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Abstract

“Precision Medicine” and “Preventive Medicine” are the two major development

visions of the global medical device industry. In the two visions, the development and
application of In-Vitro Diagnostic Devices (IVD) will be bound to play a decisive role.
Whether the regulation and examination of medical device in various countries can keep
pace with the times will be one of the keys to the success or failure of the medical
device industry in the future.

With the rapid increase in the demand for IVD and reagent by governments around
the world, the accreditation and review process related to medical device products has
been closely watched. Therefore, the research purposes of this study can be divided into
the following points: (1) From the perspective of Nucleic Acid Testing (NAT) industry,
we will discuss the existing review process and its implementation of 1VD in Taiwan,
and propose specific discussion directions; (2) Compare the medical devices related
regulations in Taiwan with the United States and the European Union, and clarify the
operating procedures of the product introduction, so that our medical devices can follow
the standards when applying for domestic and foreign accreditation; (3) Analyze the
current gap between the standard and the practical implementation of medical devices
regulations, and then propose suggestions for improvement as a basis for future revision
of regulations.

This research first used “document analysis” to collect and review the relevant
domestic and foreign literatures, to conduct a detailed study on the regulations and
review process of IVD in Taiwan, the United States and the European Union. The
research makes an overall investigation of the above literature, and uses it as the
reference for the research design. Then the research use in depth interview to interview
12 top managements of small and medium business engaged in the Nucleic Acid Testing
(NAT) medical device industry in Taiwan, to better understand the difficulties faced by
the business when applying for accreditation, and also to examine the basis and the
standard for review of the medical devices regulations in Taiwan.

Most interviewees believed that the current review process for IVD can set text
specifications for accreditation, formulate standard for review process more clearly by
referring to the United States and the European Union to implement classified
management systems, and provide domestic and foreign legal interpretation counseling,
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accreditation application assistance, and consultation specialist. In the future, it is hoped
that the government will implement its determination to strengthen the future
development of the domestic biotechnology and medicine industry, and then enhance

the core capabilities in line with international standards.
Key words: Precision Medicine, Preventive Medicine, Medical Device, In-Vitro

Diagnostic Devices, Medical Device Regulation, Review Process, Depth

Interview, Document Analysis
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T OETEY o M kLR (T i o
(FREHERZZ) $-%5 T8 > F 2 FFE2 - ZFH0
ERw2Z PN FRARFHR +
FREMF G I FREHUREFFEFREHURGEF - ¥ - %5
PR ER RS-y AR I FREN N LG ¥
SRR PPN FH RS A LR T RTF R EH
FH oG ALAEBHPT 2 LS 2 W AR LW A
GF LA EBMOL L FREHE ARG ES R FAEN B LEY
A ARG FH R AR R R PR TR RS R
ForERreFREHBLESERGERF AT L)
(FREMERE) S35 "FREHLEH2 a% T 0 7~
SiEiEe o p FE(F R BT ARE TER) PR S RApR P Wi
WrFH o e LA FPNY FERE A PRLEST Y EW TR
fe 4w fWag & %J)‘“’ivljrx FREVWHRFHRL AL o & = 0Fi
gi?%%&é% B F ks SRR FRMELE G AR o ¥
A TFRBEHAL AR > K- Y cREFHALFEAR L
?%%@ﬁ’ws%ﬁ%@ﬁiﬁﬂﬁ’ﬂ%@%?%é1$@ﬁiﬁo
$r%: TEREGR o AnEEY AP FHEUSHF LA LR
LELEARFLTLFBM P R L THAZRG 0 H L EER
FPTLEBMNG REHFRFHAIFTLERR EF 3 FRE
RIES BRI F WM IR B AR L THR £ LT EEL o
3

NE AR E S LR AR MR & B R T R PR AT iR

SEE R S R Y

R
PR

Y
"o
fie ok RE

2&*_

wm

< o

N

4’“\

e 1R TR AR B CHATRAG IAPLTD
SREpREEFIA FREHZ AL LG (FE) 0 % 7wl
d L L F M B R R FRRRL .
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E)(FRBEHSTE L gRl)

(FREHEFFEAER) LR &t 1§ M ik (Fh
BHERZ) 5o F TR EFHUREFFRE2FHEIH ST
e RHCRRE KA R AT LA BFEH S I
BEV A BRSNS RPESFTERIRER ) AT
> 2019 £ et & F % 1091100449 B4 2 F H %k o A= R H > S 4
= L RETEY o T Rk R T - o

(FREBEHETEZAER) ARG D (FF B AW F0])
BT R F AR O (FREHSTEEAAER) F- %5
TR, R Z R o PR R ERE RO Yy PR 2
Pe 18013485 2 B snaB R - %:i{f&?%ﬁ}&y#4ﬁﬁéo

CELNICIE U R
(FREMSFFZIAER) $TRLTARFR,> 52 140
A ﬂ‘ﬁrpi—*ﬂkifﬁ?iiei*%i 1% 5
2R e E LA BT R D AR T RO L P WG E LR
i*;i FRFRERTPAFPHEFI AR N2 FE TER A2
g AR oG RREFREH U FFERIERGEE R
Bipl s AR iR BT }FB??J&M%FJ»"";‘?T@%? TIOR8 RJE
oo T A Rk (T kA esk o A A T E R R R
%gﬁ#ﬁﬁo$:ﬁ£rwﬂ P RAIREY oW (FREVST R
R SR (FEFBAIAER) F = m R 2 A RN p (F
BHEMFEEY) AFHE LR F
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1970 # 08 ® 17 p
OF (FFEFELE) (FEE )
1993 & 02 * 05 p

>

W (FPBEFERE) L L5 (FE2)
2004 # 12 7 30 p
2 (F R EMEEAR)
(BB (F£2) ¥ 13137 %)
2004 # 12 7 30 p
2t (FREHERE M)
(452 B (F£i2) ¥ 40537 %)
2013 # 03 7 11 B
ot (FF g En)
(¥ (FF2) % 57 537 %)
2013 # 07 * 19 p
P (EF2) P L g Bud T
TR R R UE

2020 # 01 * 15 p
aF (FREHEZZ)

GZi2 304 & 23NiE 2 & A 4 5%
2020 # 03 " 31 p
SF (FRBEMSTEE )
(4 (FREHFRZZ) 5=+ 2
TodnphE(FREAERZ) 2

24 s s
3Lt 5 f'r)

B 2.3 ¢ WA DEF R F M2 ROF R FA

TR 2 R RTAE (FF 2 ) (F R iy ) (FREHERT = HR)
(B B2 WS HER ) (FRBEHFRE) (FRABHS TR AER T RAED)

2 kAT R
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o8 FRAMLEER B RO

FRMALEF R EWERDLFBME S5 FF § L4 (Food and
Drug Administration, FDA) - & % Bl FDA e = 7 22 £ BB} $o & %
A S RS AR LA RS Wﬁﬁ&ﬂi%%%ﬁ%%%ﬁﬁﬁﬁ
¥2 - o, TE&W?%%H/Z%W% % g 2 F FDA %ﬁ?%ﬁ
FEVRP OTRRO FHASOLFEL MR~ ST B4~ &
b d g b o R PR B EER 8 P AT BRI %
Pk (3 1 22 0 2014) o
C)(HaraEsz%)

FFL - ZRFDA S £ 1900 & & i B4t F o A ¥ 57 U B ik 2
Hgt 01906 4 F (& &2 4% %) (Pure Food and Drug Act, PFDA)
Sid i 0 P 3T E B FDA 7 4R i SR E IR T R B iR o

FTEUEEFFEEND G GEFF BT A FERARY AP Y TR
FREMR B iERY o e W R ASTF A Rg e AN ER -

(=) (a5 B2 iRz k)

1938 # % MW ¢ i iF (=18 5 -~ F4 2 b 50 %) (Federal Food,
Drug, and Cosmetic Act, FFDCA)» FFDCA ¥ f! < 37 & ¥ B 1 £ i i 5.0
A&7 Ed ZFFDA F i b2 ke ¥R A ¥ A SR T
ME LR g Ao FREFORPY EE R ) PR AR
PAROF AR TVFRER -

C)(FREHBIS)

"EERNRE > 1976 £ 2 WA E 5 04T & FFDCA A & ,%*E‘dpcmp\

IR ] <<%8:;§; ®E 4112 %) (Medical Device Amendments, MDA) - MDA

PERFFEHEFS DL GRS AE FFL BT 2 FDA =
B4 EFAEUSEFHAS T DhF RE TS B HO FH S
Femery st fe (ke 2 0 2011) - @ MDA 2 % 7 %
%%%H%é%ﬁﬁb;iﬁiﬁ’awé—&ﬁﬂﬁﬁ—&\%ﬁﬁﬂ
h% - B 2 B R A F & ¢ FH(Premarket Approval, PMA £ 510K)

%z (2 2016) 0 T ST B 24 £ MFREH LA B o
12
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Class I Class II Class III
PMAE510(k)

S LHAEE S LHAEE

v GRS
v ERBuE PMA
v LHERE

v BRNETRER .
v BRI YR E
v e

#HfiRegistration v {2#:%<$21 CFR Part 801 or 809

5| &Listing v BFHE BERTE _ﬂgf::%“

BIHEREERAEER v 21 CFR 820 GMP/QSR B
v BERSEEER

AR NN

Bl 24 2RFREH DG

TR KR 2 #(2016) - 2 RB R R EH DA ¥ ;L%gx‘g%‘;;é_w T
68 » 8-21

Kt d 2 FFDCA $3 § ¢ 0% 510 & p 32 FR EHA S
b m g PN AR FDA QRFEY GEREHAS I D F AR
i A2 ] AL (7 510K @ PMA 7 2 Bl s-p % 2 B Ut &

A o TUF R I RTRA T RIFER RRAFROFHAESS L
S LGP FEA LR AT HARG T FREF 510K &
W AN RE RS Fe(fF 24 0 2016) -

—dm s 0 P FDA B F A CEARVEF Y ARFH - K
FIEF s - B F Y o S E - shF 2 W FDA TR .ﬂ“\‘@iiﬁé“@?]/\}&
PREEN HE N7 Ltk FRE 72 @04 &~ D7 § kT &
PEF R DA A R D s R AR PR IO R EHA
é}’i@]FDA#é’ﬂ?:&ﬁv%&ﬁgr‘;n iﬁjﬁﬂv’f*’*ﬁf}:'er 2R
P RREEFHAS AL DETEE 2 AR SN EER
SHERLATFERPIEOR L B G THRREF CFRYFFFA
Fe R BFHA ROl B AT R A e Fss?m%ﬁ%‘ B Ao
EAFE-AEEE Ko iWFDA}H“%‘a;%fﬁﬁﬁ + 3 m e 510K
& PMA 4 P73 BhE R EIEAREIRE - &?ﬁdgsggﬁﬁﬂ%ﬁﬁ
Bod £ FHASDETRRY % o

o
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(=) (FREHS 232)
1990 # Az > AR EE-H S FREFH DL 2PE TR L
<<%5«‘)§f E 4+ % 272 ) (Safe Medical Devices Act, SMDA) > 3% ;% # MDA ¢ ¥
EAFREVFFEHI RFHASEF ST P v B 25
Ao BFIRTEFRBHEL D L BFR g AR
GEREHASDE SR G W FDA v F H A S AL 4
o e B E R FDA § G SR RaoF LT R4 2w AT
FRELFHASDOHES -
E)(emaEirfERiticzk)

LIS E PsTr BT A B FDA $0FH A mang Aoz p wrE o
Lot AN FRFAROFREEG JEAEOPTS CFIN ARG 5
45 % B FDA cn3t s f 4 1997 #i0 iB( & & & # 4 § LI v 2 % )(Food
and Drug Administration Modernization Act, FDAMA) - %2 iz 45 ¥ & FDA
AR R P E - s DM REOFREMAS T EL
24 £ W FDA S Hiid F3e0 TF AR KD B ¢ PR @ g
¥R OEIASINRLE  ER FDA 4 €582 N DARSFEARF
TR MBS AR R R REDFREHAS R
AT 0 FR AL S BT LR N PMA & 510K ¥ GH(E 2 aF R
BHASF* RLE) FFLREFERFDAF T8 A it Fd
FRIZ N b A p b Y
G)ICFREHRY FHFEREMZER)

2002 & 2 RR § 557 5 (7 (<%5>),%f B ﬁff}%‘ji’i&@ %)
(Medical Device User Fee and Modernization Act, MDUFMA) > MDUFMA
WigF rese 0 2 B FDA ehle 5@ it g 32 > @ 424> MDUFMA #7484
PR B LS E S E 32012 & > MDUFMA o -5 5 B 14

