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FERRHG T RE T A R R o SR P B - T T (R R R AV R S AR R
TR R AR R R AL BB YR o B RS = (I R AT R &M
AT > FRAPT AT DA S e T ot B R G A E B (R R R ARy b = 3

(=) B A5 4= A b4 R

fi B G A 2R Ry O B 7 AR S (A - (B H B (o I ey T BE 7
AR EE A E R - B X R R R - (B E
oo A BB ~ BRE PRE DA R R B R ARG EE T
o

e EPAL M L AU R SRR 2R o ) (R B I B
FIFF B Y R bR 2K B R Bl Ay e e MR R - 25 0K T RE 5% L 86
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RN R N AR R A o M A B SRR A R

A SeizAlarm fy 51[%8 » 32 f2— 2 P 7 (e JH0 800 2 1 A f R A Y -
fRIZHE HAEUEAYER BT - SeizAlarmilli K # 548 R B peestt - HIhkE
BRI AR - BB - SRBIARS LR B B 5 -
i JE FH R U 4 288 B 5 ) = Y B/ R L SR A A (DU 58 (R Y U5
B MARBERERBARTHEA - BEZWE 5 ERRES
KEJEME - HEPREAZ EASHVE S > 1] REF A2 5% A B0 E Yy
JE\ B o i AITh A IR B A > AT RE BB A B TR e s A BREE
FyBATHERF - #EM R L EAERITE) - BB TERZ
EHIT o B B AR E (B RN DI RE RV ERAS - H RN K T SR
(T8 IS ORI » HLARAERTAE -

S—{EflFEHyfe'® » ER—-HFHAUFHREAREN - HFH
1% Wi R A5 B o FH - O RS 2 o AT KPR R A5 L - e A Hy fe A
H 2 E R o B0 AR G R R s A E R H BT R S 7R
HRte > B REE SRR LR R B E R EE - B
Bt TAE HATHE RIMER T - BIEEEG R A E H2 B R - (HEEH
FHTRER N2 e H Ay > S T A THEAVERA ) R R S

7 RXPIROIZES > HHEMZEARFRTRELZEY > ELABTRREL

A TRAEZANER > FETHY - B 2 A SR LA ERANZ

Eob o 2l TR A AEXFRIRATN BT LR FR AP REA LY

Z £ o

#lmRated Seizure Detection Mobile App, SEIZALARM: SEIZURE DETECTION,

https://seizalarm.com/ (1ast yisited Now: 16, 2023).

Simon et al., supranote 57, at 3-4:

100 Hyfe AI - Detect & Quantify Cough, htps://www.hyfe.ai/ (last visited Aug. 10,
2024).

98

99
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ETEEE R W ME AT RE G R B A LD EAVIEERI R E - 2]
RE BT (2 R I EE AS 2 G B ARSI N RE - R (RAYE AT AE 5 [ S5 R AU PR
R ETE)  REERENWERER - RINKE > BEREFIATEER
(50 Fi 2 365 ft B o G A T 45 SR U (B R E I I > 2B T e (R EL (58 R -
SRRz A - A ] AR R B E Y R A 1 R R A R Y (E
£ & EIHBER(E Sy s e - SRR I T R ER B AR
FEVE @ — T EFREEORE M Z 2R AT 5N > 57 SR R
A8 e A A Al -

BEAN - (e R SAG HY A S 2 (o A R A PR DA R o (E R AT
REAE A #) S IR AR A (o P (R HE A > (B 1R 120 Ok A R - il A
G TR E R R FEE R A SRR E - £z HEEH
BT > SHeh &l REth Z B ) RS R P IR B Rz it
AERE Y R ITRCR AL > T B R AR - ' 2 E R
R R ERT02

&f _LRTAL > i FE HOBG 1 B o IR W] mE A AR Y R B e 2 2 (T
W BEIEEENERENE 6 B Y P~ BB DR DL
BEBREFELERREHEE - B8R A (E ] s B E R &S
RRE R R - 12 A A 1 R B P58 S SPUN B L (2 5 <R Iy 5 Jeg e 2R
EIYRR -

104, pavid A.Sithon'et al., Unsettled Eiability Issues for “Prediagnostic” Wearables' and
Health-Related Products, 328 JAMA 1391 (2022).
102 Tarricone et al., supra note 25, at 523.
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(=) & & 78 B3R 4% PR 4 2R 84 R

