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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'

Official Journal L117

of the European Union

Esghd clin

sislation Vuluse 63

*  Regulation (EU) 2017745 of the Exropean Parkament and of the Councd of § Aprd 2017 on medical devices,
amending  Directive X01RVEC, Regalstion (EC)No 1782002 and  Regulativa (EC) No 12232009 and

repealing Cowncil Directives YOASSTEC wnd OVI2TEC (F

*  Regulation (EU) 2017746 of the European Pasliament and of the Councl of § April 2017 om in vitre 17
@taguaseic medical devices and Tepeating Directive U5 THLC and Cosmission Decision 201022710 (*)

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

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

.( ) EUDAMED

_:. i European Database
o LJ on Medical Devices

EUDAMED Implementing Act

Commission Implementing
Regulation (EU) 2021/2078
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Regulatory framework

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

applicable since 26 May 2021, applicable since 26 May 2022,
plus extra transitional period for ,legacy devices' plus extra transitional period for ,legacy devices

Official Journal EN
of the European Union L series

2024/1860 9.7.2024

REGULATION (EU) 2024/1860 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 13 June 2024

Regulatory framework — Regulation (EL) 20241860

amending Regulations (EU) 2017745 and (EU) 2017746 as regards a gradual roll-out of Fudamed, the
obligation to inform in case of interruption or discontinuation of supply, and transitional provisions
for certain in vitro diagnostic medical devices

(Text with EEA relevance) ="
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Regulatory framework — Regulation (EU) 2024/1860

Enable the gradual roll out Amendment of transition periods
of the functional for mandatory use of the
EUDAMED modules EUDAMED modules

s Amendment to Art. 34 so that modules can < Amendment to Art. 123 for mandatory use
be released once audited and declared of a module 6 months after publication of
functional, either individually or grouped (no the notice in the Official Journal of EU
need to wait for all six to be completed) (OJEV)

/

* Additional time for MF and NB to provide
certain device data and certificate
information to EUDAMED

||!!|!|!!\\k
o




1 | Regulatory framework — Gradual roll-out

Article 34 MDR as amended by Reg (EU) 2024/1860

Independent audit on
modules for which MVP Consultation with MDCG
development is on final audit report(s)
completed

Finalisation of Minimum
viable product
development

The transition periods of 6 months for each module declared functional starts from
the moment the notice of functionality is published in the OJEU.
After the transition period expires, the module(s) become mandatory to use.
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2 Legal basis and obligations

MDR Article 33 - The Commission, after consulting the Medical Device
Coordination Group, shall set up, maintain and manage the European
database on medical devices (‘Eudamed’) [...]

Keep the public adequately informed

Il Facilitate traceability of devices

Economic operators and Notified Bodies compliance with
MDRs

Competent authorities and Commission to perform their
tasks under MDRs
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Legal basis and obligations ;UJ EU DAM ED

European Database
on Medical Devices

Manufacturers, Manufacturers, Notified bodies
Authorised System/Procedure

representatives, Pack Producers To provide certificates
Importers (SPPP) information (issued,

To provide UDI and other refused) and applications
device/SPPs data information (refusal,

To register as actors in elements as per Annex VI
P withdrawal)

EUDAMED (SRN)

Article 31 MDR rocles 28-9 Article 57 MDR

and 28 IVDR and 25-26 VDR and 52 IVDR

()
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Legal basis and obligations

Sponsors and
Competent Authorities

Life-cycle of clinical
investigations/
performance studies
managed in EUDAMED

Article 73 MDR
and 69 IVDR

Manufacturers,
Authorised
representatives,
Competent authorities

Submission of Vigilance
reports (MIR, FSCA..) and
post-market reports (PSUR)

Article 92 MDR
and 87 IVDR

Competent authorities

To provide information on
market surveillance
measures taken (FIR,
other summary reports)

Article 100 MDR
and 95 IVDR
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The EUDAMED system Environments
Restricted website Public website EUDAMED Playground

Dummy data, test the
functionalities before

For registered actors to For the public to be thev ao in Production
provide/access data in adequately informed Y9
the different EUDAMED about devices placed on

modules and be
compliant with the
MDRs

the EU market, as well as EUDAMED training
certificates data, vigilance
Issues and clinical
Investigations ongoing
EUDAMED EUDAMED Production
EUDAMED Public

...to come

Real data only, no test
to be conducted here,

. « User interface (webform) compliance with MDRs
ata * Bulk upload (XML upload via user interface)
Input

« Machine to machine data exchange
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https://webgate.ec.europa.eu/eudamed/landing-page#/
https://ec.europa.eu/tools/eudamed/#/screen/home

The EUDAMED system — Structure

Certificates

AN

/ UDI/Devices

Actors
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Gradual roll out and timeline - Draft planning of the next steps

2025 2026 2027

Q2 2025 Q3 2025 Q4 2025 Q1 2026 Q2 2026 )( Q3 2026 Q4 2026 ) ( Q1 2027

———

Finalization of MVP E
Audit on 4 Modules |

______________________

PR——

Mandatory use of Actor, UDI/Devices, NBs & Certificates, MSU

[ MVP Audit Vigilance J _::::::::::::::_::::::::::_::::::-::::::::::::::::::;

Mandatory use of Vigilance module

Publication of the notice of functionality in OJEU (Actor,
UDI/Device, NB&CRF, MSU)

¢

Z

1
T

I




Gradual roll out and timelines — Terminology

Old device Legacy device

Devices placed on the market Devices placed on the market in
under the Directives or before, for conformity with the Directives,
which the last sales unit has been and for which individual sales unit

placed on the market before the are placed on the market after
MDR/IVDR dates of application. MDR/IVDR dates of application.

Regulation device

Devices placed on the market as
being in conformity with the
MDR/IVDR.

"!WI!“\&
o

For more info: MDCG 2021-25 Rev.1 and MDCG 2022-8 and Regulations (EU) 2023/607 and (EU) 2024/1860



Gradual roll out and timelines — Terminology

Note! In MDR and IVDR the term ‘device’ almost\
exclusively refers to each individual device, which means
each (sales) unit or single product item that is produced and
placed on the market at a certain point in time. However, in
Eudamed, device/SPP registration in the UDI/DEV
module means registering a device/SPP at the level of
the device identifier (excluding production identifiers).

N

For more info: MDCG 2021-25 Rev.1 and MDCG 2022-8 and Regulations (EU) 2023/607 and (EU) 2024/1860
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Gradual roll out and timelines — Registration obligations timelines

d

Actor registration:

Wegy

Devices registration:

1 Now: voluntary use Now: voluntary use
now!
6 Months after 6 Months after

2

= publication of the publication of the notice
: \ notice in the OJEU: in the OJEU: mandatory

8 mandatory use of the use of the module

9 module
14
<] 99 Now: voluntary use No voluntary use
L.
23 6 Months after publication 6 Months after

of the notice in the OJEU: publication of the notice
"‘*8 mandatory use of the in the OJEU: mandatory

29 module use of the module
;/%

30 % {«u,; %




Gradual roll out and timelines — Devices & certificates registration

* In case the first individual (sales) unit of a Regulation device (except for custom-made
devices, investigational devices and devices for performance studies which should not
be registered in the UDI/DEV module) or an SPP with a certain UDI-DI is placed on the

EU market on or after the date of mandatory use of the UDI/DEV module, the
corresponding device registration in the UDI/DEV module must be done before the
first individual unit is placed on the EU market.

||!!|!|!!\\k
o




Gradual roll out and timelines — Devices & certificates registration

Draft timeline assuming publication of the notice in July 2025

Register Regulation
device before placing it
on the market

6 montt-rl period

Publication in the
OJEU of the notice of

' Mandatory use of the Regulation device’s
1

: functionality of the

|

1

1

i UDI/Dev and NB&CRF i first unit placed on the
! ! market

________________________

UDI/Dev and NB&CRF
modules

1
T
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Gradual roll out and timelines — Devices & certificates registration

+ In case the first (sales) unit of a legacy device or Regulation device (except for custom-made devices,
investigational devices and devices for performance studies which should not be registered in the UDI/DEV
module) or an SPP with a certain UDI-DI has been placed on the EU market before the date of mandatory
use of the UDI/DEV module, and where additional (sales) units belonging to the same UDI-DI will be
placed on the market on or after that date, the corresponding device registration in the UDI/DEV module
must be done within 12 months from the publication in the OJEU of the notice confirming the functionality
of the UDI/DEV module

D)

% Legacy devices do not need to be registered if ‘the same device’ is already registered as a Regulation
device. In this context, ‘the same device’ means that Regulation device and legacy device have the same
identification such as UDI-DI, and/or catalogue/reference number and/or trade name which follows from
shared characteristics.

L)

*

% Legacy and Regulation devices for which individual (sales) unit are no longer placed on the market when
the UDI/DEV module becomes mandatory, do not need to be registered, unless a vigilance action occurs.
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Gradual roll out and timelines — Devices & certificates registration

Draft timeline assuming publication of the notice in July 2025

Deadline to register
the device in the
UDI/Dev module

6 mont- period

Publication in the
OJEU of the notice of

' Legacy or Regulation Mandatory use of the
1

: functionality of the

|

1

1

device’s first unit i UDI/Dev and NB&CRF i
placed on the market |1 !