Feoger o TP R EFRENARAKRE eR Y H
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CEEETT I EURSES!
2007 # 2 WM g R E (& E 5§23 12 %) (Food and Drug
Administration Amendments Act, FDAAA) s FDAAA ¥ A ¥t 2 & © i #5 ¢
ZRERL RIS TEHFRFERLFY FEREH A SRE L
FERBL DT E Y G 2 PR ] P end] & (Committee
on Ethical and Scientific Issues in Studying the Safety of Approved Drugs,
Board on Population Health and Public Health Practice, & Institute of
Medicine, 2012 ; 3 & 22 > 2014) -
(~) (2 mEzrz )
(% WE2n;2 #) (Code of Federal Regulations, CFR)® % = + - g 7=
P37 & &£ % 4+ (Food and Drugs) g I ik J5 > 7o 2 * i i 21 CFR-21 CFR
Pk 820 SR 2 ML FR EM R LY RET R P ERER
#] 1% & p](Current Good Manufacturing Practice, CGMP) > f P+ & 3 w01 =
- B A4 hEFE 12k % (Quality System Regulation, QSR) & 3% T B
25:QSR & # L& f7%4f - QSR &k RFHFH RS LM X 7
BENT S EF AP A %??Eﬁﬁﬁﬁﬁﬂyréﬁﬁﬁr
IE73: X FalNE-- LR IE SN TR AN - SN I -V |
N qeipp Al CTHRRE e EE RIS AF R R %N
B ~Tamg | mz TyrHops | (FDA, 2019) -

Bl 25: QSR & F ¢ L& K% T#
F AL Xk © CFR - Code of Federal Regulations Title 21 2 477 7 32
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K otig o 93RRI F R B H F R RV oo £ B FDA ek
FFRRARYFERAFE TR Ak FFH AR FH 72
F e QSR ks Wi nARhR LR g Rehi E 1L 2w ¥
FEMAGF A 7 B el AR LFREHT AP EAF
71 QSR gjeoufw o FRFDA P TR R EHEF R e Y 3
IR RAF M AEYY Gd BT F & PMA & £ 510K

aod ERALPEL . FR FDA 235 b nF R EHA ST R 83

x\"l

“F
AR ShH - il B FDA MR .
-F‘-'fqz e it 0 2020 ENEFATER LB F XA EF o 2 R

\

LU R FE PR OF R W o 5 F0 0 2R FDA %
Ip (B2 e &~ B2 LB RZ ) g 0 Fk COVID-19 2 b€ #
Frmaox gk &t R ¥ qpad> kT *w?f‘ L O
(Emergency Use Authorization, EUA ) » 35 88 ¢} 2 %14k | 2% 2 $7375 %% I
AR B SREE 0 P OAOAE P e COVID-19 cinRsf - 4eid 2 B A 2~ &
FIM S ErnF R A% 5 U E B FDA #5382 iz B frfa ik
EEF ol o 2R FDA #HERFBELE T EFRPIOTHREIPEF R 7
i PR *Eéug%%;&é,’émﬁfﬁé_wv A8 T EFRD FE L
EE S H PG R o wd WHBEFRROG R AW T ”f%#xﬁi
tf & ik £ ek 2 RE 2 (FDA, 2020) -

IN

c&*
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1906 # Wi (Bema®EH2%)

(The Pure Food and Drug Act, PFDA)

1938 & W (TG 5 Bk L gh gk k)

(The Federal Food, Drug and Cosmetic Act, FFDCA)
1976 & L (FREHLLF)

(Medical Device Amendments, MDA)

1990 # L (FREME 22)

(The Safe Medical Device Act, SMDA)

1997 & Wi (B EHFRRATF%R)
(The Food and Drug Administration Modernization
Act, FDAMA)

2002 & AE(FREME Y FHFERAZ5H)

(The Medical Device User Fee and Modernization
Act, MDUFMA)

2007 & Wi (s e EFHFFignizi)

(The Food and Drug Administration Amendments
Act, FDAAA)

2020 # fﬁié?#?%@;((?ﬁ%;gwgyfg>

(Emergency Use Authorization, EUA )

A 4
B126: % P DETF R B Rad B AR

7 4% % & :(The Pure Food and Drug Act, PFDA )~(The Federal Food, Drug and Cosmetic Act,
FFDCA) ~ { Medical Device Amendments, MDA ) ~ { The Safe Medical Device Act, SMDA) -
{The Food and Drug Administration Modernization Act, FDAMA) ~ { The Medical Device
User Fee and Modernization Act, MDUFMA ) ~ { Emergency Use Authorization, EUA) 2 4=
g 2.1
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2 E BENOBEEREHE LR

% 93 2 (European Union, EU > ™ @ fEmc B ) A R iFmei = - = B4
33 BT PIEN S )8 SR R (R 2020 # 17 T R RE) AEY B
PR r | Bbrbr, N 2 MR AT L RFR RS bergtis s 2 0
R SRS S E R B R o p 1990 EA > FF R L
FEHNRTFFENALDL LB NG - BEANBE YR
Reng i B2 RAzsE 0 L Fa & 2 o
() (adEr S FHEEHR L)

1990 &4z » Fof B et FLEAP M nF R Fitdp 4 0 £ ¢ 1990 & 2
Foen (L # e~ 2 F A Eit4p £ ) (Active Implantable Medical Devices,
AIMDD) » 2 g % — BB hFf B E 414p £ o 1395 AIMDD $t>04
B~ A FREHOTET o Bl G PR R B F R S
PRI FHE A i E\l%‘gr} AREAE Il B RRE N PIRA L 2
¥ % %+ (Council Directive 90/385/EEC, 1990) > £ i% 4 AIMDD %4 i¢
PR R O FCERUCOFRFN PR AR L FR AR A 2T
RELHELRY > 2 W2 FREHRFER LBEEXFRL [T o8
REET o 4 d @ * ApM 2 ¥ E+ (Council Directive 90/385/EEC,
1990) - AIMDD K % F % B H A 5% 2 0 & S chgciv LR 0 AR B R
POTHEN BTS04 B RT & 2.3 AIMDD fitgri & gL e
# 2.3 1 AIMDD ‘i & - %

AIMDDR A0 E BN BT A A F AL

1. A & % £ (Essential requirements)

2.Bk 3 445 8 8A(EC declaration of conformity)

3. ECBy354% X (EC type-examination)

4.8k 3 ¥3 #2 F(EC verification)

S A-BR B AR A& & 4 K 89 2B (EC declaration of conformity to type “Assurance of production quality™)
6. B ¥ 4% 2k A 32 B 35 44 64 3 9 (Statement concerning device intend for special purpose)

7.85 B 3F4% (Clinical evaluation )

8.4 & B EE B4 4537 38 5 4% & (Minimum criteria to designating inspection bodies to be notified )

9.CE4Z 354 & (CE conformity marking )

7B & & : Council Directive 90/385/EEC % = 3 %12
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(=) (FREHEH L)
K o d 3 AIMDD g $1 4 B 500 3 B » 58 eh o B0 0 L
WPIEE £ 1993 & & ofF ((g t % 114p £ ) (Medical Devices Directive,
MDD) © 3%4p £ P 57 MDD ' 7 L $eff » 58 chF s Bt~ F s (kR
§?4WLM‘%ﬁ#%%ﬁ@ﬁ’”iﬁﬂ%%ﬁ%%ﬁﬁ”’%i
g v ey eng g B 44 ( Council Directive 93/42/EEC, 1993 ) 1345 MDD
HEFREHOZET o FREFM LI E R 2008 ok 10 ~ ¢
o MEFEARZ ERFRRE KR XA HPSEB AR
2. (Council Directive 93/42/EEC, 1993 ) - MDD 1p B .= shftdse b %
AEIT B G5BT A 24 MDD figra &R L -
# 2.4 1 MDD Fidi & g4

MDD ot E RN ET 5 HEAT +— & :

1. & & Z K (Essential requirements)
B S AR A B BE AR A #u(EC declaration of conformity “Full quality assurance system™)
Bk 3 3034 &, (EC type-examination)
. Bk M & By 42 F-(EC verification )
B E AR AEER- A & W 2 4% 35(EC declaration of conformity “Production quality assurance”)

B M 445 3 81 (EC declaration of conformity)

