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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’
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Achievements

50 MDR notified bodies (12 applications ongoing)
~8,000 MDR certificates issued
13 IVDR notified bodies (8 applications ongoing)
~900 IVDR certificates issued

Expert panels (hosted by EMA)
“ EU Reference Laboratories

EUDAMED modules (Actors, UDI/DEV, NB/Certificates) in
use

¥ Objectives

“robust, transparent, predictable and
sustainable regulatory framework [...] which §
ensures a high level of safety and health
N whilst supporting innovation”

Remedies

More time to transition from MDD/AIMDD/IVDD to MDR and
IVDR (i.e. extension of MDR and IVDR transitional periods)

Challenges
Limited capacity of notified bodies

Length and costs of contormity assessment No lowering of quality and safety requirements

Stricter requirements (especially pre-market

clinical data) MDCG guidance supporting the transition

Risk of shortages
Delay of EUDAMED

Growing number of “harmonised standards” and extended
standardisation mandate

EU4Health Program projects
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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
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End of transitional
period for other

End of transitional

Deadline to lodge Deadline to sign a End of derogation

£ (D (72015E an application & written agreement & for class Ill petlioe tor s class llb, lla, Is/m
Re%tslgg;)()no(fu) to have in place transfer appropriate custom-made . and class !'b and MD with no NB
an MDR QMS survc-',;i/::gjgc[\?Bto an implantable Impleaxnetrit:)lteeg; not involvement under

MDD

30.4.2024:

>23.500 (7 Z"" beriitrioka @ IMDRF

applications
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Ensure availability Provide healthcare Enhance transparency by

especially of high-risk in
vitro diagnostics (IVDs) by
extending transition
periods
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systems more time to
safeguard patient care
by introducing advance
warning of interruption or
discontinuation of supply
of certain medical devices
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enabling a gradual roll-out
of the European Database
on Medical Devices
(EUDAMED)



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=consil%3APE_54_2024_REV_1
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No significant changes

No unacceptable risk to health/safety I 4

IVDR compliant QMS in place by 26 May 2025

applications lodged and written agreements with notified bodies signed by
certain staggered deadlines (depending on risk class)
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applications
26 May 2025

Manufacturers of
all device risk

classes must have
VDR QMS

26 Sep 2025 26 Sep 2026 |

IVDD certified & class D
applications

26 May 2026

. 26Sep 2027
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0/ , gquivalence
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class B+A sterile = ' \ condition

applications

L 4

for in-house IVDs

26 May 2027 31 Dec 2030

m

31 Dec 2027 31 Dec 2028 31 Dec 2029
IVDD certified & class D class C end of class B+A sterile
end of transition transition end of transition
end of validity
IVDD certificates
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. Discontinuation or interruption of supply of MD or IVD
- Risk of serious harm to patients or public health

e When?
« 6 months in advance

 To whom?
* NCA where manufacturer/AR is established (+information exchange between
NCAs)
* Economic operators (e.g. importer, distributor) or hospitals/healthcare
professionals

59
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- 4 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

@ Coordinated assessment of applications for clinical investigations or performance
&  studies only when EUDAMED CI/PS module will become mandatory
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Documents confirming that device is
covered by extended transitional period

Manufacturer's Declaration

in relation to Repulstion (EU) 2023/807 smending Repulations (EU) 2017/745 and (EU) 2017/748 a3
regards the transitional provisions for certain medical devices and in vitre diagnostic medical devices, jn,
partieular with respect o

+  the validity of certificates issued under Council Diractive 80/385/EEC on Active Implantable Madical

> M a n ufa ctu re r’s DeCI a rati o n gzzcﬁ:‘ggﬁtﬂr‘or Council Directive S342/EEC on Medical Devices (MDD} (Direciive

+ the compliance of the devices and us as their manufacturer with the conditions far the continusd
placing on the market and putting into senvice

ad); It is recomim
|ed in a secure pdf fo
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}<Compan\,r>
<Address line 1>

<Address line 2>
<Address line 3>

» Common template (see EU Commission
website and Q&A) P ———

» Details on MF, legacy devices, certificates, e —
validity date, MDR Notified Body etc. e
Notified body name (i spplicable}
> Notified Body Confirmation Letter
( o pti o n a I ) ﬂ'ﬁi‘.'!fzﬁ.i“cfﬁ?'ﬁr"a'.’zf ;n';Lda (if applicsble) See atiached schedule

» Common template by NBCG-Med (see EU - 2RA IPRA™|  ooeres
Commission website and Q&A) -

<Date>

Notified Body Confirmation Letter
Reference: XOOOO00OKX

To whom it may concern,

Confirmation of the status of a formal tion, written agr nd
appropriate surveillance in the framework of Regulation EU 2073!607 amendlng
Regulations (EU) 2017 /745 and (EU) 2017/ 746 as regards the transitional
provisions for certain medical devices and in vitro diagnostic medical devices

Sew atiached schedule

This letter confirms that, NB Name, a Motified Body (NB) designated against Requlation (EL)
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:

o Sew atiached schedule

Company Name

sament proceture pursuant 1o MOD A rat Street

‘arawn up pror n 26 May 2021 avd for which

ment o2 nctied hedy 254306 qity
Country

SRN Mumber (if available):

> List of devices covered by the extension J

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.

