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Class IV
- Certification that device is designed & manufaciured
according to 150 134585
- Evidence of safety, effectiveness & labelling reviewed to
validate compliance with MDR._ More stringent review than
Class |1l
Class Il
- Certification that device is designed & manufactured
according to IS0 13485
.- Evidence of safety, effectiveness & labelling reviewed to
validate compliance with MDR.

Class 1l
- Certification that device is manufactured according
to international Quality Management System

Premarket regulatory oversight
based on licensing system.
Market authorization is granted to
manufacturers who demonstrate
conformity to requirements set
out in MDR.

Postmarket zurveillance
intended to enforce and promote /
compliance with MDR/

- Manufacturer's attestation that device satisfies the
safety, effectiveness reguirements in MDR. Label
reviewed.

~Class |

- Premarket regulatory oversight based
on establishment licensing

- Post-market oversight based on
compliance to applicable sections of
the MDR

Premarket oversight with /
establishment licensing /
Post-market surveillance
to promote compliance 2
with MDR/
4
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CONCEPTION PACKAGING
AND MANUFACTURE AND ADVERTISING SALE USE DISPOSAL
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Product control

Medical device

Advertising control

Vendor after-sale

Tools for establishment obligations
acknowledging control Examples
product cleared for of common
the market requirements
Australia* ARTG nember Enterprise Generally, 1. Problem
Identification prohibition of reporting
(ENTID) advertisement 2. Implant
before a device is registration
Canada Device licence Establishment cleared to enter the 3 Distribution
licence market. Prohibition  records
, , of any misleading 4. Recall procedure
European Compliance Re§pon§|ble Person o fraudulent 5. Complaint
Union label(CE mark) registration advertisement handling
Japan™ Shounin Seizo-
(approval) or Gyo(Manufacturer
dokede Licence)
(notification) Yunyu Hanbai-
Gyo(Import Licence)
Hanbai
Todoke(Sales
notification)
United States of  Approval Establishment
America Letter(PMA) or registration
Marketing
Clearance(510k)

* Australia's new medical devices legislation was passed by the Australian Parliament in April 2002(see www health,

gov.au/tga/)

** Japan's PAL(Pharmaceutical Administration Law) revision is scheduled for 2005,
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32



Z|MeAHHHE Issue Brief on Foreign Laws

O FHLICE Q=717 TEA(of 2ot 2Zel B2
» Q=717| ME Al R0 2ot GRAZNE
Ca

- 20179, LT 2ZH=(Health
HIZALO] i3t RERRI =S Alsfat™

» 2018 0|2 |CH-GCP 710|201 £20]| Chat XSt A3

- 20181 4%, 2R|Z31]9|(International Council for Harmonisation’s, 08} ICH)2] 244X |l (Good Clinical
Practice, 0|8} GCP) 710|E2f01 HZ20| ISHS of| 18t

nada)2 A=717| 280 ME FAE(MDIs) 2 1S O|F25IHM &E 2= 7|7

-5 BHE gl XA UMAES O o o2 6tal, 23 ™At thet =S 2sksh7| 6t MIQHEAoH,
2016\ ICH 2| ¥=(RY, Y&, 0=, JHLITH A/A S)0IA HRt=AS

- = XEL 20174 92 #ixi K& (European Medicines Agency’s E6, EMAR2, 20174 7€ &%), FHLICH20184A
4) KEHE|IOLE 0=, Y=, AQA SUME =27t 213 5

— =

Bt % A iU, off 9 o= 7|7| B o 20| et AH2 AR, 927|7| AHIS, 2017.
, [ % 7 A] ZHLCE ICH GCP Addendum 2018 Al 01, 2|=2717| 7FHISE, 2017.

33



HI1E: FHLCe] o277 Erlof 2ot =M

V. S LM 2] AAR

1. 2a|Ltat o2 7|7| T x| Sig
1) QE|LI2L QB 7|7| AR E4N
O|27|7| A|Rto] AEEY

» LE|Lf2tO] Q|2 7|7| A R = 20161 71E MIA 9R(58AZ R ), MA| AIFIA 2F 1.7% H=0| HRres LEH
- el AIE2E 2011-2015E MO HET 5.2% JHOIR2H, o=7|7] ditet2 9F 10.4%=2 AEHC =2

ANzret

E 10] R2|Ltzt 2=717| AZRES (9 - HDEe %)
AAHA) 3,366,462 3,877,374 4224169 4,604,814 5001618