EEm AR (skating the line) SEFFEFERH A FHYE M —
ke et B 2 b B BB S5 M Z [ E B3R 22 -GS (I F Simon T B2 A FE HHY
TR O R T (i RS A 5 TR M AR P T R B 1 B A A (A T
B @8R B ABOIERIIRERYE RSN - DU BH E F A2 = Epi
& Me 25{1"% » R AS RV E R —(E M AR R P4k TH -
BEE AR A S BT S ROANE FUAR ThAE ' - ERETIAEY
HHEREIRTRTT T R an B E M o BT R I (R R AR ) AV Bk
B -

AT T AE e ok 1 AT A K (8 JE TR Y U ¢ B O e TEEA R
PEEYEE o YIS S DO RE AR R AL AR AV R R B EE - AR
S Y 5 2 R O R A B Y T RE T AE R ek B 10 o 1 e b
PR 1] B B 50 P By B B AR A R T RE AR (L > (B 2 an BU RE S A%
Ay g ST Al HAaR T o R ThAE B AERE 3 AR T iR ey -
ME AT REA G IR SR B R bR AL - IS > B BE MR
RyRe R as ity o HBHS AR M RE VAR RIS ER U RV ERL > TiE
EEE Ay AR A B o] SE R T REBEDACREE - FLK > (A A AE DA
R FE S IHREHY SRR » DLL R ENERAE R Bl - & HEH " ’EHE T
EHCHLOBIER ) Mok " 28 LR L > — R T REEE DL
BRSO R 1 o 15— B AE EE hn D RE A B U A A AR T O B
B (A PR B — 72 O Y SR R AT RE S VA B 2 T RE B 11 A E SR

108°Simon et al., supra note 21.

x Epi & Me 2,|’ApP)STORE[2, https:/[apps.apple.com/tw/app/epi-me-2/id1004604219
(last visited Aug: 10,2024).

1057Simon et al., supra note 21, at 8-10.

18 /g at 17.
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5 o etk o A SUREHEAVEFEIEE N > W5t BT E e HEAR Y
BERNERURPE SRS - BN R -

R G#FHIARERE » BHEEGEZE TSR - &
Se R Z 8 T ] BE B BCR TR A 7] Y ELE S5 PR i A R ki
RIS » SRR T35 M A FTRBEAY B 210% = 33 1 3 W B BEL B b 38 3 Al
5 > B R B RN T B BRI D AR R - RIAKE > B
P VBB BT RE Al HER BT R > BB IRHI TOH B E R S
b~ S EEFEETARNRE - K2 BREEBAE R ZRE ]
REFE = T IS HVHE AP - B0 RERY b i A2 i 2 A
BAERA > TRE(E /NS EE LA IE - RO A AR B 7e i & RAY
REIRZETO -

BEAN > FRATHR AR A A B 250 B A F K G bt 7 2 A5 3 00 B Y 22
SRAERERE" - G0 — AR EE R — A% (R E A
A A RE R E 2 BB OAE - (E 2R DU B iR HY & o )
WAeEMHE - ENEAREZEHNER LS > BT RETEN
SR BN TEERERE RS EE T -

ik > W& EREEE IR A BT IRRE - BUR 2 &R IR ERY
e\ s 2 B0 - AESR Z TR S (AR T FRARGET F R e 2 —
PR (i R DR 2180 AT AE A T DAOR 8 S SRR B Rl > s D T BE
R 1 FH A e e

107 Tarricone et al., supra note 25, at 522-23.
108 Simon et al.,;supra fote 21;-at 1719,

108 /4. at 20.

MO at 13-14.

" 14 at 15-16.
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BRI > E an BY AR IERS R BfE 2R Py (R R RCAR 1T SR A 2K T AT
s > BRI R T B R Em T 2T - BRI - TGS E
2 (el 75 TR R LB

(2) % 7t B & #6026 B R BT T AL 51 09 B

FESL (R AL RRRE T - (R BRIV RS R — (B Be i s R
DABEFIERE (Apple Health) R - ST &% E T RKE S EAH
R AR - EAFEDE - R - HEIREASE - B EREaR T
EEAV RN > (A2 T B MM — B A PR E - B
A TE] it R A 27 RS B R BE PR AN R Y I & 7 A B AE > s 7 AT
BR B G m e o ] AE g B EGER R -

Fe 4T Google I Tiff 72 O M — 2 J R T AR g R R4 & U7 THI Y
B IEPRE - MR I B S RN BT REUE BB -
BREA O B AR O AR SR - BRI A > Hi
AR THNEERSE - EAIRGRE S T BB A A pl i B e iy
WREETFIE PG A BRI AN ] SEM: » ] fe s 8 i i Y 2B fi
Mo BRERESE A BE S8 IS AL AV RN - 1 R SR I AR RS
AVACIR A S AT AR - mTREER LUK o) 5t -

