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Current before 2020/5/26 Coming after 2020/5/26*
Active Implantable Medical 4 h
Devices (AIMDD) Council Regulation (EU) 2017/745

_Directive 90/385/EEC on (1990) » (MDR), April 5, 2017
Medical Devices (MDD) Council \ J
Directive 93/42/EEC on (1993) 4 )

on in vitro Diagnostic Medical | Regulation (EU)
Devices (IVDMD)Couni » 2017/746 (IVDR), April 5, 2017
___ Directive 98/79/EC (1998) . )
*Extension.

1]JAIMDD/MDD certificates will generally remain valid until their indicated expiry dates
actificates issued after May 25, 2017 will be void at the latest by May 27, 2024.
, ITRI
m
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7 B2 B& B2 83 M1 £ #7 (Highlights, Manufacturer)

‘ Scope (Article 1)

Obligations of manufacturers (Article 10, 11, 13, 14, 15, 18, 20)

Risk classes of devices (Annex VIII)

Device identification, UDI (Article 25, 27)

Conformity assessment(Article 52)

Summary of safety and clinical performance (Article 32)

anufacturers of Medical Devices, EU commission, 2018
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—, REBEEERESME BB RE
BEER(EU UDI)

under the EU Medical Device Regulations
2017/745 and 2017/746
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EU UDIE R HH B3 5% 3L

REFELE

Article 27 Unique Device Article 29 Registration of Article 31 Registration of

Identification system devices manufacturers...

UDIE R E

Article 33 European database on medical

Article 28 UDI database

devices
UDIFEHA
Article 87 Reporting of serious incidents Article 92 Electronic system on vigilance
and field safety corrective actions and on post-market surveillance

’ Industrial Technelogy
B Research institute
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EU UDIER J AT

G ) e (o) [

UDI#A A% UDIED BRERUDIE 1 e
_ (Article 28 UDI
(Part C of Annex VI) (Article 27, 123) database)
:%EM?EEB'J UDI device A g A g A
identifier (UDI-DI) + 4% EMER, RPN E N
ZE#BIUDI production S F R ER A Em ARSI
identifier (UDI-PI) \ ) \ )
_ B2 HE R (direct
\ marking) AIE& fiE EmEREHEIN
=) Rz

HeRO graft, Merit medical Inc.

7 TR
B Fesearchimstiute

Copyright 2019 ITRI TZ#Hiff3ER 8



(1) UDIFERK

e UDI Carrier : ABRTZE(HRI)X B &8 5(AIDC)

= In a plain-text version/human readable information (HRI) and in a
form that uses AIDC technology.

e UDI Carrier : 3#1 38 5l(UDI-DI) & £ E&& Bl (UDI-PI)

= UDI = UDI device identifier (UDI-DI) + &£ Z & BIUDI production
identifier (UDI-PI)

i uw::,i -
| AIDC
(01)09504000059101
= HRI | (21)19067811811
e ron it cqee | [ D et 0 [ T (10)563GS1
150 8801 dine format | | 3110 orocuct entinee) | | Appiicsion Wesiifcrs (i g scrinl, Iol number & expiry d) ( 1 }') 200331

UDI-DI UDI-PI

r Industrial Technelogy
B Research institute
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(1) UDIFERK

o EIEEREUDIZEHEHEAE (UDI issuing entities) :
= GS1 AISBL

= Health Industry Business Communications Council (HIBCC)

= International Council for Commonality in Blood Banking
Automation (ICCBBA)

= Informationsstelle fur Arzneispezialitaten (IFA) GmbH

I I‘ “ “ “l Il u - X6000 15 1234563!

(01) 0 0614141 99999 6 +A123BJC5D6E71G*

HIBCC ICCBBA-ISBT 128

9 ITRI LERMHERE 10



(2) UDIBSED

e BMEREIEIMEXR
- BEMER, RNIBULEEREE

The UDI Carrier shall be on the label or on the device itself and on
all higher levels of device packaging.

o HEBRIRI(E Z= B = PR (significant space constrain))
- ATAAEIA T — AR E
- BERFRASMELETREBHERI(AIDC)
- EERASM(RARIMELETRTARATRLZERHRI)

o OTCH IR
OTCHREREM , RETVKBHREBRITRREEZL(UDI-PHVERE
Sk
For devices exclusively intended for retail point of sale(OTC), the
UDI-Pis in AIDC shall not be required to appear on the point of
sale packaging.

Copyright 2019 ITRI Tz 11



(2) UDIB&EN

o ZREBIZER(direct marking)
- BAYR . 7EBFE A (reusable devices)
- THAMER . EmEamBEEAEEHERN
Be readable during normal use and throughout the
intended lifetime of the device.

- BRI . EEREERREHIRBEMNATIT , d
FERABRERER
Interfere with the safety or performance of the device
or not technologically feasible.

Copyright 2019 ITRI TR 12



(3) BEAUDIEHIE

e UDI Database (EUDAMED)
. BRI B
MDR/IVDR UDI device data sets
- EmEREHLR
W E 28k (EUDAMED), &R #i(Machine-to-machine
(M2M) data exchange )

EUDAMED public site:
https://ec.europa.eu/tools/eudamed

Copyright 2019 ITRI TZ#FMifzEERE 13



EU UDI EHER

o ERFESHIR :
- SERUDI#mES (UDI assignment) : 2020-5-26

» SERRUDIE ¥l & &% (Submission of EUDAMED/UDI
Database) : 2021-11

= STACUDIEGED

Implantable Class lla and Class |
devices and Class llb devices
Class Ill devices devices

MEZE  R/N\KBEBR 2021-5-26 2023-5-26 2025-5-26

%

N ES 127~ (Direct marking) 2023-5-26 2025-5-26 2027-5-26

7 TR
B Fesearchimstiute
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EU UDBE# ¥R 5| 3

Title Publication Date

MDCG 2019-1 MDCG guiding principles for issuing entities rules on January 2019
basic UDI-DI

MDCG 2019-2 Guidance on application of UDI rules to device-part of February 2019
products referred to in article 1(8), 1(9) and 1(10) of
Regulation 745/2017

MDCG 2018-1 v2 Guidance on basic UDI-DI and changes to UDI-DI February 2019

MDCG 2018-2 Future EU medical device nomenclature - Description of March 2018
requirements

4
4

MDCG 2018-3 Guidance on UDI for systems and procedure packs October 2018

MDCG 2018-4 Definitions/descriptions and formats of the UDI core October 2018
elements for systems or procedure packs

MDCG 2018-5 UDI assignment to medical device software October 2018

MDCG 2018-6 Clarifications of UDI related responsibilities in relation to  October 2018
article 16

MDCG 2018-7 Provisional considerations regarding language issues October 2018

associated with the UDI database
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« UDIE# K #BIMDRF UDI Guidance®® - UDBEHRBE(US FDAEEBRIENE
3 (2013) labeler, EUEE R &R legal
« UDI = HRI + AIDC manufacturer)
- UDIBAED : SRM BB R RN ERERE « BEERMAELFREEIZE K (procedure
hag packs)
. IR 2 imIEHEAS(GS1, HIBCC, ICCBBA) o 80 BEBR/BI 7ok 7 0E A E5 B (5 i R
. EHANE, ERE. HRASHEE PIRGEIZK)
UDIEEER « UDI-DIEmE A E %ML (data
- SRS PR/ BIAMER elements)
. AEEEABH 2 EEM (drect mark)| | UDIDIERER/ LEH
ER

019 UDI Conference, 2019-6-11
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