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European
Cammission

Transition Timelines from the Directives to the Regulations
Medical Devices and in vitro Diagnostic Medical Devices
—

Unil 25 May 2020
Al certifivates isued under the Medical ;
Deviees Directive (MDD) are yalid e

MODAIMDD
Directives

From 24 MAY 2017
fevices that conform with = Medieal Devices Regalation (MOR)
iray b phacd o this skt

Medical Devices

MOR
Regulation

26 MAY 2017 MDR enters into force ' 26 MAY 2020 MDR fully applies

2017 v 018 19 2020 . 2021 022 * 2023 2024 2025

* Z=X: European Commission
* J|1Z 2020 SHRE ME 0|FH0|UHE MDRE2 COVID-19292 Qs X AIE 1 HRE (RIS, 2021)

3) European Heart Journal, Implementing the new European Regulations on medical devices—clinical responsibilities for
evidence-based practice: a report from the Regulatory Affairs Committee of the European Society of Cardiology, 2020.07
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6) HPRA, New EU Device Legislation Information Pack
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CHAPTER x3t | x3t

I Scope and definitions (Hel & H2l) Article 1~4

MAKING AVAILABLE ON THE MARKET AND PUTTING
INTO SERVICE OF DEVICES, OBLIGATIONS OF
Il ECONOMIC OPERATORS, REPROCESSING, CE Article 5~24
MARKING, FREE MOVEMENT
(A BAIE 2t 27ARY)

Identification and traceability of devices, registration of
devices and of  economic operators, summary of

. safety and clinical performance, European database on Article 2534
medical devices (2|Z7|7| Al G =HM)
\% Notified bodies (21572 Article 35~50

y CLASSIFICATION AND CONFORMITY ASSESSMENT Article 51~60

(22 % ey W

Clinical evaluation and clinical investigation

Vi (1A ToF Ol ol AlE) Article 61~82
Post-market surveillance, vigilance and market surveillance .
VI (B S ZAL 204 8 AR XA Article 83~100
Cooperation between Member States, Medical Device
Coordination Group, expert laboratories, expert panels .
Vil _ L . Article 101~108
and device register (2|2=, MDCG, & A4, ™EJ}
Mg, Q87| SEX 2+ $Ha)
Confidentiality, data protection, funding and penalties .
X n Y, Jate prozection, Tonding and Article 109~113
(1%, oy 22, Xz 22 % NHE)
X Final provisions: Article 114~123 (X5 %) Article 114~123
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15) MDR Annex XVI Article 1(2)
16) MDR Article 61

17) “Will the EU Medical Device Regulation help to improve the safety and performance of medical Al devices?’, Emilia Niemiec, 2022.03
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18) =R 7|2 YH Y
19) MDR Article 83(2)

20) MDR Article 83(3)

(CE) 2|&7]7] MDR 748, 2022.04
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- MDR Annex VIO QI52(ae| =&dat S84
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The European Association Medical devices A
Notified Bodies SZUTEST LA N
* ZX: Team-NB 2020 presentation

« O|Z7|7| 2fE0| CHot RAS kot HAGHOF & H=0f sl P A85tUS21
- NEXH= 2l=2|7|9] EAIARO| Heot=SE S5t040fF St (Article 10), 2O K|z, ZIEH 8
1t EAMO|| CHsl @210HsA0| Q= UAXE BAIZE 81H QF El(Article 4(b))
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(Article 4(b)).
m AEDAHE =Y 2 =Y
Sl 2IE7(7| AlAR Az

ZH0l EU O|O|E{H|O]A(EUDAMED)E = 8! 9o|Z7|7] EZ=IL(Unique Device
=8 Mn22)

. Ee—n_
Identifier, UDNE S¢F =& AA™ES =3l o|=7(7|0f et £8d 3¢ =

- QUIME(EUDAMED)= MDR1} 2t2st GO|EE ZMsIo HEO| X & KE2|E 20[5HH

REElE A=2|7[0f Cfeh HHENQl FE(YY AlY, Hed

Helolof 9|z7|7(2 |
o|Zo7|of 17 AE

st DB S8 AlAHO2, 93 L

-|m
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21) st2oRIJ[tMPHY, S (CE) 2/&7[7] MDR JH8, 2022.04
22) TUVRheinland, https://www.tuv.com/korea/ko/service-page_35968.html
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<EUDAMED Zt# MDCG =8 7(0|EHA>

* MDCG 2021-1 Rev.1 Guidance on
harmonised administrative practices
and alternative technical solutions
until  EUDAMED is fully functional
(EUDAMED 7|5 &2 2ot 8y &
’ls £F40]| ot Jto[HA)

* MDCG 2020-15 MDCG Position
Paper on the use of the EUDAMED
actor registration module and of the
Single Registration Number (SRN) in
the Member States (2[®=2| SRN,
WAt S5 2E AE0| CHgt 210[HA)

LJLJLJ Ly L.t{

UDI Static Data Elements

<UDI Zt# MDCG =82 JI0|HA>

* Guidance note integration of the
UDI within an organisation’s quality
management system (X% EX 22|
AIAE) Lf UDI 53t 0|32

» MDCG 2018-1 Rev.4 Guidance on
BASIC UDI-DI and changes to UDI-DI
(12 UDI-DI2} B0l Cliot Jt0|EHA)

Machine
Readable

SULLET I (01)00739240013018 (17)012521(12)2341(21)1999]
Readable (01) (17) 12) (@0
Device Identifier Expiration Lot# Serial #

Date
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2N ZA|X|A(comprehensive monitoring system)E LQ=Z
s

* 21 &X: https://www.arenasolutions.com/
*LIE £X: MDCG 210|HA
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oY, 2520 AE 29, 212 24

HZofl

=2 O

Compliance; PRRC)Z %|A 3+ T 0|4 I=|H*I3H0|E &2 GA29)

23) BRI |ATYEA, RY(CE) 2/=7|7| MDR FRAIE 4
24) 3=OI7|ATYEA, |RY(CE) 2/=7|7| MDR FRAIE 4
25) MDR Article 15

DCG F8 J}0|EHA, 2022.05
DCG F8 J}0|EHA, 2022.05
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*ZEX: Factsheet for Manufacturers of Implantable Medical Devices, European Commission
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+ olRIP| AR 3 QO] HIHO! K| It X OR Aglol

f B M [ oo

HIM Xz 2|Re}27)

ot =20l PLER @7
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- ATt = ZAPAZl(Post Market Surveillance Plan, PMS Plan)g $=&6t0 ATt = Bilsh 4~ Ql=
A X Y| g, NS O] sl HR Al AT 2 Y £012(Post Market
Clinical Follow-up, PMCF)E <510 3lfd LIES fIete| EuAMLE AHHoF E 1Mo ZEI0IE

AT 2 ZAAEI(PMS Plan): HMEQ| AlE Al 2 MEQ fF o G 52 Horetn EAME
2ig, fi6ld 52 ZELEYSH: 2ol Ciet A=

~ DY 17|, FME 2™ U Hs 2X, 5588 ?|HeRE ot CEORY J(7] SOl s AT F i
SEUA(PMCF)?F HRstH, 27| AHEE EME 3HY = Us d2= o2

- AT S AMAZRARAE HTMZAM Class | QEI7] MEYME ATt T Al E1A
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