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EUDAMED Implementation Timeline Fuly Complance

Functional Begins
(Notice in Official Journal) (Transition Period?)
Mid-2023?* End of 2023?!

European Commission Playground Launch Date (may change)

European Commission Production Launch Date (may change)

2020 (2021 ‘ 2022 023 2024

Actor Registration . 1 Dec

I
UDI & Device Registration Aug? A . Oct
|

|
Notified Bodies &
Aug3
Certificates ug A .OCt

Vigilance & Post Market
Apr
Surveillance A P

Clinical Investigations AJuI

Market Surveillance AJuI

1 - