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Agenda (.edit display name
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microphone, when you don't

speak;
Welcome and scene setter 3. use the raise your hand'
button, if you want to speak
2. State of play of implementation N\

» Regulation (EU) 2017/745 on medical devices (MDR)
* Regulation (EU) 2017/746 on in vitro diagnostic medical devices (IVDR)

3. Q&A

4. Demo of EUDAMED, UDI, EMDN
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Regulatory framework

Regulation (EU) 2017/745 on medical devices (MDR)

» applicable since 26 May 2021, plus extra transitional period for ,legacy devices'

Regulation (EU) 2017/746 on in vitro diagnostic medical devices (IVDR)

» applicable since 26 May 2022, plus extra transitional period for ,legacy devices'

Official Journal L 117

of the Enropean Union

Eglih o

i

Lagislation

Unoherd

% T ERA s

*  Regulaties (EUy 2017742 of the Ewropean Parbament and of the Comncd of 2 Aprd 2017 on medical devices,
ameniding  Directive 2001 wli

EN

§ Legianive acts

MOIRZEC, Resubition (EC) ¥o 1782002 and Regulation (EC) ¥u 11232008 and
repealing Couneil Directives SVESSEEC sl BYIZEEC ()

* Regulation {ET) 2017746 of the Eurspean Parliament and of the Council of § April 2017 an iw s 17

dilagnasthc medical devices and repeating Directve 98 79EC and Cammlsslon Decldan 2000227 EL lj

e wkone tlles are prume 1 igir rype ans thzse melatieg 10 4201342y Mmaragertam of aprscilineal maners, and mp\‘:.er&-.-ﬂi7

Tinetrfies of o osier Artn are prumad i held e and preceded by 52 auensic

European
Commission





https://health.ec.europa.eu/medical-devices-topics-interest/harmonised-standards_en
https://health.ec.europa.eu/document/download/6eb9d1d8-7d9c-4442-9016-1eb84ab8492f_en?filename=md_mdr-ivdr-consolidated-stand-req-m-575.pdf

Extension of MDR transitional period

« Regulation (EU) 2023/607 of 15 March 2023 as regards the transitional
provisions for certain medical devices and in vitro diagnostic medical devices
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Extension of MDR transitional period

» Scope (“legacy devices”)
» Devices covered by MDD/AIMDD certificate issued by NB before 26 May 2021

» Devices requiring NB involvement for the first time under MDR with MDD Declaration of
Conformity drawn up before 26 May 2021 (“MDD self-declared devices”)

» Staggered timelines depending on risk class

> 31 December 2027 (class Ill and class |lIb implantable, if not excepted, e.g. sutures etc.)

» 31 December 2028 (other class lIb,
the first time under MDR)

ass lla, class | m/s, devices requiring NB involvement for

MDR
classification
rules
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Extension of MDR transitional period

» Conditions for extension
» Continuous compliance with MDD/AIMDD
» No significant change in design/intended purpose
» No unacceptable risk to health/safety
» MDR QMS in place from 26 May 2024
» Application for conformity assessment of (substitute) device lodged by 26 May 2024
» Contract MF-NB signed by 26 September 2024

> Extension of validity of MDD/AIMDD certificates (if above conditions are fulfilled)
» All MDD/AIMDD certificates valid on 20 March 2023 and not withdrawn
» Beyond original expiry date until end of transitional period (no update of date on certificate)

» Also certain certificates that had expired before 20 March 2023, if
» Contract MF-NB for conformity assessment signed before expiry of certificate or
» Device allowed on the market based on national measures
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Extension of MDR transitional period

» Surveillance by notified bodies during transitional period
> no later than 26 September 2024 by MDR notified body
» concerns only devices covered by a certificate

» Temporary derogation for class lll custom-made implantable devices
» MDR QMS certificate required only from 26 May 2026

» Removal of ‘sell-off' dates in MDR and VDR

» devices placed on the market before or during the (extended) transitional period and still in
supply chain can be further made available
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Extension of MDR transitional period

Effects on manufacturers and devices

> ‘Legacy devices’ can be placed on EU market until 31 Dec. 2027/2028 (according to risk
class)

» Also after MDR certification of the device (unless MDD/AIMDD certificate is withdrawn)
» High level of safety

» PMS/Vigilance requirements of MDR apply since 26 May 2021
» Surveillance by notified bodies
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Extension of MDR transitional period

Documents confirming that device is
covered by extended transitional period

> Manufacturer’s Declaration

» Common template (see EU Commission

website and Q&A)

» Details on MF, legacy devices, certificates,
validity date, MDR Notified Body etc.