SHUE - 152 89 9.0 86 104
$=(B) 1,853,785 2216074 2,580,862 2,714,058 3,067,147

SHUE - 195 165 52 13,0 104
280 2793709 2931014 2988241 3129111 3,331,170

sUs - 49 20 47 6.5 o
SAHAX|(E) 939925 -714940 -407,379 -415053  -264,023
(E=B-0) SUE - 239 430 19 -36.4 ere
A|ETR(F) 4,306,387 4,592,314 4,631,548 5019867 5,265,641
(F=A-B+0) SHUE : 6.6 09 84 49 >
z%"f';fﬁ(ocg) 6487 6382 6452 62.33 63.26 -
AMATFE(H) 6,160,171 6,808,388 7,212,410 7,733,925 8,332,788
(H=A+C) zUs : 105 59 7.2 7.7 e

4,201
O _|
83) & E A 224 24, 012717142 R SN, BRETUIREES, 2016, 520 S BE0| SIS,

34



Z|MeAHHHE Issue Brief on Foreign Laws

O=7|7| AEe 54
» M22 el 027|719 SF

Olys fleh JAlze], 28 28 Al JT 3 A2HH 2 SHM M22 227|717 AISHo = -2

- 271717} TSP W (A ZHK] O )&l QUL O 2 OJ0JX|X| Z5HL TR E A2H(102tTH 02HO]
|

=
MATE|O] AHIE|T QL BAIQY

- OZEHMA(HESTIH)Z HRO0IR0| HIY 52 Le|L{2to| HANM LTt AR A7} EYUEE AR, Shitd
7tsH0| =3
- 927179 PR} FEE CHABI HY7H5A0| ES HY
X QR7|7|H AHAO Q6 Q27|71 Ul ZHRI(7|1 -7 |H, ARRE, AT MZ, HQZIHE A2 37 27
5l Z2R(14271K), A22(2,2187H) HER LIEFH
% 20118 MRI 9} 244:(21.37H)7} OECD BZ(13.37H)01l HI3104 27| =
S (T £ 744:(35.970)7F OECD B (23.670ELH 2Lt 37 &8

rlo

ol
—O

- B RIYO TSt 20 BRO0| FH0| SISIBN YRS BB 214 o280l0| a0l Tist | =07t

]
S SH=0189)
o] ZtEY

- 56| 9|&27|7|2t ARSI FHQIZEE(CN)2 QSS W] flot 20| Skt USY
THIAA 2 =219 o Z
- 0[2f8t Q277 |= Q2 Yo/t HE £=2 TINEO Mot HAA=0f 2ot =9, oAFo| 72 SHME 22| 017

GNINETCSS

2) R2|Uet o= 7|7| HH g

o

It

i

(=3
=

o

» Ol 7|7] A0l 2ot 7=EE(AR7171Y, =771 Al - AT ANO 27810 & 2371 o (MUK ¢
TN ), & 24374 B ol 7H0|=210ls 786k Q8™

S CHEH9) 93 TA| EE Jj0|=21012 18w 2487

84) eis|, 22E A OIMAL MA K LTS 2Iot HIWHE S, SF=MATH, 2011, 7H.

85) MAM-AZA- U, Q27|70 BA BN, el AMATISH, 2016, 113,

86) M7IM-ZZAl- L Q& 7]7|MY 24 BN, ol B AMATISH, 2016, 128,

87) i[O S22} k50| - 0]0] &, M2lF7|& Eiut Shiol| 2ot WM StaE AT HEIM, 2014-07, 61-62H.
88) Zeid|, 22E A MU MA K LTS @[3 HI WA S, SF=MATH, 2011, 7H.

89) 2|, 22 E AAAOIMA L HAXN LTS et YA A7, eF=HAATH, 2011, 78,

90) AMZOIfZOMHA, U7| #2 =7|7] 710|211 & MES, 2014. 8, 3H.

91) AZQIAZRATIA, L7 22 27 7|7| 710|=2t0] & HES, 2014. 8, 3H.

