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Abstract

Wearable technology has become the center of the attention in the high-tech industry.
Due to the recent rise and vigorous development of wearable devices, this research
will discuss wearable devises’ innovative applications and services in order to provide
suggestions to the industry and governmental agencies in Taiwan to find business
opportunities in this new trend. Chapter One states the practical problem and research
question; Chapter Two is a review of the technologies, industry development and an
analysis of the relevant patents; Chapter Three introduces the regulations of
governmental agencies of the United States, European Union, Germany, Japan and
United Kingdom with respect to wearable devices and collecting and use of the
wellness information through the wearable devices; in Chapter Four, considering the
extent of control of relevant regulations, this research chooses certain products,
including glucose-sensing contact lances, smart diapers and Fitbit fitness bands,
regarding which this research will discuss the development, legal compliance and the
innovative applications and services thereof and the reasons why such products
succeeded or might be successful; Chapter Five will conclude and provide
suggestions to the industry and governmental agencies in Taiwan.

Keywords: Wearable Devices; Innovative Services; Wellness; Policy for Low Risk
Devices Guidance
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% {1¥ 3+ ¢ 3 :Koninklijke Philips NV(15.0%; & {1:# )~ Medtronic plc(14.2% ;

2304 ) DexCom,Inc. (11.8% ) ~ Aliph, Inc. (11.5% ) % Abbott Laboratories
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FIE ORI FBMENTRANEE R TRETAZ
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- % 2R
RN A
CFAESFREETESPRGRGE 27 ELTAM TSR 500
'}L;az 225 B ;‘ir’v’ﬂL Froapdt B A € {4 A g X 4 (public health )
BABADI R RFERY M FWESEEFEEA (U S The Food and

Drug Administration, 12 ™ f§ £ U.S. FDA) % ** 1989 # § 2L &4 B 3 it 48 5
2 - B P (AT MK ) FRIER TR AALE G
A#Hz A5 7 fg%%“?%)% ® 4+ (medical device) » & = = » 2% {7 i B Ao
EEAPME Ao KA o BRI RZ R FRILE AT 7 W OF
Y G TR KA AR E Y 2005 £ 7 A4 N AR o

US. FDA »t 2013 & 8 " 14 p = # *xster ﬁ‘s‘?’\%* fﬁﬂ?ﬁéﬂiﬁﬁiﬁél(RadiO
Frequency Wireless Technology in Medical Devices, Guidance for Industry and Food
and Drug Administration Staff) » % ¥ S44p Hprenp-ig 3 B - 3HF ER R/ NS
Je* 75 Beid R 2 ABF 0+ US. FDA #+1 ?;;S:}P 510 P & AR B e
X 2G ook B N FREMA S AN B S R SUPRE T E & RS

%f“i’?hi X 2P AT FE US FDA X4 0 A& Sk 2 By Eser -
Tk JE e K R T ﬁ*’»ii?;ifﬁ#f} ISO14971 b *& ¢ L & Rz & %'ﬂéj—;tﬁ%ﬁ:)%‘ B2

HRF;EESFT L o 2it g - 'B“wl‘*’—*fﬁ?@”“%%‘@ﬁ‘ L/ T
P2 dp 3l o wbii ﬂﬁip 2R G 5.~ ooy 2 (Federal Food, Drug and
Cosmetic Act, FD&C Act) » 4% #ic k8 & * *“FH%"* # (medical purpose) > # + 7
TF AR TR ,;47;“?%%%%@ 2 g5 & % (context of use) ~
% 7 4 (core functionality )i® % b *& % &2 K B> 4 = Type | (very high impact)-
Type Il (high impact) ~ Type 1l (medium impact) ~ Type IV (low impact) & #g 3] - 4*
HrRR'GgFoBAGE R Fh2 2 EL Ko
2011 # 21" 15 p > &“ﬂ‘%}%‘ %% T4 (medical device data) 2. % + @%J

BE BT AR ER CUSFDAREF - MEFIRT S - B G r%
B % B FF % 5t (Medical Device Data Systems, MDDSs ) > % P45 5% % W % b
AR Z BMo AR BEE KNI BAN LT - % (Classl)s % = & (Class
I1) 22% = % (Class Il ) -

AP RE 2 AR i
AR FRDFZFFRMALT I E

5B FDA Jit 2013 4F 8 H#% T IEFITA B Z R TIRRlT , 1551 BRfyE - BAEEEEA
}R (2013) -
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-~ MR G AE T4 5]
2% FDA §35 2016 # 8 7 3 p st aFhsim Nidh e KR roildpsl
( General Wellness: Policy for Low Risk Devices Guidance for Industry and Food
and Drug Administration Staff®> ;%45 51 c4- 5252015 & 17 2 &+ R g 2 )
U.S. FDA =% gt — :}F 5l FFwEP ¥ 2 B Byt £ B, ET" 715] FD&C Act #7¢
Rehgeffl o f LFI0L RERE 2 BRETOMELGA ST RiiEEE US
FDA i 1 { i # a4 o - 4 iz 2 5(general wellness products ) & & % (1)
ekt eh A B IT L - SLIRpE* 2 h A 5-(general wellness devices) 0 & (2)
Higr g0 ey ﬂrﬁ?{*}_ i B AR R SE ET N S
BEY TR WA U T - KR EFEEL A5 o US FDA %6
eIt AH TR Ao £ F QE} FREMDE § A7 uTﬁ* TEA
2
P TR - B RE S o AR IRA R AR T A LA
1 BEfr 2 TR Mgk ﬁ”{,.a‘.:}??'fr':};‘ﬁ—i I Sk e
M TR R M E AT 5 (bldo ¥ N EE T R ) R AT
G0 RBARA FRPB PR (VRF P BHEFH S BERFZo8
HiEAPM AL - US.FDA S 42 1 R F B Y i 4 gy T i B
Kb+ o B F A F ULETR p R E PR Fﬁgm}")ﬁi’ﬁW}%%&“&‘F‘—
LR &2 ke
2. Wik FIIF LA ARR > R B g A d R
BnAES N AR
(1) &M TRIEAFHDR G
(2) =mFFTREABRLEDLFTEY -
d T L B R AR S ST ein i SR T 0 TR i
Lo FR B O a0 fHiL o
THEP oA RATHRY FR PR A% R
A A (2) T2 U2 (3) dokik ”ﬁ
FHUD LHRTY F2HE L DR e b -
US. FDA #Z xR E %38 A &5 5 #Ek%%ﬁxﬁﬂé_wm?
GRS Py %ﬁtt“&‘éiﬁélﬂgﬁﬁ?‘
L_ﬁx‘,‘; dp3l > FDAM 2 3 ik it 0 BB b+ > 445437
# 8@ 7122 US. FDA chg 3 7
(1) A& U dRes s Jeovfe el 5o > Hiv L g 24 52 38 ah- 38
Ao T LR BA i L P ER R o
(2) HeEF&E VI EkETsinadpf o> 1IFfei Y T3k 27