» Notified Body Confirmation Letter (optional)

» Common template by NBCG-Med (see EU

Commission website and Q&A)

» List of devices covered by the extension

> Free Sale Certificate

» by National Competent
Authorities

m as used for 3 Declaration of

Delaration, including the attached printed an f
Conformity per manufacturer's QMS (g4 manufacturer's letierhead)

Manufacturer’s Declaration

in relstion to Repultion (EU) 2023/807 amending Repulations (EU) 2017/745 and (EU) 20171748 as

FRRdIEL with respeci o
«  the validity of certificates issusd under Council Directive 80/365/EEC on Active Implantable Medical
Devices [AIMDD) or Council Dirsctive 93/4ZEEC on Medical Devices (MDD) (Directive
Certificates) andior’
+  the complisnce of the devices and us 35 their manufacturer with the conditions for the continued
placing on the market and putting into service

Manufacturer nama

Manufacturer addrass and contact datails

Single Registration Number (SRN) (f available)

Authorised Reprasentstive name (i appicale)

Authorised Representative address and contact details

Single Registration Number (SRN) (f available)

Natified body name (f applicatle) . Se attached schechle

Natified body number (if appiicable) © Sem atched sl

Directive Certificate number(s)
1o which this confirmation is made (if applicable) & See atinched schedule

Original expiry date as indicated on the Dirsstive
Cerfificate prior to the extension of the validiy (f

End date of extended validityftransition peried . Se attached schechle

¥ The first condition is not apgdcasie in case of devices for which the canformity assessment procedure pursuant io MDD dd et
Faquite fhe IVGNEME o1 3 RGUEd body, 1T WHIET The daclaralion. of confomly was drawn U pror (i 26 May 2021 and 1or whic
e canfomuty assessment procedure pursuant 10 this Regulatian requires the nvoivement of @ notfied body.

Pape 10f4

regards the transitional provisions for certain medical devices and in vitra diagnostic medisal devices, jn,
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CERTIFIED
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OF FREE SALE

(Letter to be printed on the NB Letterhead); It is recommended that a relevant watermark
be applied to the letter and the letter issued in a secure pdf format to reduce the risk of
falsification/tampering of the letter)

}<Company>

<Address line 1>
<Address line 2>
<Address line 3>

<Date>

Notified Body Confirmation Letter
Reference: XOOOO00OKX

To whom it may concern,

Confirmation of the status of a formal I1 il written agr , and
appropriate surveillance in the framework of Regulation EU 2023/607 amending
Regulations (EU) 2017 /745 and (EU) 2017/ 746 as regards the transitional
provisions for certain medical devices and in vitro diagnostic medical devices

This letter confirms that, NB Name, a Motified Body (MB) designated against Requlation (EU)
2017/745 (MDR) and identified by the number X300{ on NANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR. and has
signed a written agreement in accordance with Section 4.3, second subparagraph of Annex
VII of MDR with the following manufacturer:

Company Name
Street

25436 City
Country

SRN Mumber (if available):

The devices covered by the formal application and the written agreement mentioned above
are identified in the Tables below. Table 1 identifies the devices for which an MDR
application has been received, written agreement concluded and for which the NB is also
responsible for appropriate surveillance of the correspending devices under the applicable
Directive. Table 2 identifies the devices for which an MDR application has been received and
a written agreement concluded, but the MB has not yet taken the responsibility for
appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or
Directive 93/42/EEC (MDD} that expired after 26 May 2021 and before 20 March 2023,
without having been withdrawn, this letter also confirms that the manufacturer signed the
written agreement under MDR by the date of MDD/AIMDD certificate expiry; or provided

Page 1 of 5
MB spedific Footer. It is recommended that NBs provide a generic email address or contact
number for queries on the content of the letter or verification of the validity of the letter
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Extended MDR transitional period
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Deadline to sign a

