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MDR - extension of the transition period

 Drivers and objectives

» challenging transition from MDD/AIMDD to MDR
» avoid risk of shortages of medical devices
» ensure patient access to wide range of safe and performant devices

» give more time to manufacturers and to notified bodies to complete MDR conformity
assessment

» no lowering of quality or safety requirements
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MDR - extension of the transition period

* Main elements

» staggered extension of MDR transitional period depending on risk class
» conditions for extension
» ‘appropriate surveillance’ by notified bodies during transitional period

» extension of validity of certificates issued under (A)MDD
» including expired certificates under certain conditions

» derogation for class Ill custom-made implantable devices
» removal of ‘sell-off' dates in MDR and IVDR
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MDR — extension of transition period

MDR
Dates of Application

26 MaY All devices, except those covered by the extended transition period, must comply with the
202 1 MDR (e.g. class |, new devices, devices with a significant change)

@ 26 May End of transition period for legacy devices that do not meet the conditions for
2 02 4 application of the new transition periods

26 May . | .
2 o 2 6 End of derogation for class Ill custom-made implantable devices

31 Dec End of transition period for class Il and class Ilb
2 02 7 implantable devices (if not excepted, e.g. sutures)

End of transition period for other
31 Dec class lIb, lla, class | sterile/measuring

2 02 8 devices, devices requiring notified body
involvement for the first time under MDR
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MDR — extension of transition period

26 May 2021

20 March 2023

MDR becomes  Extension of MDR
applicable transitional period
Regulation 2023/607

26 May 2024

26 September 2024

Deadline for MNFto  Deadline to sign
lodge application  written agreement
for conformity
assessment & to MNF & to transfer
put in place MDR

between NB and

appropriate
surveillance to a
MDR NB

26 May 2026

End of derogation

for class Ill custom-

made implantable
devices

31 December 2028

31 December 2027

! !

End of transitional End of transitional
period for class lll period for
and class llb other class llb, lla
implantable (if not and Is/m and
exempted) devices that did not
reguire involvement
of a NB under MDD
(e.g.class Ir)
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Europaan
Commission

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 2023

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

Flowchart
(Rew. 1)

Conditions and deadlines for placing ‘legacy devices” and class Il custom-
made implantable devices on the market or putting them into service in
accordance with Article 120 MDR, as amended by Regulation 2023/607

[ Legacy device pursuant to Article 120(3a) or Article 120(3b) MDR J

an (AIIMDD

is rmat with-
drawn
3

Didl the
(ATYMDD certificate
expire before
20 March 2023
7

- Has " I "Agresment” refers to & written
an agresmen agrearment for conformity assessment
between MNF and Yes in sceordance with Annex VII, Section

MB besn concluded befane

piry of the (AT)MDD.

certificate
7

4.3, 2rd subparagraph, MDR in respect
of the legacy dewvice or & substitube
device.

Does
the device na-
Yes fes guire MB involement
under the MOR, which was

nat required under

the MDD

Has= a CA

Bfwed & derogation

pursuant to Art. 59{1) MDR

before 20 March 2023
?

No

Wy

md devices-artl20 flowchart O.pdf (europa.eu)m
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https://health.ec.europa.eu/system/files/2023-08/md_devices-art120_flowchart_0.pdf
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Implementation of (EU) 2023/607 — Manufacturer Declaration and Notified Body Confirmation * X

vsed Boy,
Ko % e

Letter

Declaration, including the attached schedule, should be printed on form as used for a Declaration of
Conformity per manufacturer's QMS (e.g. manufacturer's letterhead)

Manufacturer’s Declaration

in relation to 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, in
particular with respect to
= the validity of certificates issued under Council Directive 30/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Direclive 93/42/EEC on Medical Devices {MDD) (Directive
Ceriificates) and/ior’

= the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

Manufacturer name

Manufacturer address and contact details

Single Registration Number (SRN) (if available)

Authorised Representative name (if applicable)

Authorised Representative address and contact details

Single Registration Number (SRN) (if available)

Natified body name (if applicable) - e attashed schedue

Notified body number (if applicable) - See attached schedule

Directive Certificate number(s)
to which this confirmation is made (if applicable) o See altached schedule

Qriginal expiry date as indicated on the Direclive
Certificate prior o the extension of the validity (if
applicable) o See attached schedule

End date of extended validity/transition period - See atiached schedule

! The first condition is not applicable in case of devices far which the conformity assessment procedure pursuant to MDD did not
require the involvement of 3 notified body. for which the declaration of canfarmity was drawn up prior ta 28 May 2021 and for which
the conformity assessment pracedure pursuant to this Regulation requires the involvement of a notified body.
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Harmonised template for

Manufacturer self-declaration of

compliance to EU 2023/607; also

identifies:

- the devices subject to the
declaration,

- the applicable transition periods

(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)

kCompany>

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

=<Date>

Notified Body Confirmation Letter
Reference: XX000000XX

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2023/607 amending
Requlations (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 Notified Body (NB) designated against Requlation (EU)
2017/745 (MDR) and identified by the number XXX 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
WII of MDR with the following manufacturer:

Company Name
Street

25436 City
Country

SRN Number (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 corresponding 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 NB 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
NB spedfic Footer. It is recommended that NBs provide a generic email address or contact
number for gqueries on the content of the letter or verification of the validity of the letter

Notified Body confirmation letter
identifies:
- devices under MDR application,

corresponding Directive certificate
references

if the MDR NB is responsible for
appropriate surveillance of the
corresponding directive certificates or

% NBCG-MED %

Q Q
* OO/*O,. O@Q *
“Nation
* 5 *

NB confirmation letter is only
issued for devices for which the
MDR application and written
agreement (contract) have been
concluded within the applicable
deadlines
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MDR - Extended transition period

Effect for Manufacturers and devices:
« can continue to place on MDD legacy devices on EU market until end of 2027/2028 (according to Risk Class)
» reinforced conditions to be met
« High level of surveillance of legacy devices:
- PMS requirements of the MDR applicable to legacy devices from 26 May 2021
- No unacceptable risk
- Surveillance of legacy device transferred to the Notified Body in charge of the MDR certification

Deadlines for benefiting from the extended transitions:
« 26 May 2024: lodge an application for MDR certification of the device or its substitute, comply with MDR QMS
requirements
« 26 September 2024 sign agreement with Notified Body for the application and transfer surveillance

Validity of EC MDD/AIMDD certificates extended but no update of the document (incl. original expiry date)
« Possible challenges and questions -Need communication and explanation

« EU Q&A, templates and factsheet for non-EU authorities
are available on EU Commission website

f
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authorities in

\
EXTENSION OF THE MDR
TRANSITIONAL PERIOD AND REMOVAL

non-EU/EEA states
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MDR - Extended transition period

Ceclaration, including the stiached schadule, should be printed on form as used for a Declaration of
Conformity per manufacturer's QMS (eg manufacturer's letterhead)

Manufacturer's Declaration

Documents confirming that the conditions of the
extended period are fu Ifilled: in relation to Regulation (EU) 2023/807 amending Regulations (EU} 2017745 and (EU) 2017/748 as

regards the transifionsl provisions for certain medical devices and in witre diagnostic medical dewces, jn,
PRIRNIAL wilh respect to

= the validity of certficates issued under Council Directive B0f285/EEC on Active Implantable Medical

Devices (AIMDD) or Council Directive B3M42ZEEC on Medical Devices (MDD} (Directive
Certificates) and/or’

° Manufacturer,s DeCIaration: = the p&mplianoe :-r'ﬂ'lede-.'ines_anc_! us astrleir rmanufacturer with the conditions for the continued
« Harmonized template (see EU Q&A) prRens en st pehe o senes -

* Provides all details on MDD legacy devices, Mansfasturer name
Certificates, MDR Notified Body, substitute Manufaciurer sddress and contact detsis

d eV|CeS1 Va | |d |ty d ate’ B Single Repistration Mumber (SRM) (if availablz)
* Notified Body Confirmation Letter: Authorisad Reprasentative name (T appicabi)
° CO m m O n te m p I ate (See E U Q&A) Authorised Representative address and contact details

i3

° List Of d eVices Covered by the eXte nsio n Eingle Repistration Murmber {SRM) (if available)

* Free Sale Certificate:

Maotified body name (if applicable)

0 See attached schedule

* May be issued by National Competent
Authorities

Maotified body number {if apphicable)

o Ses attached schedule

Directive Certificate number(s)
to which this confirmation is made (if applicable) & Ses attschad schedule

Criginal expiry date as indicated on the Directive
Certificate prior to the extension of the validity (if
applicable) 0 Sea attsched schedule

End date of extended validity/transition period 1 See attsched schedule

L Tha first conation is ot appicanhe in case of divicas Tor which the conformity astassment procedurs pursdant 1o MDD Sd rat
Feguine i irwatvament of @ notfied Body, dar which the disclamation of coniomuly was drawn up pros io 26 May 2024 and for which
e COnIO MRy ASSEREMEN prossdune Fursuant 10 this Regulation requines the mvohwement of & nolitied body.

Pape 1 of4d efined




MDR - Extended transition period

The MDR amendment answered the challenges of MDD/AIMDD to MDR transition and associated risk of
shortages of medical devices

* Longer transition for legacy devices

« Welcome the rapid development of tools to support the amendment: EU Q&A, Factsheets, Templates for
Manufacturers and Notified Bodies, ..

Remaining challenges:

« Validity of Certificates extended without changing the expiry date on the document:
Tools are available for showing conformity to customers and EU or non-EU authorities
Get acceptance of the existing templates by non-EU authorities, avoid the request of redundant documents
Maintain harmonized application of the transition period in all EU countries and by all stakeholders
Free Sale Certificates: need an implementing act with common and electronic format of the FSC
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