T“w»

BIRH AR

\

Ké}J"!{\:"%)ﬁW (1)
<#"’ﬂ‘=] AR PE &

A AT MR G P
w US. FDA fi &% ¢ » i&

V‘H— \nﬂ-

—»\:N
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3General Wellness: Policy for Low Risk Devices Guidance for Industry and Food and Drug
Administration Staff (July 29, 2016) available at: http://www.fda.gov/downloads/medicaldevices/
deviceregulationandguidance/guidancedocuments/ucm429674.pdf. (last visited 10/10/2016)
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CF I SR ) DR N o Rt o) WP e B -2 L I SR ¥
B adgsling et mH G 5 US FDA &8 & 45 nf8id o bldefihk i
% £ ¥ #c48 (Clinical Decision Support Software) iz & K> T HAPM 7 £ H
HARHBEFEPRHARE P L R IT AF o 00> 04 2 g
FUH 2 2R o GldeE RENE 5 L R ¢ (FTC) #75p # et it B fo ik i

(=) USFDA 2%z ME#Fhk* APP 45l

2015 # 2% 9p »US.FDA =># T fﬂfﬁ%:}%@’* #c484p 51 (Mobile Medical
Applications Guidance for Industry and Food and Drug Administration Staff) ° - %
fﬁ\a‘*ﬁél %5 @‘},}i}i SR '—%5)%”*“ oL % l’fb‘%f)%‘ﬁ/ﬂl/zg%ﬁﬁ%ﬁﬁ%%g$lzg
AR RERA O R iApmsLi2 ﬂ""#jﬂz + oo 1 &R 2 Wi R
E‘Zlv\ff”%ﬁ%ﬁﬂ&% A TREfc* g B AR @%%B?H?P”#Ef‘aézﬁ »
PREGEERARL AL F U LI BIULL f L LR
T EREET FRBFAAROR G L ER DA ok g d L
r‘éﬁ\,ﬂg fE AT 1 %f%%?,?’]fim&‘ﬁ°q“";Zlﬁ#ﬂ?l;}ﬁ ‘Qf"g“«kpsf,%vagﬁl
2 %Y BFREE /,}i’*_ﬁ’&%s;&f wTo AR FREMZFE- o
ﬁv%)%‘)@* @\Wﬁ@%ﬁ»ﬁﬁt»ﬁ FRE S S A e S 1| (general
controls ) ~ % = 3&%’5“ - AR gradl ek 2 F Fwlye 4] (special controls) s 2 %
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R

“‘l

=
#

(=) 2mE¢ "#Hnz % (SOFTWARE Act of 2013) 7
£ WR ¢ Y& E Mrs. Blackburn >t 2013 & 10 * 22 p #% 17 B 3 4] 5 2

* FDA Finalizes Guidance on Low Risk General Wellness Devices, Vernessa T. Pollard, Veleka
Peeples-Dyer, Michael W. Ryan, Shelby Buettner,
https://www.mwe.com/en/thought-leadership/publications/2016/08/fda-finalizes-guidance-low-risk-wel
Iness-devices (Aug. 3. 2016) (last visited 10/10/2016)
> FDA, Mobile Medical Applications: Guidance for Industry and Food and Drug Administration Staff
(2015),
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/
UCM263366.pdf (last visited Mar. 10, 2015). (last visited 10/10/2016)
& Medical Devices Data Systems, Medical Image Storage Devices, and Medical Image
Communications Devices (2015).
" Sensible Oversight for Technology which Advances Regulatory Efficiency Act of 2013, H.R. 3303,
113th Cong. §1 (2013).
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% (Sensible Oversight for Technology which Advances Regulatory Efficiency Act of
2013) > Ziz kg At 2R TEme R Bt e: | (FD&C Act) © B
*?%5"%@'* TR RTRERETR R FRE RS N AH B R R
A B HIE 0 R EL S P REORE o A B R T r%ﬂ%ﬁi %, (medical
software ) ~ T 524 #c 48 | (clinical software ) 7 T iz & #c %% | (health software) 8 -
Ppiryt o 3 2015 & i f HBEAEA SR FoRkT Sl nden o M
SR o Rm  BRFERZT US FDA & T4 % & a2 B4 g gl
RIRTA S P oo dhd [ocbidr @ R F % SR B cdn 5] ) RyRR L AIATT 35
LR S VR RN EEE R

(=) #mmE¢ Mm%, (PROTECT Act of 2014)

2B M€ %3k A Mrs. Fischer >+ 2014 & 2 * 10 p #% 1 T35 i R pl i A
iR ¢ 412 %, (Preventing Regulatory Overreach To Enhance Care Technology
Act0f2014) 22 %7 g i3 FD&CACt 4% &k & 2 B Tl ki ¢ 4]
2% 2Fdpdop R AR Ear )Pl - BITE RS Y Ol SR
ig%%uiiﬁ’%m#’imﬂﬁ’ﬁ&mégﬁﬁ@%oﬁimmé
Eophl S A2 M B RE 2L B FOTRE SR R R i
BEALS (f4EE L4 THE) #8228 REIRE - ¢ > US. FDA
R-g EFREE L B g (NCC) R 7iE B 7 #1531 752 7 (Office of the
National Coordinator for Health Information Technology ) = = - B 1 £/ & o ¥ »
ET,;@,%“ BN ARIR 2 R RIRF TR (NIST) H#-3k 4 301k 548 cnd s o o

2 x% 3 iE2 2w R ik sk (clinical software) 215 B #c88 (health
software)» # % &P R ¥ T AMFAFF R T 2 TRB AR BT 08 (¢ 354
B2 AT A& EARATAR B F ) @ 2k uﬁm&‘@ﬁ~&%’Wéﬁa$@@
BAFZ R PORA T R ETRA AT ZERITL 0 Ra o e B R
ARz B es s ¥ WHRELEERER 1;—'%‘ (health care provider ) %
;ﬁ;&;;%i,gog’——%ﬁ, s BT R R BBy F s _gﬁ;ﬁ:q’%}ﬂ‘;ﬁ%ﬁ‘*ugiﬂ,%#ﬁgﬁ
PO E a7 R RS A ETRE TR T R i B R s
#;fzf’va oo fRa o frd B R Y R REIRGE o Y T2 0 2 2 R ik %

Fh - Btz L 5 (aplatform for a secondary software ) » #* g 3 & (¥ 4

B ‘1‘*@ CEN RS ST

B faB TRk S A2 20 7 0T S (1) A RER

ﬁ%ﬁﬁ,ﬁ%%ﬁﬁﬁﬁﬁk E?ﬂ’”iaﬁ S koA i K (2)

PO FEEBRE G 2 PETE }?L¥?i%?§'}?%?ﬁ%%'n L EY (7 2 A bt
gk, (3) A& p m"‘%f”b’@‘%#ﬂ R 2 (4) ER 2 - Mo
Bis o RIpiziE ¥ 40 2 A%kB %G FD&C Act % 201 (h) iER > %R

7

ﬁ:tm

8 1d. at sec. 2 and sec. 3.
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(device) 2. T & » P AL R TA13) &R » § 7 ¢ Tk Htldrst i 5 il -

(r) ®EF'%¥ ;542 F 22 (Health Insurance Portability and
Accountablllty Act of 1996 )

1996 # > FRE g ET "R F& v e § 122 % (The Health
Insurance Portability and Accountability Act » 2 & f§ £ HIPAA) » # = 2 p chE %
THERFRALETF O R LR R B AP R TR T B
CEFREE S RS BB HBA ?5}% MWehiEfR o 9@ ﬂy;,fﬁ—;fgmig; vz T
g%;cpcfy, e W Gop REPEE AL 2o TRBE AR (US,
Department of Health and Human Services) 3R £ 3 # 7yt £ A %) & 2000 & 4
AT R o2 R T a4 1% (Standards for Privacy of Individually
Identifiable Health Information )> >+ 2003 # ﬂ‘nJ T & >R % (Security Standards ) -
m A FRTIERRL 26 LR

A R et W A% iz B T3 (protected health mformatlon) P 2 &
TR AT AN EE TR (|dent|f|able health information) - & p| #~ (i) ™
e %lm (Transmltted) (i) %% (Maintained) &7 F 447 5 2 (iii)
YUIE P A58 R A @’%J Heig e d o7 Aeo HIPPA BE 4 3R] 7 24 r?%“%'l B
4z g B F 3 (individually identifiable health information) > @ 24 # b %
%%Lﬁ&*ﬁ-ﬁ"fﬁ%iﬁ P‘VF‘ oo

AiE g2 H %L TALREFE 4 ) (covered entity ) @ 32t &% (ahealth
plan) ~ i & Be3E 74 < #% ¢« (ahealth care clearinghouse ) =12 & + & 3¢ @ﬁ%] =
PEARP TR LS M2 R TR RER & (a health care
provider who transmits any health information in electronic form in connection with a
transaction covered by this subchapter ) « 12 ¥ #F > R R gL L% = 4 > TR
¥4 (business associate) ™ £ — TR o wit * frih @ T X EEORE TR
o % *&g‘%#&ﬁ#m B 54 Ae (notice) &4 ot R EE RE L Aop F g
# 1 % J’&%ﬁ‘g‘ﬁé% kg3 FEE Trenig * frdh g S 3402, MO iR
EaiE B —E\—F‘ B A S £ %%#ﬁ*ﬁ_bT foerz fii;; o BA T = ﬁé‘r’tﬂ’ ¢
”%%%ﬁﬁiﬁﬁﬁﬁﬁfﬂﬁéﬁwﬁﬂ AimBE T FEF A A DR

(authorlzatlon) 1.w1@ ;5% 4 2& (Psychotherapy notes ) ; 2.7 4" (marketing) %
.48 o
7% P (Security Rule )R Rz % Rk eni B T G E & * chF % 2 o