End of transitional

Deadline to lodge End of derogation

EntrYIiTO foI;cL:Je an application & written agreement & for class Il period for class Il
e%%§3|06n0(7 ) to have in place transfer appropriate custom-made __andclass lib
/ an MDR QMS surveillance to an implantable implantable (if not

MDR NB exempted) I

o

30.4.2024:
>23,500
applications

End of transitional
period for other
class llb, lla, Is/m
and MD with no NB
involvement under
MDD
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EXTENSION OF THE MDR
TRANSITIONAL PERIOD AND REMOVAL
OF THE ‘SELL OFF’ PERIODS

Q&A on practical aspects related to the implementation of Regulation (EU)
2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards
the transitional provisions for certain medical devices and in vitro diagnostic
medical devices

REV. 1

[ Legacy device pursuant to Article 120(3a) or Article 120(30) MDR ]

expire
20 March 2023
H

‘an agreement!
between MNF and
NB been conduded before

Isswed a derogation Yes

pursuant ta Art. 59(1) MDR
befare 20 March 202
?

id the
(A1MDD centificate

Continue with{ G )on next page

Does

the device re-

‘quire N8 involvement

under the MDR, which was

not required under
the MDD

No

European
Commission

authorities in

non-EU/EEA states

! "Agreement” refers to a written
agresment for conformity assessment
In accordance with Annex VII, Section
4.3, 27 subparagraph, MDR in respect
of the legacy device or a substitute
device

mdr proposal extension-g-n-a.pdf (europa.eu)

md devices-art120 flowchart 0.pdf (europa.eu)

Factshest s far

i couriries that are et part of the HUEEA For a general
ELonean DT s

he regulatonyicorpetent. authorties
overview of e regulaions please rofer to the Medical Devices sectian on the

In April 2017, the European Parliament and the Council adopted
the Medical Devices Requlation (EU) 2017/745 (MDR) and the
In Vitro Diagnostic Medical Devices Regulation {EU) 2017/746
(IVDR).

These two Regulations create a robust, transparent and
sustainable requlatory framework, recognised intemationally,
which improves clinical safety and creates fair market access
for manufacturers.

The MDR replaced the Medical Devices Directive S3/42/EEC
(MDD} and the Active Implantable Medical Devices Directive
‘90/385/EEC (AIMDD). The MOR became applicable on
26 May 2021

The IVDR replaced the In Vitro Diagnostic Medical Devices
Directive (98/79/EC) (IVDD). The IVOR became applicable on
26 May 2022.

Both Regulations provide for additional transition periods,
under certain conditions. The requirements enter into appli-
cation gradually, starting with the provisions related to the
designation of notified bodies and the ability of manufacturers
to apply for certificates under the Regulations.

The MDR and the VDR are directly applicable to all EU Member
States and therefore create a level playing field across the
EU market.

Manufacturers in third countries wishing to place devices on
the EU market should familiarise themselves with the rules,
timelines and obligations applicable under the Regulations.
General information is available on the website of the
European Commission, where there are also eontact points for

the national authorities for further enquiry into the application
of the Regulations or for quidance. The European Commission
also provides information on access to the EU market on its
Access2Markets webpage.

As an authority in a third country that imports devices from
the EU, you need to know about the timelines for implementing
the Regulations. Please also bear in mind that during the
transition periods, devices that are compliant with the pre-
viously applicable Directives and devices that are compliant
with the eurrent Regulations co-exist and may simultaneously
be placed or made available on the EU market This is of
particular impartance for those third countries that rely on
the CE marking of devices to grant access to their markets.

To avoid disruptions in your market, health institutions, pro-
curement bodies, customs officers and importers shoauld be
informed about the requirements and applicable timelines.