2
3
4
5
6. B3 44 A E- A & H 14738 (EC declaration of conformity “Production quality assurance”)
7
8. 4% 7 A i B % 4 &) A 9 (Statement concerning device intend for special purpose)

9

. 842 # (Classification criteria )
10. B A ¥F45(Clinical evaluation)
11, 3835 #6485 & B (Criteria to be met for the designation of notified bodies )

A BANEARSE L ABMERYNE
741 &k & : Council Directive 93/42/EEC % » = 7 12

(2) (R pergp B 4)

A F ATl o BEFRECP %gd AIMDD ¢ MDD :}]E, L g = ,gg%g:;;; ® 1

T &My EyEE o £ AIMDD £ MDD £r 3 K 50 8 0h 2 e g
B EVEF R T RELTF §50 1998 E47F (R e F R B4
% NIn-Vitro Diagnostic Devices Directive, IVDD)-3%4p 4 ek % ¥2 AIMDD
¥ MDD m;fﬁ” J’E_,?a—(i{ tipk o EE %—#%}@ﬁflﬂ %ﬁf}”?'ﬁ?%:{%;ﬁﬁ‘
1% 32 (Directive 98/79/EC, 1998) - @ 1345 IVDD eh=z & ¥ v 8 *h L ¥7
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a1

MenE 2 8228 25 F 0 e OO e B4 er LA gk
(Directive 98/79/EC, 1998) -

d 30 1998 £ i (ML EF R FH4p £ ) LE A 1990 # 57
T (iEEr A FREMR L) 2198 G T (Fh EFEHIp L) L
A MO FRETHE SR FREN > AR T RS
A AE T GRS RERN  RHRE A RFER  REAR O M
24 A KRR sk CE 3550758 % » % &2 1 i AIMDD & MDD &
T LR o IVDD AR RGN BT A ST B AR T A 25!
IVDD 41 & 248 % o
# 2.5 IVDD "8 & g4

IVDDRESHEENET AU T+HE:

1. 4 A % R (Essential requirements)

2 A Juz = = g3 M ik B (List of devices referred to in article 9(2) and (3))

3. Bk 444 % #(EC declaration of conformity)

4, B A -7 A5 5 G 643 A #(EC declaration of conformity “Full quality assurance system”)

5. Bk B B34 A (EC type-examination)

6. Bk 3 33 42 F-(EC verification )

7. Bk A A -4 & 1§ 425 (EC declaration of conformity “Production quality assurance”)

S. AN B 3 4 K 9 42 53146 4 9A (Statement and procedures concerning devices for performance evaluation)
9. /A 45 7€ #Hk #94% 2 (Criteria for the designation of notified bodies)

10. CE#2344 & (CE marking of conformity )

7R %R @ Directive 98/79/EC 2 447 7 %12
(2) (FREHZR) & (WADEF R FHE2R)

2000 & v1f5 o SEF R FRBHTHEFEOPALE > HE A b
R 2000 & 11 F T R F R R AR 4 2 A 2 ARG IR L
2007 £ pEiEgFF R BH A ST A M (FR BH2R) (Medical
Devices Regulation, MDR - 3% e £ 5 MDD)¥ (48t lﬁ?%g_% 4k
4.) (In-Vitro Diagnostic Medical Devices Regulation, IVDR » 3% # e £ 3

IVDD)(Regulation [EU] 2017/745, 2017; Regulation [EU] 2017/746, 2017) -
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O RERH LS E R EH TR LRE I - AR
%ﬁﬁﬁ’%ﬁ%\ﬁr~E%‘m%‘ﬁ%ﬁ%‘@4ﬁﬁ§®$ﬂ
Bk~ s £ E H 3 5(Regulation [EU] 2017/745, 2017) - %2

%%f%ﬁﬁm%@ﬂ@%é%é”f%ﬁm’ﬁwérﬁ@wiﬁ
FA S AR S RE S JREE  REXRA o 2 fnRe
7R oh ¥ Rl Ap B e RE 2 %5 # %+ (Regulation [EU] 2017/746, 2017) -

M & B & J5 Regulation [EU] 2017/746 ' i* ~ 7 &v > £ 18H h’é%%ﬁ
e BH L BAR T RA G T Blan
(FIBAF) e R NFRILFRAIWNILEFRFAS B
AT iR wxr;mFﬁ}%@% s TR R x*@»;%ﬁ@é‘rm.gﬂ;ﬁ B ,