O (BRI IMEIER (/) : BYMEREZRIIMEAMH R ET - http://pansci.asia/archives/19329
(2012 47 F 22 H ) (1420 F #A 2016/10/10)
10%.‘%%‘“‘1{{%&/%%2%? L HIPAA/HITECH 7S FRATEIE 2R R Ry Hrs » 15 8 4
FIEET] 0 55 60 455 5 H > B 79-116 - 2014 4 10 H -
11 45 C.FR. § 160.103.
12 |q,
13 45 C.FR. § 164.520(a)(1).
14 45 CFR 164.508
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XARFPHEH LIRS R 0% 245 KRR B A F R T A bldok 20
@iﬁ»‘ﬁ-f}@"%f)ﬁ oo E R BHEE R4 ST T T HIPAA
# R RP] BAFRFTROPELCAREE - FF T LRER A EF TR
TR N U B A FTIARE B ARG F R v L o
SRR LR AST X Bk it B TR AT B 4 TR T
A p B9 PREFRA ML SR o T AT - B2 fé *iE AR
P 2 TR RERA O B AFET I RETHT X RO AR GIRE L
LT @ﬁ%] SR %"’f”’*fiﬁiﬁﬁ?’?%ﬁi@fﬂc BELIP Ao ARTRNEE A
B i*% - AR W LR E AL R SRR R R
-

*g% i lﬁ%])‘lﬁ'-‘,%mlk}% ’FT“‘ —ﬁ I e r&'i”‘ 2m g P?"ijﬂ*ﬁ'a
%%%@a FEF AT AR L HIPAA ;m B Lu% 0B R E RF R Ap BRI

3
FHRAFHEOFLEREZEZRFE > F I A0 FL - BERNE KR
BRELFAAFETHE FEER S E8+ 2p L § L Dik idﬁi*ﬁ—fféﬁi%
oo B J‘ T F I REZHIRBOFP P 0 blde Amazon & Google % &%t
Hgeshir i HIPAA & 3p o 16

¥ ¢h— 1 b+ A_Fitbit - Fitbit & 2015 9 » & * # 4 i YHIPAA » 184574
e e R (1) @ Fitbit { #t 24g7ve g2k 28 2§ 2 B 1 ehig B HIPAA
CRPWE s () TS ERPPRITEEBEGA R R Ltk
& p e ke R 1 (self-insured employees) & Hrenf$ ¢ o b it L o F (L
¥ W E &7 Target ™ 7 # H #-3% & Fithit ¢35 % % 335,000 Wiﬂﬁ RERPE
Bl RkiErsmipgtd o

SHERRDFREHZRERDZ A dps > TABH» S FREHp L
( Active Implantable Medical Device, AIMD )90/385/EEC ~ F5 K ®tdp 4 ( Medical
Device Directive, MDD ) 93/42/EEC {48 ¢ 2 %7 %5 % EH4p £ (InVitro Diagnostic
Device Directive, IVDD ) 98/79/EC > 14 2 2007 & i3 it 43 4 2007/47/EC* - syt >

R B R BRI IIE R (75)  BISMERE & RHIIEAERATETY - http://pansci.asia/archives/19329

(2012 7H22H)-
16 Google App #8uhf5H, Google Apps 7574 HIPAA fHEEFRE - https://support.google.com/a/answer/
3407054?hl=zh-Hant ; Amazon 7R H4E0EHE HIE AWS s o] DIESZ HIPAA BLEEHY S E RS B
HRGEMAE AT DIA ey AWS BRIGARERE - 4EsBRIFI 2 ORaERY B &N » hitps://aws.
amazon.com/tw/compliance/hipaa-compliance/ (£1% %% H #f 2016/10/10)
VOMESEE b BT EEMEAT RS HIPAA BUE - KRS HIPAA i A\ EZ 22 A B/
F > It Fitbit EREE " (supports) > JREIEL AT ficdE HIPAA ZREYIRERH] » T
{HETE AR 2 @2 - HIPAA COMPLIANT WELLNESS PLATFORM LAUNCHED BY FITBIT,
HIPAA JOURNAL (SEP 17, 2015).
18 1d.
19 Fitbit Wearables Becomes HIPAA-Compliant, Target to Offer Fitbits to Employees, available at:
http://hitconsultant.net/2015/09/18/fitbit-wearables-becomes-hipaa-compliant/ (Sep. 18, 2015). (last
visited 10/10/2016)
20 DIRECTIVE 2007/47/EC of the European Parliament and of the Council of 5 September 2007
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FEREEHELE 2008&#&%»& X 2012 & F R BHERB L
PO DEFREHERBE P S B R oo T RIS L E PR
FImiE R R 4e g2 % = 845 (authorized notified body ) #5+% i A 2
FLA n«;é‘ ERTOEp g - R~ FREHTERIEE FTALEP 5

FEFTREAL o BB A WA - R E N iz «’;}%4 s TREEEL
’“@f‘;iﬂ’i g ¢OE kg 2R (regulation) K S0 B R Aid £ *g
1ag T R %ﬁm%ﬁ—t’i’i RSBSOS RGN EPEARE Y
WAL ETF R BRI R o H-F o B4 (medical device) L& 2 1 4 =
P eTicf 2 ¥R g (medical software) 2, gL B FREHLE M2 LS
# (International Medical Device Regulator Forum, IMDRF ) #¢2 # m%% B 41 3¢
#4731 ~ b % 4 % (Standalone Medical Device Software, SaMD) 2*4p:5 - IMDRF
#-SaMD # T A E g 5142 WA B R ﬁv%%:}% 75 ﬁ'JA,\ SIS,
VE, e TRk g2, AEFR AR D F SaMD REHTR IR Y
7 AR TE B -}Fﬁfrﬁﬁﬂt#‘k R R TR TR E R 2 Pﬁf,%* A o ﬁ%ﬁﬁ
RRERRpAS S T EE NTRE & r?k»ﬁgzé‘ '%ﬁ*-‘/?a-‘/ftﬁfé & FiRE
-%Fwafﬁm’/‘%ii,r,)?’u@é’u)}%& CERARRE R BREEME A
FiEF oL FLOPRE T RE ) WAL SR NELRE A R 2
i~ 1+ pr(dotr “fg?,) VA aPLAST B A= e R oS oo 1R ;%}}%&1[@; TSV N

\\\

S| I IR I‘ﬂg&é— T o H.p/'%"'r'f\—"/p}%‘r]”"i-t s fe i ox
o X 2R l”ﬂ-‘ll%%ll%‘ﬁﬁ REHF 7 Wi ER 2 WAt o
@ ke 2% B>t TEurope 2020 vt | = <SR E AT chik & AR - 0 W
PRI FH *F—F?)%‘ (mHealth) » ¥ % % k= &2 se R B> % o B¢ B2 F R
AEFEe §AFFRBE ICT J* IR T & X Bl L FRRT 2 ff
FET

#*

4o

FRETMNT S %@f;}i;}i’Eié‘; %&:}%;}.g’nﬂﬁ @%ﬁ[gg\ *oJa R ﬁﬁg%&:}% ,

amending Council Directive 90/385/EEC on the approximation of the laws of the Member States

relating to active implantable medical devices, Council Directive 93/42/EEC concerning medical

devices and Directive 98/8/EC concerning the placing of biocidal products on the market,

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32007L0047 (last visited Mar. 10, 2015)

(last visited 10/10/2016)

2L European Commission, Proposal for a Regulation of the European Parliament and of the Council on

medical devices, and amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation

(EC) No 1223/20009,

http://ec.europa.eu/health/medical-devices/files/revision_docs/proposal_2012_542_en.pdf (last visited

10/10/2016)

22 European Commission, Proposal for a Regulation of the European Parliament and of the Council on

in vitro diagnostic medical devices,

http://ec.europa.eu/health/medical-devices/files/revision_docs/proposal_2012 541 en.pdf (last visited

10/10/2016).

23 Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL on

in vitro diagnostic medical devices, Act. 2 (1).

24 Software as a Medical Device (SaMD): Key Definitions (IMDRF/SaMD WG/N10FINAL:2013)
Software as a Medical Device (SaMD): Possible Framework for Risk Categorization and
Corresponding Considerations (IMDRF/SaMD WG/N12FINAL:2014)

Software as a Medical Device (SaMD): Application of Quality Management System (IMDRF/SaMD

WG/N23 FINAL:2015)
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Be L EHER BAVRRS B L B REAE FERFRET S o8
B~ 0 2012 # 4 0 eHealth Action Plan 2012-2020 3+ % 20 » {7 8¢ ik B F r % 1
RPHBEEERAF RIS GERE F R B P E bl TR
BRI BRI PR E o pR R A PAEPRREY [ ALK FOL A ¢ it o
@?%?%ﬁﬁioﬁﬁﬁﬁ?%mﬁﬁﬁﬁjrFﬁ%%E%ﬁﬁy%Ud
ot FRATPHALAS > RSP RER L SR

AkERE ST EEE R Fakt (a2 KR ) BRI B
FhREHA G PR FREHERLE > P H L EAEE R apps
(lifestyle and wellbeing apps) v+ % &7 & ¥ 5% Bt~ et apps > Hip %= £ 1
FAIMEE e FIMBE S 2951 i) 22014 &£ 4 0 10 pAEA AR
apps t T ECE E AR T ehiE * R A EP 2502015 & 2 7 5 FE Y
RE 2B R B2 3500 R apps 2 FREFASE RN LHELS R
Lol POREHERFRapp ML FHIEAR > BEERPTLLED
Fob4r 2014 £ 40 10 b R(EdEAE BRI S G N E EF R
B AR ER R ) TR FFEEFRAIL LA AL (7
REFREALL P U2 BEFRAERLL 0 5 EBE AR MP A

A5

Fpe o
¥z 8 AR

R FEA R 2015 &2 18 138 0F F%ﬁs)ﬁﬁm}&fiimﬂs ERT (Y
%), (Referentenentwurf eines Gesetzes fsetsichere digitale Kommunikation und
Anwendungen im Gesundheitswesen ) o B 3% & & 7 FEZR N B 2R i 1 o i
2 F B AT

-~ EEEPR
(=) R+ FR+ (Gesundheitskarte) fis* Filig 51

iy

(2)  EFRMWERSE 2L GE 2RE B R AT P A
3% %5 (Telematikinfastruktur) » rs g% B FRIRIE L T

(=) #AFRMIFRFTEA 505 @12 (Interoperabilitat) -

(e)  dadpeFsg (Telemedizin) -

N2 EE:

% European Commission, mHealth, https://ec.europa.eu/digital-agenda/en/mhealth (last visited
10/10/2016).
% European Commission, Innovative healthcare in the 21st century,
https://ec.europa.eu/digital-agenda/en/innovative-healthcare-21st-century (last visited 10/10/2016).
27 European Commission, mHealth, https://ec.europa.eu/digital-agenda/en/mhealth (last visited
10/10/2016).
28 European Commission, Green Paper on mobile health,
https://ec.europa.eu/digital-agenda/en/news/green-paper-mobile-health-mhealth (last visited
10/10/2016).
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B e %5}%%»;' S ehPeig 5138 o B D i R 5 87 AT B A A 2K 05 4
%%?#?E“;ﬁﬂf%%mﬂ_img WA o K L BB A
AR GIER EFRRIAE R LA FRFGEFTA R A £ F 2 RS
J‘z"rjﬂ—Fi{;:

(=)  SHPLAFEFRLT I DRER AFREFL LS - T
]ﬁm'l‘jgj:}ﬁq't °

(=) BEEFF R

(=) m‘*"ffb)?&)ﬁm—%i‘ﬁ?éiy‘%—:’(:[ﬁ_,{ﬁﬁq%ﬁ)ﬂo

(2) %7 T RS F LR SIEFRAFEAFE- R D
%ﬁ)ﬂ&/ﬁ% o

(1) Bl &gl P Ak bR F R IRt B> & vr i 7
L FRIRAEF > - LHPE (organisatorische ) % #: = (technische)
EHERFET R AT R

(=) % F ol PRar s e 3 (7 (Interoperabilitdt ) #22 % = 3 (%
14 B 4+ ( Interoperabilitatsverzeichnis ) i i% st — 3% 3% & (Semantik )
N N (Profile) 2 P 2 &% 4 G 0 (offener Schnittstellen,
open interface) % izrg?ﬁ}wﬁiz;;}i e ér_;?; BREAOGEZ AT
MR H g % o

hs)
By
4 ﬁ_‘%:}ﬁﬁ;ﬁéﬁiﬁ;% PR R R A K LF R Apps hF R F A
! #

~
A
!
mh,-x’f

(=) ¥ FR RO A eREEE B IR A K F L &L X 2 F o RAE
P i (»»'yuﬂ—rh%*"#m%“i)’%w pp e * Rge Rl g
XA kS e poa PRy App iR [y EUFRE el k05 7 0 I
R R E LA TR ke

(=)  A%RFr.FiL27 Fi 172016 -30.06.2018 F - & T + dirag
596’:’1?34:(’«:;}; v‘K}i“K!}]’l]‘mm)ﬁiﬁ);j&_g]ﬂm1@\mmd— ;T3
D P e ™ & 05 F et et T s bl eni@ iR T g 0.55 § i

At ES o
4B T R PR T PR E R o i 0F B MRS R B A R
RE & > K (Bundesamt fndeSicherheit in der Informationstechnik ) = 4g 55 =%
T e F g d F (Bundesheauftragten fndesbeaDatenschutz und die
Informationsfreiheit) £ tap Fzefz g o

o~ NERSER L
(-) %5«*1%‘;3{ 5% (Medizinproduktgesetz )
AR T R AR AT A App LT S FRA S WE App B AR
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MR and o B3 g » Bl A2 SRE ek ¥ R 7 § & 2T
ﬁ%&ﬁ%o
SHAFEREE 2 FRET 5ot (Apps) g 4] > & a-iF & 3ot LR 3

@ﬁugﬁnﬁ%éw%r§%QWJ~Lﬁ°ﬁﬂdm?” ST
AR, 2 TR PG F RN TCE) £t Rt A A S WP

BRI S R EMROREI S & R o R dp £ 93/42/EWG 2
90/3B5/EWG 7|12 dhfh & £ > 2 ¢ 2 A fppam=fAzA o Fut > App &
RAF VRS FA W v kER 93/42/ECC (Anhang 1) r%f;& R
£ 93/42/ EEC | %4 -

=) ¥ % s (Anztliche Schweigepflicht)
RARRBF R EEE S 2 FLEPBRTAFUT I R
BAFE RIS A Y 2 o NINDIEE L PR
HAL R i -0 gk 4 37 7 284 (Mecklenburg-Vorpommens) 3
#£ 7 Reinhart Dankert 7w fi i = @ Generali 352 App & i * 4 %
g el F P A BREZ EHET TR P ITIoDEH S R NE
HLL TudF & EIPRP L FNEH R TR E TR

‘*d:

¥z & p A

W3 0 p AL B PR ERE_ 2005 £ o2 2 %2 (Pharmaceutical Affairs
Law, PAL) » # mqeF fr B4 0Lk i 22 b § &k § 22 2013 & 11 0 27
PP AL EM AL Sy @JE ¥t o008 ' FESFLHEHEZE (F
FEFRPEITOLET ~FPRE2 UL 2BOREEICESL2E) 7 &1
EEFEY FRHBHALE RIS E FREH WG NEF R
( Pharmaceutical and Medical Device Law , PMDL ) - 1433%:2 % 2 if % 4 38 > #-
FREHTLRL CTAME A S F R ')ﬁa'rﬁiﬁ%ﬁfr\ SR EER o & LRR
o H S P LA BN REAL LR (72 2P AFRUS), T
;%“‘?f‘b”f”i%’zﬁﬂ%ﬂ%‘%ﬁﬁ szszs#l

Bif- S A #&:';51%3?1‘2‘2&:; HATR S BELLFEE . T
PR R P P T
- RER 2 FRER R

r%g%mf;;fasﬁigj ,;47;%5);‘ BT ae g b Moo EAoR] T

Eﬁ’}ﬁ-&%ﬁiék&%fi—ﬁﬁ/iﬁgﬁﬁifgéﬁ ’ ;;z,_h'ureﬁ %@ﬁﬁ!ﬂ?&\x = I]}k}i“ﬁi@»’

s sEm (1) Mhz - BFRFEM (- LFHBE) Q) F

i%%%ﬁ(?ﬂ%%%%)&&%&?ﬁ&%%wﬁ(ﬁﬁﬁﬂ?%%

)R FERZFREFMEF - FE2FREFM A5 class lla 2

classllb» T - ¥ % = %% » 2+ 4 2o

Eﬁ%\ RIS EDNE - HME R LR EOMEREICBE T 2 IAF (SERL 25 G741 84
T F25R5E ATH (A(%3% H HA 2016/10/10)
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2 020p AL FREFMDEEF 5L