To avoid market disruption and allow a smooth transition
from the Directives (AIMDD, MDD and IVDD) to the
Regulations (MOR and IVDR), several transitional provisions
are in place. Most devices with certificates or declarations

of conformity issued under the Directives may continue
to be placed on the market after the respective dates of
application (DoAs} of the two Regulations until the end of the
relevant transition period. The exact timelines are further
explained in this factsheet

MDR-IVDR FS third-countries en (europa.eu)
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https://health.ec.europa.eu/system/files/2023-07/mdr_proposal_extension-q-n-a.pdf
https://health.ec.europa.eu/system/files/2023-08/md_devices-art120_flowchart_0.pdf
https://health.ec.europa.eu/document/download/0f868301-8580-48e8-afa1-79aae839188e_en?filename=thirdcountries_factsheet_en_0.pdf

MDCG quidance documents supporting the transition

» MDCG 2022-14: Transition to the MDR and IVDR - Notified body capacity and availability of medical devices
and IVDs (August 2022)

» MDCG 2020-3 Rev.1: Guidance on significant changes regarding the transitional provision under Article 120 of
the MDR with regard to devices covered by certificates according to MDD or AIMDD (Sept. 2023)

» MDCG 2022-6: Guidance on significant changes regarding the transitional provision under Article 110(3) of the
IVDR (May 2022)

» MDCG 2022-4 Rev.2: Guidance on appropriate surveillance regarding the transitional provisions under Article
120 of the MDR with regard to devices covered by certificates according to the MDD or the AIMDD (May
2024)

» MDCG 2022-15: Guidance on appropriate surveillance regarding the transitional provisions under Article 110
of the IVDR with regard to devices covered by certificates according to the IVDD (September 2022)

» MDCG 2021-25: Application of MDR requirements to "legacy devices" and to devices placed on the market
prior to 26 May 2021 in accordance with Directives 90/385/EEC or 93/42/EEC (October 2021) under revision

» MDCG 2022-8: Regulation (EU) 2017/746 - application of IVDR requirements to ‘legacy devices’ and to
devices placed on the market prior to 26 May 2022 in accordance with Directive 98/79/EC (May 2022)

MDCG 2024-10: Guidance on clinical evaluation of orphan medical devices (June 2024) new!
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Commission



https://health.ec.europa.eu/document/download/2db053bc-283c-4d2e-93f4-c3e8032e66da_en?filename=mdcg_2022-14_en.pdf
https://health.ec.europa.eu/document/download/800e8e87-d4eb-4cc5-b5ad-07a9146d7c90_en?filename=mdcg_2020-3_en_1.pdf
https://health.ec.europa.eu/document/download/14c2d8dd-8489-4db5-b035-1c174f17fb54_en?filename=mdcg_2022-6.pdf
https://health.ec.europa.eu/document/download/e5714b2b-e98b-4fce-b5ff-d9141a8f30e1_en?filename=mdcg_2022-4_en.pdf
https://health.ec.europa.eu/document/download/9518a759-24ce-4e15-83a5-e7b383911000_en?filename=mdcg_2022-15_en.pdf
https://health.ec.europa.eu/document/download/cbb11a6e-f0f3-4e30-af5e-990f9ef68bc1_en?filename=md_mdcg_2021_25_en.pdf
https://health.ec.europa.eu/document/download/76f9983e-164c-45f1-b2b9-c9e5050cefe9_en?filename=mdcg_2022-8_en.pdf
https://health.ec.europa.eu/document/download/daa1fc59-9d2c-4e82-878e-d6fdf12ecd1a_en?filename=mdcg_2024-10_en.pdf
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en

Upcoming MDR/IVDR amendment

Requlation (EU) 2024/... of 13 June 2024 amending MDR and IVDR as regards a gradual roll-out of
Eudamed, the obligation to inform in case of interruption or discontinuation of supply, and transitional
provisions for certain in vitro diagnostic medical devices (9 July 2024 expected publication in the OJEU)

Ensure availability Provide healthcare
especially of high-risk in systems more time to
vitro diagnostics (IVDs) safeguard patient care
by extending transition by introducing advance
periods warning of interruption

or discontinuation of
supply of certain
medical devices / IVDs

Enhance transparency
by enabling a gradual
roll-out of the European
Database on Medical
Devices (EUDAMED)

on



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=consil%3APE_54_2024_REV_1

Extension of [VDR transitional period

» Scope
» Devices covered by IVDD certificate issued by NB before 26 May 2022

» Devices requiring NB involvement for the first time under IVDR with [VDD Declaration of
Conformity drawn up before 26 May 2022 (“/VDD self-declared devices”)