________________________

UDI/Dev and NB&CRF
modules

Legacy or Regulation
device’s additional
units placed on the
market
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o

*
*
*



Gradual roll out and timelines — Devices & certificates registration

¢ Certificates issued under MDR/IVDR after mandatory use of the NB&CRF module shall be
registered in EUDAMED

% Updates and decisions issued after the mandatory use of the NB/CRF module in relation to
Regulation certificates issued before the mandatory use of the NB/CRF module, must be
registered in the NB/CRF module

* For valid certificates issued in accordance with the MDR/IVDR before the mandatory use of the
NB/CRF module the NBs have to register the related information in Eudamed within 18 months
from the date of publication in the OJEU of the notice of functionality of the module. This only
applies to Regulation devices that need to be or are registered in the UDI/DEV module. Moreover,
only the latest certificate version and, if applicable, the latest NB decision taken in relation to that
certificate version should be registered in Eudamed.
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Gradual roll out and timelines — Devices & certificates registration

Draft timeline assuming publication of the notice in July 2025

Deadline to register
certificates issued under
MDR/IVDR before mandatory
use of NB&CRF module

6 months -ion period

Publication in the
OJEU of the notice of

' Mandatory use of the
1

: functionality of the

|

1

1

| UDI/Dev and NB&CRF !
| Modules :

________________________

Given the different deadlines for
devices and certificates
registration, coordinating with
notified bodies is advisable before
registering your device

UDI/Dev and NB&CRF
modules
""""""""" MDR/IVDR certificate issued

Any new MDR/IVDR certificate issued from this
moment should be registered in Eudamed

1
T

Note: Updates and decisions issued after the mandatory use of the NB/CRF module in relation to Regulation
certificates issued before the mandatory use of the NB/CRF module, must be registered in the NB/CRF module

I




Gradual roll out and timelines — Devices & certificates registration

Draft timeline assuming publication of the notice in July 2025

Deadline to register

Register Regulation Deadline to register certificates issued under
device before placing it the device in the MDR/IVDR before mandatory

6 month-)n period

i Publication in the

: OJEU of the notice of
1 functionality of the
:

1

1

Legacy or Regulation i i
device’s first unit i UDI/Dev and NB&CRF ! first unit placed on the

Mandatory use of the Regulation device’s

placed on the market

UDI/Dev and NB&CRF

market / \
modules

""""""""" MDR/IVDR certificate issued Any new MDR/IVDR certificate issued from this
moment should be registered in Eudamed

For more information on EUDAMED
transitional provisions, click on the icon
above and check the COM Q&A on the

gradual roll out

Legacy or Regulation K /
device’s additional
units placed on the % \&
market =
= F


https://health.ec.europa.eu/document/download/0e7327c7-0e06-4fbd-90d3-8ab7bb30fe9f_en?filename=md_mdcg_2024-11_eudamed-qa.pdf

Contacts:

Sources of information and onboarding activities SANTE-EUDAMED-SUPPORT@ec.curopa.el

Medical
devices

EUDAMED
Information
centre

MDCG
Guidance

Europa documents

website

Onboarding activities Workshops Timeline

() EUDAMED

L] Three hybrid workshops organised by COM 2 _J

_..*EUDAMED

£ et

) EUDAMED .
N Onboarding

EUDAMED Users

¥ Three hybnd workshops and other medical
devices related events

) Specific trainings per module/actor

';‘ Information and fraining matenal to be
published in the EUDAMED information Centre

W« Small videos tutorial per module/actor

©h

7“3 08 October 2025
2T Rome (IT)

le - ) 03 December 2025
\— Brussels (BE)

Draft Timelines — Onboarding activities

-
T

T


https://webgate.ec.europa.eu/eudamed-help/en/welcome-to-the-eudamed-information-centre.html
https://webgate.ec.europa.eu/eudamed-help/en/welcome-to-the-eudamed-information-centre.html
https://webgate.ec.europa.eu/eudamed-help/en/welcome-to-the-eudamed-information-centre.html
https://health.ec.europa.eu/medical-devices-sector/eudamed_en
https://health.ec.europa.eu/medical-devices-sector/eudamed_en
https://health.ec.europa.eu/medical-devices-sector/eudamed_en
https://health.ec.europa.eu/medical-devices-sector/eudamed_en
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en#sec7
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en#sec7
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en#sec7
mailto:SANTE-EUDAMED-SUPPORT@ec.europa.eu

() EUDAMED

U European Database

Onboarding
EUDAMED Users

on Medical Devices

Three hybrid workshops and other medical
devices related events

|:| Specific trainings per module/actor

= Information and training material to be
published in the EUDAMED information Centre

Small videos tutorial per module/actor

W




() EUDAMED

European Database

s~ 1 Three hybrid workshops organised by COM - LJ o e

Save the Dates|

actors involyeq

y 03 December 2025 \
| Brussels (BE)
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Draft Timelines — Onboarding activities

Workshop Stuttgart
21 May 2025

Trainings on ACT
and UDI/DEV
modules

June 2025

Delivery of additional material
for onboarding/training users
(ACT and UDI/DEV)

July/August 2025

Trainings on CRF
and MSU
modules

September 2025

Workshop Rome
8 October 2025

Workshop Brussels
3 December 2025

Delivery of additional
material for
onboarding/training users
(CRF and MSU)

October 2025
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Thank you!
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