> Free Sale Certificate

» by National Competent
Authorities

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

contact
e letter

oter. It is recom| “ﬂnrad th
ries on the

MB spedifi
number fo

a generic emal
tion of the valid
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Was
“an (ADMDD Factsheet for
Certificate Issued from
35 May 2017 that was valid
on 26 May 2021 and
is not with-
drawn

on medical devices and
Did the S in vitro diagnostic medical devices

(AIMDD certificate
expire before
20 March 2023
H t 1 for regulstonyfcormpetent authorties in courires that are nt part of the ELIEER. For a general
of the regulations please rofer o the Medcal Devices sectin on the .

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

JULY 20:

mdr_proposal extension-g-n-a.pd

euroa.eu

‘an agreement!
between MNF and
NB been conduded before
gxpiry of the (AIMDD,
certificate
?

Hasa CA
issued a derogation
pursuant to Art, 59(1) MDR
before 20 March 202
?

p

Continue with

G)on next page
\G pag

! "Agreement” refers to a written
agreement for conformity assessment
in accordance with Annex VII, Section
4.3, 2 subparagraph, MOR in respect
of the legacy device or a substitute
device

Does
the device re-

‘quire N8 involvement
under the MOR, which was

not required under
the MDD
3

md devices-art120 flowchart 0.pdf

euroa.eu

IpZY U.S. FOOD & DRUG

ADMINISTRATION

IMDRF 2024 Chair

&D IMDRF

International Medical Device

Regulators Forum

EU) 2017/745 (MDR) and the
ulation {(EU) 2017/746

ust, transparent and
gnised intemationally
nd creates fair market access
for manufacturers.

The MDR u,,lduL the Medical Devices Directive 93/42/EEC

antable Medical Devices Directive
90/385/EEC MDD). The MOR became applicable on
26 May 2021

The VDR replaced the In Vitro Diagnostic Medical Devices
Directive (38/79/EC) (IVDD). The VDR became applicable on
26 May 2022,

h Regulations provide for a ional transition periods,
tain conditions. The requirements enter into appli-
related to the

of manufacturers

Il e MOR 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

European Commission, where there are also contact poirts for

aiso provides information on acc
webpage

As an authoy a third country t
about the timelin
e also bear

ay
o made available on the EU market. This is of

particular importance e third countries that rely on

the CE marking of devi nt access to their markets

alth institutions, pro-
importers should be
requirements and applicable timelines

MDR-IVDR _FS third-countries en

(eu opa eu)



https://health.ec.europa.eu/system/files/2023-07/mdr_proposal_extension-q-n-a.pdf
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/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
https://health.ec.europa.eu/document/download/0f868301-8580-48e8-afa1-79aae839188e_en?filename=thirdcountries_factsheet_en_0.pdf

The EU Regulations on medical devices
and in vitro diagnostic medical devices

Information session for international regulators
and stakeholders

International Medical Device


https://shorturl.at/8ylYd
https://vimeo.com/981305833
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that device is covéred
by extended transitional

period (same as for
MDR)

Article 10 (a) about
discontinuation or
interruption of supply

Eudamed requirements
and registration
obligations
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Orphan medical devices

MDCG 2024-10: Clinical evaluation of orphan medical devices

¥
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+ Pre-market clinical data for orphan dewces
 Acceptability of limitations in pre-market clinical data
 Considerations for Cls for OD
* Extrapolation of clinical data to orphan indications

* PMCEF for orphan devices

 MFR & NB activities and responsibilities

» Expert panels: advice on OD status and clinical evidence

il 15700 o &> IMDRF
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https://ec.europa.eu/eusurvey/runner/Survey_eIFUs_medicaldevices_2024
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Al-enabled medical de

Regulated under MDR/IVDR and the Al Act
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. AI Board - 15t official meeting on 10 eptember 2024

* Establish of a joint governance system between MDCG and the Al
Board

* Nomination of Al experts (with knowledge of MDs) until end of
September

* First physical joint meeting - December 2024 MDCG New
Technologies WG

Priorities:
d FAQ on interplay between MDR/IVDR and the Al Act
d Implementing Act on the establishment of Regulatory Sandboxes
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Targeted Evaluation of MDF
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. AI Board - 15t official meeting on 10 eptember 2024

* Establish of a joint governance system between MDCG and the Al
Board

* Nomination of Al experts (with knowledge of MDs) until end of
September

* First physical joint meeting - December 2024 MDCG New
Technologies WG

Priorities:
d FAQ on interplay between MDR/IVDR and the Al Act
d Implementing Act on the establishment of Regulatory Sandboxes
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Call for Data collection
evidence and analysis Scrutiny &

& public rutis
consultation Validation &

Building the
foundations of
the Evaluation

Scoping phase mapping &

consultation
strateg

(intervention
logic,
Evaluation
questions)

Adoption &
This is where we Publication
are now
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