RS BIE AR R A B R R BV R BRI S
TR e ) h UL E - flan > BRI EEE 0 F S BRI EEE - 1
REHEEE T I 2SS B F P Y B A (2 RS IRDL B L B - RIS T R T
IR RE T A e > [HARIZ A EERE RN P FEE - "TREE
A= ID BT & B R ST AL -

Sar Health, APPLE, https://'www-apple:com/ios/health/ (last visited Aug.'10; 2024).
"3 Patel, supra note 6.
114 Simon et al., supra note 57, at 4.
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H e
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AME A B O P AY SR A M th 2 — Rk B iE ¥ T RE 2 B
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RIENRAE -

EANNINI
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NEREHAY T > I 7E B P (B R N B 2 DU B (R 2R
RERE - 28I RS E AR R - P E S — SRR AR
AR E P > FrAEE BT ERITHE o AFRE R R E
SR oA HUEMERER R RN > 0 A8 E G 2 R A2 S IR
HY 5 BRSETR o 4 T BR B, 1 B P A A Bz (e I X T e A PP

"5 Tarricone et al., supra note 25, at 522-23.
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PEHE AN o 5 b N E S KB AR o E PR T
WA EHATERHER - ERTEENZE  SEEEEIERS - HE
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AR ER B B A BRI BE - ENMEDREK TR AR R > BT RE

BERNEGHARS T EFERENVIIENE > BEUESEEE EH
HETE 1S O -
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PR - TRE TR B BB (A Y B R IE A e - R A RE A
LI E R G AR A o 6 - F 5 (8 RS R P RE &
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B 5 7R T RE A 57 = B E A (A R U Y U - MR E R R
5 AR A {12 4 81 3 L OR /2 o 2e & Z T BUAS-~P > 40fel Rl e B S T
ASHY BT ATE S > DURE S R RS Ay PR AR DO R s o - SR
HHIE - EREEAGHY S R DA M B R B IR B - BB B E
o Z I HY SRR - SRS IRAVIEMI(E A EPRER TR ARARSE >
ATRECE MY B E s E AR E AV B - [Nt > AT E &
BEMEE - AIEFISHE Ay I AR S B L E TR HIRTPkE -

FIH i W PR {25 A R R A s 2 S
LB RIS T BPHERA S ITECH - SERIRE e
P RIS 175 R SR R [ 0% -

B B RARAR M B RS R
— ~ Bk BEH R HER

Pt a1 e B I EE Y 3% e RO 1 RS A 2 B SR AR R R Y U
2 - ZHEMMFPASMEEBRSMIER Z — > HIDAKERYE
EREFRGMEERANPREFEEPE - (E1938F F IR 57
s M A BB EE - FII976F I =R B AN - HEIRENZX
EEEET - EENERBMEERE RS EEC -

1976 F (BEEBEZMEIEZE ) ( Medical Device Amendments,
MDA) HIHIE B FEHE RS MEE L LI —(AEZEEEM - ZEEK
FEIL T R A48 0 RIS 2304 09 R B A2 R B 38 12 I Y B AR AR

1O INSTITUTE OF MEDICINE, MEDICAL DEVICES AND THE PUBLIC’S HEALTH: THE FDA
510(K) CLEARANCE PROCESS AT 35 YEARS 29-39 (2011).
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FE o BB 53 B Class T ~ Class ITf{IClass IIT=3E"7 :

(—)Class I : {REbgasts - (7 —AZESI R MR L e s
st o

(Z)Class 11 = R e - Br—fRdZdmlsh - 85 ER Rz -

(=)Class III : = E\bxastl - 75 Z A B A& Ay AT
A8 #& (Pre-market Approval, PMA) -

— I3 SR A B TR RE SR B 25 0 RO L B S B PR UM HE Y
BE %B’ﬂi » REHECR T & BB as A Ry 22 2 - MO T (R e a5 A
BEEE - £ HATSRBRESMEER T » BRI ER =
{68 - B 48 A2 BT SR AU bR 70 RS BT & A FRE
o

r“[

W& = BRALBESHY AL - B A B e th w1 B B o 3 Y 05 17
Sk o A E LS (WHO) R20034EfE HAVEIIER - G 7%
{8 e 2 Iéﬁﬂﬁﬁmﬁm%ﬁa R 2 IRB R B E et 7 — (8 F R4S
18 EEMEAWME T LT ATEES] - AT LT REE =ML
g]z E}'L'l']g

(—) LT RIZER] (Pre-market) © HfEOR B ERER A AL HE AT 5 Z il
FFE 2 R R MR 120 -

(Z)#E AT (Placing on-market) R0 8 R a3 AU T 8554 A

W74 at 30-33.

