE -

F A X R AR AL JEAE i (product) - I fE AR B AL
(strict liability ) Z i8I - MEBRE AR R - B8
(1) WA ERIIESFESE - Wi T LR RIfRE ZNE (2) 3R

EAERAG W e DL AT e DUE R H TS 7 2 Mim Z 8
(3) FEHREEeiE N2 et Rk 2 BEINE R A o Rk
IR AR S FILT A B R E IR E B E > -

EAELAN B TR AR - B ERE Z w  MEKER  B I REE R
WEANZ L - SRESREES A ABEZEIRSE - AT
FiRNLAREZ LR - HIREGEREBZ R - (EEYER
A &S SR AARE A Ry EE o > FIERAG IR P e i3 A\ T S Bk
AGH o B AIRE B pE S ae e =~ A B E RS AS &
HImrEsn L T AR MBS N2 B EE - WV ER IR
EREAREY -

26 ' W. Nicholson Price 11, Artificial Intelligence in Health Care: Applications and Legal
Implications, 14 The SciTech Lawyer 10, 11-12 (2017).

7 EESE (2015) 0 (=TT RIE) > H 727 1L EEEM -

28 Seldon J. Childers, Don t Stop the Music: No Strict Products Liability for Embedded
Software, 19 U. FLA. J. L. & PUB. POLY. 125, 128 (2018).

2 Id. at 128-129.

30 Zach Harned, Matthew P. Lungren & Pranav Rajpurkar, Machine Vision, Medical
Al, and Malpractice, HARV. J. L. & TECH. DIG (2019), at
https://jolt.law.harvard.edu/digest/machine-vision-medical-ai-and-malpractice
(last visited 02/28/2023).
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