(Z)% Has(B#f): @ g i % P& ¥R A 57 B8 7 8 o e R 0¥ o &
B2 L APARAT LMRRIFRRA -

(Z)% b s(CHE): & F i ™ * A5 R~ A FIRR - &L < 128 5
B W Rk Gt L BFRER R AMARER R Bk
MEMALEF R RE -

()% N 2(D#E) ¢ 7 * 0 HPIE2HRGNF B4 25 F -
Wi B N2 ERT RSP AWML S ARE AT LA LR
FlhtarlRE -

Bld b BRE SHBALEF R BT ORLED
T 2017 & 3 2022 &7 & o FE)%‘ B g e
1 IVDR & £ IVDD £ 733% » %2022 # 5 % 26 p {8 R ;jH‘rm

)\q'\v- 1_‘3‘

et - BAEAEY 0 R
o

IVDR » 2024 & 5 * 4= 0] > m if * >* IVDR » IVDD a3z 47 £ £ 3 3%
7 4 (Regulation [EU] 2017/745, 2017; Regulation [EU] 2017/746, 2017) °
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1990 &
(Active Implantable Medical Devices, AIMDD)

1993 #
Wi (FhREHRL)
(Medical Devices Directive, MDD)
1998 #
L (W BEFRE L)
(In-Vitro Diagnostic Devices Directive, IVDD)
2017 =
LB (FREHER)
(Medical Devices Regulation, MDR)
2017 &

L (W LEF R EHER)
(In-Vitro Diagnostic Medical Devices Regulation,
IVDR)

v
B 2.7 E P q@gff}?‘;fzﬁfr?’% At R B AT

T kR (Active Implantable Medical Devices, AIMDD) {Medical Devices Directive,
MDD ) ( In-Vitro Diagnostic Devices Directive, IVDD ) { Medical Devices Regulation, MDR )
(In-Vitro Diagnostic Medical Devices Regulation, IVDR) % 4= 7 A3
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S

cEMLE PR FHFT RS R T AERF

Fretd o SN EFRERFT RS R ARRL
A ERET ARA LS AT T BA u G
(=)%Y GrenF R EHAD LT BWAF 2 FH (F2 B FREH
ko RLPRLEH A% Y ) BT
LEs (FhEHFEsz) P mit- (FREHZAHL BST)
2 E- AR THFRER FEAFEIREFH AR
FRFREMEALAR VETH A ARIAPHRT
BLEFRZINGFHEH R T i ARTINN e B FFF LY R
FhEMBLERZE GRP)-
(Z)2]87¢ GenF R BEHA D 2 58] F5ReeT ¢
LB (FREHFEMZ) P Wit - (FREHLAHLSB5H)
) %%@ﬁ:—ﬁa(&\pfu H|w) ) e
2% 91 TES - FREME CHSFTREA AN, Y AW oM
o st A F G e POBZ FREHE RS AT L TR EH AN
g&ﬁ%?#&Jﬁﬁ(ﬁﬁ<¥%%%ﬁ%ﬁm>ﬁ*ﬁﬁ%
BB EA PRI VEYIF PN 2L TFREH
ﬁw%ﬂiﬁﬁi&%@%ﬁﬂJ’&%ﬂio
CERBFRFEMY AR R FERE- 24 BEAPD
SF RO ETR RBERPIP A R EPE 0 2]

’

4.% -

e
- EAFREHARY Y FET RS -

1% - %

2“—§&f&$ﬁ§$g%d%¢ﬁﬁg@%o

3F - 2 EBY GFREHARE R EF A -

A% 2RV FFREHAREEETHE
5M:‘3“$%%Uﬂﬂf%$ﬁﬁ Frkegderhr TR
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https://www.fda.gov.tw/TC/siteContent.aspx?sid=2273
https://www.fda.gov.tw/TC/siteContent.aspx?sid=2264
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https://www.fda.gov/medical-devices/how-study-and-market-your-device/device-registration-and-listing
https://www.fda.gov/medical-devices/device-labeling/quality-system-regulation-labeling-requirements
https://www.fda.gov/medical-devices/device-labeling/quality-system-regulation-labeling-requirements
https://www.fda.gov/medical-devices/regulatory-controls/general-controls-medical-devices#adulteration
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