18 \ficHAEL CHENG,; IMEDICAL |- DEVICE- REGULATIONS: - GLOBAL HOVERVIEW 7 AND
GUIDING PRINCIPLES 9 (2003).

9T at 9-14.

120 14, at 10.
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T8 BT B2 o

(Z) LR EE (Post-market) : HE{RE. LB BESMFEL R
B2 -

EEEHENEEEANER R T BRSMNZE2ERNER
M e T EENERERE  FEESFESMEERERE
(International Medical Device Regulation Forum, IMDRF ) HYj 17 A
#E o S ERBREaMEESFEA T HIIEE - IMDRFE)
HEBI RS M ARSI > ET/ERE TRRA REAFREER]
AN TEEBRIEM E 2 MR 2 - BE B A 25 R IMDRFfT
B A > ERA NS e B R BB AT s e 12

i 38 WHORY 78 F A 22 f1IMDRF 5 B [ 4H 85 10 25 ) B as b B
BRI B T —E AR EER » E(EER A E R
TERENEEES > CASEGIENEEHSHEREMEE
HIREfR Ot TEHESSE - BRI T 2K FEM R FEBES - Al
FERE DR R B 22 W [E] B - A S (i 2 B8 et s A 728 SR 1Y IR M 5%
E( °

RO B RS M BB R E R RO AHE P FRE
AR S R AT KAV PREK » AR S BRI - B (2 BR R RR IV %)
%R FrAlEE TR H RS K ERESHNSFEM EER R

121 14 at 11-12.

122 1q at13-14.

128" tbout IMDRF | International Medical Device Regulators Forum, https://www.
imdrf.org/about/(last visited Aug.'13/2024).

Bt ¥y REFAARBEFEH EERM S 2
(IMDRF ) M & € § - http://www.fda.gov.tw/tc/newsContent.aspx?cid=4&id=
622211 (ZAEAE A 202448 A 138 ) -
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YIEH - iRl MMESE T BB IRGVIRHE 550 > IR T #
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FEH G EE PR as M I - B HIMEZR CERRCHY - BU PR B AR TR
=8 BN REGERIEREAE IR E A EEREE
#S o 15 BLE TR a5 ARG K ERVIRE LT - 280 > B
ARV RFIRIE E BRI THY B EAE A PR OB T T APk E - et Ry TR AR
ea b HOE RS - A EsT S VB E R -

] T bt — 83 ES B AR RE A (T A 4 R IR A DU Gy EAVE
B ARYEIRF - 2220 8 Hi 0 B R RO B PR AE > E2RE R A Al il
wAE IS o BEIFREIRARIER SIS > M —ELEN
PRI - DA B (R AL AR Y 35 - ARR R RS2 B
A DA R 4 B A T S B e B R e P SR I I 2 7 > 0
EEAE B AR B E PR T 20 PR Rt e AT e Y e 8 DR 3 5 DA K [
A B -

—~ £

EE&MLEEY)EH S (Food and Drug Administration, FDA) [H
B (e R DR S e A PR B - 71 B AR B ] L BREL T — R BRI
FISRES - 128 B Ry EMEEL 5 - - FDATE20164 @ My (211
&CiBRIAZE)  (21st Century Cures Act) o » SIS B FR a5 HYE
FETT TEIE - A E3060(a)RIFTERF " 5 1F 4 57 250 55 Bl B 4=
e 7 BB B R BUIR RN 2 T AHA R - R 4¥H B AR SRR AR
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B R EBREBMIER NP - BB E BB SRR
T oKy 22 [ - [E] A BE T FH RS P (BT RORG B B R R A R
BRI - FEENEREZT » W LUE B EBEREE AT THI &
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PRI > BIE 21t )aRiA s ) slEfE AR e oA e
A AYRE (7 > CHAREDRPR F A ARG - BB R L 2R B
AT PREK o BN Ry E ML (R R R LAY PR SR - SR Y Dy B
AR H 20T > (E152E an i PR A FI B S 15 S ORI EE - Blan > —3KE
Htex e NI E B R ECRE - T RE[RIY B o A hRE M PR (I AH BR R 0 A2
R 2 H T B R A H T 4R BB R A T30 ) AVEREE - B
BT