/\ )Eﬁ) /ﬂi/\

KRBT

Fxamm A %4
Class %Ji%‘lﬁ‘-l%ﬁ-‘),%:ﬁ E 4 ¥ b} AR el = P E
v H 30 < 7K LR E R
TP EFE
i 2
(PMDA) %
%
Class 111 g e [1]
Class I PRFREHEH T |5z ynn ey
Class | - BF R EH 32 e 2 2% 4
FARRT R % Pk T RERETE S E T PR R 2
ft.j‘(—t:,‘/é v Pﬁ}%“?ﬁﬂH’xE‘.m r;;:_vg;‘f_&‘:ﬁﬁ‘xfl_}«*i_ Lméﬁ‘%‘l s @ AT 2 h
AT B S S S fe S RS A OR e R 2 LR B ERE 4
%@%ﬁi%~ﬁﬁmiﬂwﬂ’»ﬁw%&& ﬁﬂé‘%%w%%%
BEAPHE (R AREAFEFLFRPERLPYE - PMDA) F &472
PR %ﬁﬂfmx%o
S F R MRS R
%E—/é r%&%’ﬂ—@\%ﬁ (ﬂ-lj‘7a77A>J tu,F“fr’f‘:_%_ﬂ\_E/r, ;_',.- ][3;/J L

T
?1&‘@
N )%B?ﬁﬁgm o 34
AR s
7“1'.(

FFEEE R

¥ EELEREISEES 14 5%

o @i‘?ﬁﬁ‘:@ﬁf%%ﬁﬁii% 23 7i<® 2
? EHMERRES AR 14 %D 9 -
ST AR EE

' EK%#?%%M%J?% PMDL 77 » 2015/01/05 -

Hofp o mOATERIF R M 5 E pang 1% :fz_arMRl g ;g\
CEGFCETEZE SR TP Y 28502 H

TiE AR l“ﬁﬁw%imﬁﬁm A2 BREATH - ~ = v v BB H R

http://www.sipa.gov.tw/bioweb/home.jsp?mserno=201406200001&serno=201406200001&menudata=

BiowebMenu&contlink=ap/about 12 1 view.jsp&dataserno=201501050002 ( &£ %% H

2016/10/10) -

“ EASEE > (EEEEDO A NIET LEEOME)
http://www.mhlw.go.jp/file/06-Seisakujouhou-11120000-Iyakushokuhinkyoku/0000066816.pdf ( fi%
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R 0 R PERPEER At Y o @ Wk PIaT 0 AlE R Docomo f {7F2
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Flt o FREHC R FRP P2 ot apps ¢ dewiik o 4 A g
ié@@ﬁwma&o
R F R EM app = F FFPE CE Hhor 2 7 ) o 3 B Mersey Burns
app - ¥ i * 3% f ~dg % iPad, iPhone £ iPod Touch & & ;% £ % 2 B * 42
Uod BE AL B AR A P;fJPSEFFZL LR PN E AMES 6 #
I rf’fmra;);\ (Parkland) FEA LR Fesp EmTAL o d 0
P AR S A G ﬁ% @4&%m%*¢ﬁ,éﬂ%%gﬁx‘
#= Mersey Burns app @ & & ﬂa%wfr?s;%g PP S FREHN B0
2012 # ¥ p~{¥ CE &7 o

® 18: Mersey Burns app

Re® Pl RI=Y
Mersey Burns soullibMersey Burns

R KR - www.merseyburns.com

SN FrEHANALER
i&ﬂﬁﬁ;{gi@% At A A @SR A EFHEE PR 2N
AL e R A28 % > ik ® R RIEF A (National Health Service, NHS ) ¢
2014 # 5" 2Feh T 2\ g B ERR R FAFE T EERER
* #2535 dp E R P, (App Development: An NHS Guide for Developing Mobile
Healthcare Applications) #7if » % 24 €2 FTHILEZTEFEET R

T RPN R ﬁi;\“‘l :?m;"} ‘«L?-ﬁ%'ll‘/f%’* FEFN AR R 23
A

v

Tt AR R ERR R E F%%ﬁ%%%?ﬁﬁﬁ%@ﬂ
TR EHFRFTAE A AT 2013 & 122 2F T FH Y 2502
i Rt AR 2 A A dg R RT (Privacy in mobile apps: guidance for apps
de velopers) f?ﬁ%)@? AR 2 TR AT IR 2A o et A
A ATl gt 250 1 & & W 1998 & 74 i3+ (Data Protection Act 1998 )
2. E o TRE IR ﬂi%‘ﬁ ° ’V:‘t”)'ilﬂ‘l" ﬁﬁi)ﬁ%/li"ﬁ’ﬁ -
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YR RHAITER

$o & B 6] (Rl ABETRAL)

Google(Google Inc.) &~ & W% F14 = 7 d Larry Page {- Sergey
Mikhaylovich Brin >t 1998 & #1 4| = » 1 B JRi: 5 $'BRpEF - Z2HF LB
F PG e fldn2 47 o Google F R e @k &G TEE 2REROELL 0 R 4 A
§FEELEY K E pCoogle B2 AFALY o MR ARET F L HRIRES
X IR fcip P E & Ro Google hALH A E P et B Apple s 15 %
t AR NECEIE LI EF