35



HI1E: FHcictel ol2717] HRol Bat 24 GlobalIssue Paper 17-08

r-ln
R
Bl
0x
B
st}
=
_>d
ﬁ
In
D{u

927170l H3t &7 AP

» Q27|17 | HZYARE 2= 717]9 S5O et THE o7t S S AFZALOl [W2fOF of

DOI'

X OliTh ©J28 19| EE 2 B RE ATEL0(O] 22, AWK IH0| H HO|DE HE0| ERIE gloL XA

3 —

HF7171, (T, 57| 59 ER0= A=YV | F=571E &S010{0F MUl s

[E 1] ABOIUAZOH 0|87)7| S8 &

1 7ol S ORE Z, =28 77, B MY ATEQ0f
2 HS A, I ©S A =25 AZEQ0f
3 ==z X-ray &%, CT, MRI
4 ni= HYEET| S
- B0 R2 4(188), =77 52 MIAIL0|Z2 MALIMA AR SEOZ AT 7HsS

) 258 5 3L ME2 B2, AL 67H10L O|Li)S 2OtoF &f (JAH7[Zt 10 OfLK)

=

< (i) 258 S5-I MEY B2, 7I8=ME AUMAIE 7Ie2 M $2610] I22H 2 7|82 MK
TS AIME EFO10] XL 57 1S OLOF 2H(&AL7 [ZE 102 O]LH)

(i) 258 M22 HME2 22, AHAFH 7122 ME HROI0H 51715 L0t0F (A |2k 80Y)

[ —- =

—1
=
SEM YA R AR, AfAQ] 51715 ZO0t0F S(HAL (2 65Y)

92) AZOIfZOMNN, 7| 212 2= 7|7] 710|211 & HES, 2014. 8, 5H.
93) MM - ZZAl- L Q& 7|70 24 B M, ot E MRS, 2016, 12H
94) 2 HiE MZIM-A|ZA- 248 O 7|7|4Y BN BN, SIRHAMTIS Y, 2016, 13T HE QIE8I%S.

36



Z|MeAHHHE Issue Brief on Foreign Laws

0 Q=7|7| HA|E
» TAE717] 7|E2M el O[S | Z10|=2f01,, TRl 7 (7] &7+ M1 HAL SOi| 2ot 17 S 0l 7HE =717 0]
2o HAT [EE MRSt US
-JIEEM0E Y7179 “AY ! A=, g5 X AU, AESH, E5Y A HEAYE, MEWH, AR
(B8), sS=3HIuE, HEARE" S0| 7| 0{0F &
- 20149 1852 E N HEE ] M7 SO, 4HA 2R5717|9 2, 7IEEM &Y Al TAR7)7| IHBEZES
71&2M(STED) /& ZJ610] MUK 0] MIZSHO{0F £IALZ} 0| R01R
» ME2R 2277 SH| OE Melz7|&E7t
- M22 2=57|&8 d8% AR7|7|7t SHots 42, MUNO| 9=7|7| S{7HAF HAHOIA A= 7|EH7HNew
Health Technology Assessment, NHTA) CHAEE T}t
- MOE7|EHIt YO Stk B2, SR = Ol MORT|SHIIE HAY ESHAME7I0IM 22 QY
20 SHHRE A™E
X% 2016 Q=77 A4 JIHCE MOm7|&E7t HADE AUKME HECRE TR 1 MA £k JHME,
CTHUStE| 1 MASEI A E

[T 7] ME | =) |2t MO|R TS LI IAHA ™

FR A
(B17HIAD Jay
icacy
AlO|2 7S LI} MY
Y
ery C AoEIEm
Quy | CHAL 035 2
(Effectiveness) N ¢ v
NECA v

(MejE7Is < v ! { 1 J

! I ’ )

“Aojg “HTEHA “HIztH
71E” 71E” o87|&”
Almie) SoEEA Y Y
oo sriee ‘ =T E2bS ‘
Goizm) 2 ERES

95) 2|0 Bf2A}- ki=0] - 0[01&, MR 7|& =t SHHOl| 2ot YHEA, ot B A7 ALEIM, 2014-07, 50,
{&H|OF- 22X} Ri==0] - 00, MolE7|& =@t o] 2ot MM, St=EAASATE ATE 1M, 2014-07,
[¢]

37



HIE: FHLicte) o2 77| Aol 2t A Global Issue Paper 17-08

[13 8] HATMHIAS EE3t 9R7|7| 5171t MR T |SHI 1y

o|27|7| o)2717| 5
- W ol27|7] &7t
S 41
o =I4 =
L Ao|RT|=HIt Ao|RT|=HIt .

AMA = =
zy
JNIEIIE

2. fa|Ligte| o|&7|7| 7|1ZE 2t S HIZ=}
1) FH7IE =Y 28
O GMP & 7|1&
» CIHH
- 2|Lizte| AL, WHO 11 013 19771 SAFHO 2 ZIE 013 19979 Q|27|7| A0) g™
- 1999 OpAtE AJSTAl0] o|27|7]0] B3t SXHN FH0| HSO2 H3
-20033 9=717|H HE2E GMP 223K =717|8 HM6= 0lsh7 YeE

- HOR2 R0I7|7+2 M 2007 0|28 H= GMP QI5S EX| 42 2|=717|0f thet M= S XE
- 20124 Q=717 EVISAIHHE 28 =, 2013H AF2|%U4F N 1IAIS IHEHSIH 2= 7|7 517t 3 SRIM=0
%@ ’Sﬂ% opst
»lEEY UE
- HIZ§AL| o=
« 2 7[7| HIZYS17IS 2OtoF & (A=7171¥ H6X)
« AL QIS- I OIR (=771 H|12%)
« AE-HIZE-SHHZAA |RAIF (A=71718 H13Z)

- $UYKio| o/

<277 YUY 57 AT (A=7(71Y H14%)

rH
rot
ox

2
iz
rot

97) & H= HiAH|OF-HR2 A} ki=0] - 0]0)1 &, Melz7|s el 2htof| REAAMNS AT HFE LM, 2014-07,
5 o

38



Z|MRAZHHMHE Issue Brief on Foreign Laws

> Seleilo] o
- OJ2717 | H14ZU 617} 5)

X Olg7|7| Mz 3 FEEHL7|IEGMP 7|E)

2) RE|Li2tof Metet o= 7|7 TAIKIA 7H MLt A

PeUeto] o= 717| & =H|xe} ol
» 2|2t R = 7|7]0f &t R IIHIE(GMP)E EYEH UKL FHH 2 HAIE(SO & ZHHAP|E)2
TR S
- RE|Li2te] HL, GMPOI| 2[5t 2|2 7|7| SIS IM=(Sl=2 7|7 |% Moz 0[5, 455 2=71712 B2 S/ Al
SHEZESV|EZM ABAR(A=7171Y HM27Z) SO0| #EE0 UAS
> SAMEXL 2t 0|2 717101l THEH AR [ 7101 =2F019) L0 ISO 210] 4F Fie &85 1 = AC= FIHE.
- O|IZitH 2016'A MIFE T30 ZEIHE 018010 MAL= LIRS JEdtd XXM ey 8 SAE 71012

201,90 B2, ZF AIHY=0IM ASTM E= 1SO 7801 HCHel A4S = 2&E01 US

B 12] 71857t A QIR AES oA

ASTM D3574,1S0O 845, ASTM F2081

Qe Sl K= HAF AHEH Bt AR K= £ ISO 15676, 1SO 25539-1,
ISO 25539-2,1S0 1923
£ HHZ 2 EH ASTM D3574,1S0 845

Bz, 2HE

) - ISO/TS 18507, 1SO 14706
RS0 TSt AHIE O AR 20| fla BN S ; ’
N =T S ASTME1621-13

o=

SHEZZ  HEWA 02 57 gNEg
EhE s SHES 1507198, 1S0 255391
2% oSS
ot stet™ JhulH MR EE S EPA 8315A
Pl K| A2
. . ASTM F2603-06(2012)
54 A1 XBHE A :
Rt SHEE ASTM F2385-04(2010)
Ctad 37| 8l HE X A4 0337 8 ASTM B276-05(2010),
zas = EETE 1SO 7198:1998, ASTM F2450-10
¢ 91| OJAIS AHTIoI0] 220 S0 T2 SHOIA IS4 & 4 IS

99) "3D ZEEE 08310 MZAE = TEMYEE H2oiy XXMl QY A HsAY 7H0|E221 ), 2016, 17H.

39



HI1E: FHcictel ol2717] HRol Bat 24 Global Issue Paper 17-08

O 2|20l Kot 0|2 7|7 | AIMA JH LRt A
» O|2717|8 92 7|7| ML |ES

&
S52 @700t ULEE IV |E 4E0le B2, YA 2t L L
o=}

- 1% 7|72 o2 AP |ES e A LERLR]
SoH= 21 50| YT 4 UCDE LTRIRO| 0A7HSY T4 S 960 YBE ZHY|1FS $BY LRk S
#o= 428

- A7 IZ0| MHOR oJZ 8 22, R2ILi2tY| 2R717| YA Y G7ke] DRY HLHE FH7IEN BEE IH550)
S0

- FHUITH] 22, FH7IE IS X ZB0I HIXQ! HOILE ALY HLICIHSO S 2A7IE AR H3X0l ojzg
S 2710192 012 P2ILI2I2 THSSHA AR 42 91

- %WI_ |20 oBAE0| OfLi2t HTAO|SE BXITS S 9lot0] T2IHOR #8si5, 0[5 Ko

SH 240] IR HIZIXISR| 245

~LERS) AR SEICKR o127 KO AN
@7\ FPIES BE HZ6| BoH= U 71ES

- B7|5O2 IMDRF(2IE: 3%, 5218, iUCt, 52, 92 EU, 22, 0|2, WHO-), GHTF(SIRIZ: 35, 7juidt,

U=, EU, DI L2ILI217H HFXOR HOSI0! 7IE HIIA L3 S2S Sl RIGI0{0F 8

-2 20|11 THYAS LEBIE Rt 20| 72T HE Al

HRtsk= 0| BRI 2oz Atz E

o
=

40



Z|MRAZHHMHE Issue Brief on Foreign Laws

==, GMP M=7} 0|2 717 |4t 2] ZY=0 O|X|i= Seofl 2ot S, OFRLHa W MARtl=g, 2011,
+ g3, b0 FTA0| 2 = LAIE 714 S 4Eleh eF KIET A&, 2007.

o K
S2E AA MU HA LTS Flot Bl EA S+ S=EHAMATH, 2011,

- s,

- BR[O HHR X} KH40|- 0|0, AOR7 |2 EUT SHMO| Bt MAEA SITIAASIOITI I 1A
2014,

« MZIA AL 24, OlR7|7|AQ) B BTN, SR ANRITISE, 2016

- AIZOIOFRORHA, 2277 GMP EEoHIAM, 2016,

2. 212
+ Nancy Ruth, RAC, CQA (ASQ), Device Registration Pathway in Canada, Regulatory Focus, 2010.

+ Sarah Chandler, Overview of Medical Devices Regulations, Health Canada, 2015.

+ Global Harmonization of Medical Devices in Canada, Global Harmonization, Focus, 2008.

3. 1A| & 7j0|E2t0l

o MO|OHEO| EZE5{7}- AT - MAL A (AEO|QHEEQMA TTA| H[2014-58%).
< TOIZRT|7| HIZ 4 Y BRIV [HHE 1] QZ27|7| HX U 2RV |E HetdEIp|E U TWIHE
(A|Z QIO OLMA TIA| K|2010-933).

- 3D Z2ES 0|25t MZEH= TSNS H=old XXMl e 2! Al 710|E212, (MF

OJOFZ QA TIAY).

« WHO, Medical Device Regulations—Global overview and guiding principles, 2003.

|

. ZH[0]X]

=~

- SSOOIEEE SH0[X]. (www.data.go.kr)
AZO|OFZOMA = H0]X]. {www.fds.go.kr)
« OFA|OtEZEYIM| = H|O|X]. (www.ahwp.info)
« FHLiCt 2Z4=3(Health Canada) ST 0|X]. {(www.canada.cay
- LTt Q|2 7|7 |2 ALSE 2= 7|7 |= ST O] K|, (www.hc-sc.gc.cay

o LT XIS = 0| X]. {www.casgroup.org)

41



HI1E: FHLCe] o277 Erlof 2ot =M

« SRIOISHEAIAE =H0|X|, {centerinfo.or.kr)

EMERGO 20| X]. (www.emergogroup.comy
GHTF ZH|0|X]. ¢www.imdrf.org/ghtf/ghtf-study)
IMDRF ZH|0|X|. (www.imdrf.org)

- A4 GILICH QIR T|7| B2 AR SEF MY KOTRA SHRIARSA 20174 79 19X}
o HIEZL MALIZ (7] AR M2 3 =L o= 7|7| MY ok o= 7|7 mAELR! 20159 78 3YAL

[=X}

« UG, UL 2= 717| Q15 HAYMIT BHok= 21F 2SEAY, KOTRA A w4, 2014E 38

29¢AL,
- FolM, "AHWP H3|W OF, =A|2|Q| “HIEEC HHH™ BICIZEIY =, 2015 38 232AL

42