EERENEENERSE » FDATE2019FZ IE#1MY ( General
Wellness: Policy for Low Risk Devices) #55[ ( DL T 5 f# General
Wellness Policy ) o » BREL T BB &0 HEMERIEEL - E4E518
EEEANR e 7 —f% fEBEEE T ( General Wellness Products ) FY7E 35 1
HilEE12 - HEIAYE > BITESI LR R E T — R ZFDAfE
REREMEERNES > BIFTSEN T — R EHBERE ,  (General
Wellness Software) - i fHEAG BRI AR amey IR, IS
S0, #2 B Ie #E R A5 720 MIEE#ED KRR ZEE0A
FRHHR RS 7 o ©

FEFESIH > — AR a0 A [FIF R & LT (8 (o
()T AR(E R — MR AR © EaryTEI RN A &8

128 21st Ceéntury Cuted Alt undefined-3060(a) (2016).
12670.S. Food & Drug Administration, General Wellness.: Policy for Low Risk Devices
(2019).
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FDAB AT &% 55 E BHIVE MBI T " A+, #9115 - B
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]

122 14 at 2’
128 1d.
129 1d.



152 #&H» (R FESY #4987 (202546R )
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ERRHVRES - BAEF ENZEESE > B8 W EERRA K
o B E AU B B S M AL - R T S AR
i > AT LARR(REDE & 4E - FDAR DURA TRV E B &R E P I & Bk
AYES R S5 A1 HE - fE e B e B E 0R (R R (2R I - AR IO AE
HYSTIR LR IE - BREL T A7 SRS A] DU S FDA i A BB
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130 g,
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EAAEIRIN A  AEHEs e B (R R A TS T A -
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RS L —(E ST B AR -

Pre-Certst VAL ZE T DABHSEE B0y, 1mIE " DUE M B
ot MEEE R - B ESEEIRED T4 HH ¢

LEEAE M IR AL © Pre-Cert 5 1[5 £ WG B 5% 1% BIAE &G T
A~ BN e T EAVAE DRIRAE - IR B — SR -

2.5 anE L+ EORZ BT ERY A SR IR Ay M E BRI
HRHH 4 RE

JEMHEEMARE « RN EDKEE S E mErT BN - I
S HAE HF 5 ey e e MERA R -

13V /dgat 3-5.

182 Center for Delides idnd RadiologicaliHealth, Digitat-Health Software, Precertification
(Pre-Cert) Program, FDA (FDA), https://www.fda.gov/medical-devices/digital-
health/digital-health-software-precertification-pre-cert-program (last visited Aug. 14,
2024).
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(last visited Aug. 14, 2024).

184 iHealth 1dbel Published,” SHAPING EUROPE’S 'DIGITAL FUTURE, "https://digital-
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Towards a Regulatory Framework for Health
Software in the Digital Health Age

Meng-Chen Nina Tsou’

Abstract

This study investigates regulatory strategies for health software in
the digital health era, focusing on market entry control mechanisms. With
the rapid advancement of Al and emerging technologies, health software
has become an integral component of modern healthcare systems,
presenting unprecedented regulatory challenges. The research examines
how the distinctive characteristics of health software — decentralization,
integration, and precision (DIP) — challenge current medical device
regulatory frameworks. The research identifies the limitations of existing
medical device regulatory frameworks in addressing the unique
characteristics of health software, particularly highlighting the regulatory
ambiguities surrounding products that blur the line between medical

devices and general consumer goods.

Through detailed analysis, this study identifies three major concerns:
risks from standalone use, risks of “skating the line”, and risks associated
with the integration and utilization of diverse health data. These findings

servel as a foundation for developing a more responsive regulatory
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framework.

Through a comparative analysis of regulatory strategies employed in
the United States, European Union, and Taiwan, the research proposes a
novel “Trustworthy Collaborative Governance Mechanism” as a potential
solution to the identified regulatory challenges. This mechanism
emphasizes dynamic public-private collaboration, featuring proactive
government guidance while maintaining flexibility for industry self-

regulation.

To implement an adaptive regulatory framework, this research
recommends a balanced approach that promotes public-private
collaboration while providing space for innovation in health software
development while ensuring public safety. Specific regulatory
recommendations are presented, including establishing clear definitions
for low-risk health software, promoting the adoption of voluntary
industry standards, enhancing information transparency requirements,
and implementing robust, continuous monitoring mechanisms.

This research contributes to the development of a comprehensive
regulatory strategy for health software. The proposed approach aims to
create a regulatory system that can balance safety, efficacy and
innovation, thereby providing a solid foundation for the governance of

health software in the evolving digital health landscape.

KEYwORDS: Digital Health Technology, Health Software, General
Wellness Software, Medical Software, Digital, Health,
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