Google ¥ # 7 — HAFE LB & BFT X B % o AR L
AR sz;E'Jn;%r%’ P Mo B e R R A #ﬁ flebp el K o %
P A MR R 2 RS D R g FHOE R R R
P FEEE R AL ARREER s VREE G o“zfeﬁwa—", "8
FpbEgr L g Ef e g KR B8 P - Bl PREEE
riﬁé‘é E@#&»W % F R AR R T ATR TR R SO LA AR TR
ERELTAR g Google ik L n AR ot Co A o A& DB RE R
Bos % FRABENG S BHFRAHP AR blEdd g8 o

44

N R

2011 # > A "e @ ehaE B HE + & (University of Washington ) ¢ Huanfen Yao
B od B A r Gl REEYRE SUTER F A T F R
1% # % i+ p¥ (glucose oxidase, GOD ) » it 43 ~ ¥7#Ech 7 £ >

GOD
Glucose + 0, — H,0, + gluconolactone

H,0, > 2H* + 0, + 2e~

TSR AT R S B R R AR N, FRUER R T RS AR e,
2014 9 H

2 PR, EBINEIREE > Google FABUGERGAHE SR A E R EISIRSR, 2014 427 H 15 H
http://technews.tw/2014/07/15/google-extends-smart-lens-tech-for-those-with-diabetes-vision-problem
s/ (%1% 3% [ H 2016/10/10)

8 HFANRSAEH L, Google B RIS/ HR BENIMME 21281, 2015 429 A 15 H

“ W RERMSERR, Google YR IR R ELF], 2014 423 H 25 H
http://synergytek.com.tw/blog/2014/03/25/google_contact glass_patent/?variant=zh-tw (§z1% &%

Hf 2016/10/10)
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35 AEAEE LA ML I B

AR~ nE
R E ] - Google P # 4% 40 35 1 rE A AR B & ] & fET - X
B~ 2H - T4 2 sensor :m@gg;g; 46 -
R R - Google ** 2013 # 12 4000 § £ <~ § T LA yEHL P

Flutter » Flutter # 1] * %% F\ iR R R
X e 4o 4] iTunes ~ Spotify ~ YouTube ~ Netflix...

E3FAP g REL U SN o

T EE & % st Android Wear OS » ¥ 3 34 35 3
Fe (e L -

- Google 1 Android T 5 hF LR R 2
4 (SDK), ¥+ @ % % f 473 Android 7 2% % 0 46
}I%’i’r o

B TR, TR A A S — R R B E i 2 =R R RS AR 3%, 2016 43 H 6 H
http: //pansm asia/archives/94629 (5 7% %% H HH 2016/10/10)
4 Espacenet, European Patent Office, {ifFHHE] : 2016 &£ 7 H 2 H
https://worldwide.espacenet.com/ (§1%& %% H i 2016/10/10)
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RRERRB - FHrE3 B EFE 2B & TR (non-invasive glucose

monitoring ) » }_Ttmr@mﬂ HE AR 0 APBETE AB S RT3 FA A
PEendr 2 0 2hiE o NG BT RIS G B P oW 2012 & H AR
#AaE o 3 2016 #:E P 20 fpE e 0 2011-2016 4F £ E = £ F 5 25% 0 K
BESLAFREH oL AREPFEL TR TES KL w A
FREAFEEnPEFEE B T2 FRIZEFVRT OAHEIZT P
.
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EHZEFT P Y ?EEPETJ’%% By {ERIE g S REESE T i
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Q/{%*ﬂ»'ﬂ‘ﬁﬁllﬁ’w HE ARk R E L Mg g 4T - LTl

7“’@?3%‘3‘«9‘p$r‘”‘/?&ﬂ-+ﬁ A oAl B A 0w BT
T R AR SR E R FFRRE D LR TR

A SRR Al S8 R S e R AR e N, BRRUE R R R 5 S
201449 H
8 R ORbg 2 EE T, PRk 2025 AR R RIE, 2011 F£ 9 H 25 H
http://www.nhi.gov.tw/epaper/ItemDetail.aspx?Datal D=2667 &IsWebData=0&Item Typel D=7 &Papersl
D=227&PiclD= (f % %% H #A 2016/10/10)
49 TERMBIER AT, Al RirE 2R R s, 2015422 H 27 H
https://www.itri.org.tw/chi/Content/Publications/contents.aspx?&Sitel D=1&MmmID=2000&MSid=65
3356425255113406 (%1% 81%E H HH 2016/10/10)
0 RHAERE, MmbEECHIZS, 2007 4 12 H
https://scitechvista.nat.gov.tw/zh-tw/Articles/C/26/1/10/1/1005.htm (571% 2% HHH 2016/10/10)
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SR, EHBIVEIREEE > Google HlBUZERGEAEE O E A T EEPIRSR, 2014 427 H 15 H
http://technews.tw/2014/07/15/google-extends-smart-lens-tech-for-those-with-diabetes-vision-problem
s/ (F% 1481 H HA 2016/10/10)
2 HEEERL, BT,
http://wiki.mbalib.com/zh-tw/%E7%88%B1%E5%B0%94%E5%BA%B7%E5%85%ACY%E5%8F%B

8 (5%1%:2I% H i 2016/10/10)
5 1d.
4 Alcon, Alcon Patent List, https://www.alcon.com/content/alcon-patent-list (last visited 10/10/2016)
» EEENEHE G REERE, SR AN R E RIS 5T, 2006 4
http://c011.hwu.edu.tw/ezfiles/61/1061/imq/229/934230937.pdf (5% 1% %% H HH 2016/10/10)
% RHAEIE, MfEECHIES, 2007 4 12 B
https://scitechvista.nat.gov.tw/zh-tw/Articles/C/26/1/10/1/1005.htm (571% 2% HHH 2016/10/10)
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