» Staggered timelines depending on risk class
» 31 December 2027 (devices covered by IVDD certificate and class D devices)
> 31 December 2028 (class C devices)

» 31 December 2029 (class B and class A sterile devices)

European
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Extension of [VDR transitional period

» Conditions for extension
» Continuous compliance with VDD
» No significant change in design/intended purpose
» No unacceptable risk to health/safety
» IVDR QMS in place from 26 May 2025

» Application for conformity assessment of (substitute) device lodged
> by 26 May 2025, for devices covered by VDD certificate and class D devices
» by 26 May 2026, for class C devices
» by 26 May 2027, for class B and class A sterile devices
» Contract MF-NB signed
> by 26 September 2025, for devices covered by IVDD certificate and class D devices
> by 26 September 2026, for class C devices

> by 26 September 2027, for class B and class A sterile devices

European
Commission



Extension of [VDR transitional period

» Extension of validity of IVDD certificates (if above conditions are fulfilled)

» All IVDD certificates valid on 9 July 2024 (tbc) and not withdrawn
» Beyond original expiry date until end of transitional period (no update of date on certificate)

» Also certain certificates that had expired before 9 July 2024 (tbc), if
» Contract MF-NB for conformity assessment signed before expiry of certificate or

> Device allowed on the market based on national measures

» Surveillance by notified bodies during transitional period

» by IVDR notified body at the latest from the date when contract MF-NB must be signed (i.e. 26

September 2025/2026/2027);

» concerns only devices covered by a certificate

European
Commission



Extension of [VDR transitional period

Effects on manufacturers and devices

> ‘Legacy devices’ can be placed on EU market until 31 Dec. 2027/2028/2029 (according to
risk class)

> Also after IVDR certification of the device (unless IVDD certificate is withdrawn)
» High level of safety

» PMS/Vigilance requirements of IVDR apply since 26 May 2022
» Surveillance by notified bodies

European
Commission




Extension of [VDR transitional period

o o Coming soon
Documents confirming that device is covered by

extended transitional period (same as for MDR)

> Manufacturer’s Declaration
» Common template

» Details on MF, legacy devices, certificates, validity
date, MDR Notified Body etc.

> Notified Body Confirmation Letter (optional)
» Common template by NBCG-Med
> List of devices covered by the extension

> Free Sale Certificate EXTENSION OF THE IVDR
TRANSITIONAL PERIOD

> by N ati O n al CO m pete nt Auth O riti eS Q&A on practical aspects related to the in'lplemerll'-lll:'c;t‘ij(::i zit::giﬁ::ieéu]

transitional period provided for in the IVDR, as ame!
2024/XX amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards

a gradual roll-out of Eudamed, the ebligation to inform in case of interruption
of supply, and transitional provisions for certain in vitro diagnostic medical
devi
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IVDR — Transitional periods

IVDD certified & class D class C class B+A sterile
written agreements written agreements written agreements
26 Sep 2025 26 Sep 2026 26 Sep 2027
Equivalence condition

classf B+A sterile
applications

26 May 2027 31 Dec 2030

IVDD certified & class D class C .
certined & class > for in-house IVDs

applications applications

26 May 2025 26 May 2026
G 5 : . . = Time>

31 Dec 2027 31 Dec 2028 31 Dec 2029

ManUfaC.ture_rS of IVDD certified & class D class C end of class B+A sterile
all device risk end of transition transition end of transition
classes must end of validity

have IVDR QMS IVDD certificates

European
Commission
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Prior information about discontinuation or interruption of
supply (new Article 10a MDR/IVDR)

e Who?
« Manufacturers

Q&A
* What? work in
« Discontinuation or interruption of supply of MD or IVD progress
« Risk of serious harm to patients or public health
* When?
« 6 months in advance
* Jo whom?
* NCA where manufacturer/AR is established (+information exchange between
NCAs)

* Economic operators (e.g. importer, distributor) or hospitals/healthcare
professionals

European
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Gradual roll-out of EUDAMED

UDI Database

: Vigilance and
Device Post-market Surveillance

NB & a Market Surveillance

Certificates

n Clinical Investigations/Performance Studies

IT
development
in progress

EUDAMED public website

European
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Gradual roll-out of EUDAMED

g Enables mandatory use of a EUDAMED module 6 months after publication of EC
notice confirming module’s functionality
</ One registration throughout EU

Additional time for MF and NB to migrate device data and certificate information for
certain devices from national databases to EUDAMED

w

a Coordinated assessment of applications for clinical investigations or performance
9 studies only when EUDAMED CI/PS module will become mandatory

European
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Non-
legislative
measures

ACTIONS TO INCREASE THE CAPACITY OF NOTIFIED
BODIES AND HELPING PREPARE MANUFACTURERS

Position paper by Medical Device Coordination Group
identifying actions to increase notified body capacity, the
access to notified bodies and manufacturer preparedness

(MDCG 2022-14 position paper)

Increasing the number of notified bodies
Consortium (NMoBoCap) developing actions to @

increase the capacity of notified bodies and the
preparedness of manufacturers (trainings) and E

STOCK TAKING OF REGULATORY FRAMEWORK
AND TRANSITION (EU4HEALTH)

Study on governance and innovation

%g Study to monitor availability of
: medical devices on EU market

NEW: Studies supporting the targeted
= evaluation of MDR/IVDR

facilitating access to notified bodies, especially
for SMEs (matchmaking platform) (EU4Health)

SUPPORT TO REGULATORY INFRASTRUCTURE
AND PROCESSES (EU4HEALTH)

Supporting coordination between
notified bodies (EU4Health)
Support for European
database on medical devices

O
Tailored solutions for
o] &= | FSSECEEEELE
orphan devices ¥
\ N @ Support for designated EU reference

Targeted support to SMEs through @ laboratories (in vitro diagnostics)
Enterprise Europe Network o

NEW: Development of further supporting tools @

Joint Action on market
surveillance
such as translation of nomenclatures

SUPPORT FOR INNOVATION AND ';: e NEW: Horizan scanning for
L3 : medical devices (EU4Health
ADDRESSING SPECIAL NEEDS @ %ﬁ& { ]

NEW: Additional pilots with

Pilot on scientific advice by expert

panels for clinical development  Orphan device expert panels to support
strategies for high-risk devices =~ SUPPOrt programme,  conformity assessment
focussed on
paediatrics

(EU4Health)



Targeted evaluation of MDR/IVDR

« Assessment of underlying causes of remaining challenges
 Availability of devices needed for patient care
« Costs, predictability and administrative burden, especially for SME
« (Governance

 |nnovation in EU

‘ Early and targeted evaluation of MDR/IVDR

European
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Targeted evaluation of MDR/IVDR - timeline

Q4 2023 Q1 2024 Q2 2024 2024 /2025 Q4 2025
2= N
= cf-/' Q’o @
Internal preparations Call for Additional data  Evaluation
e‘"den‘_:e collection report
& public and analysis

consultation

European
Commission

EU rules on medical devices and in vitro diagnostics — targeted evaluation (europa.eu)



https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14155-EU-rules-on-medical-devices-and-in-vitro-diagnostics-targeted-evaluation_en

Thank you!

Relevant contacts:
Websites: Email address:
 European Commission « SANTE-MED-DEV[at]ec.europa.eu

« Directorate-General for Health and Food « SANTE-MD-
Safety (DG SANTE INTERNATIONAL[at]ec.europa.eu

Unit D.3 Medical Devices

© European Union 2024

Unless otherwise noted the reuse of this presentation is authorised under the CC BY 4.0 license. For any use or reproduction of elements that are

not owned by the EU, permission may need to be sought directly from the respective right holders. E”mpe.a".
x ommission



https://creativecommons.org/licenses/by/4.0/
https://commission.europa.eu/index_en
https://commission.europa.eu/about-european-commission/departments-and-executive-agencies/health-and-food-safety_en
https://commission.europa.eu/about-european-commission/departments-and-executive-agencies/health-and-food-safety_en
https://health.ec.europa.eu/medical-devices-sector_en
mailto:SANTE-MED-DEV@ec.europa.eu
mailto:SANTE-MD-INTERNATIONAL@ec.europa.eu
mailto:SANTE-MD-INTERNATIONAL@ec.europa.eu
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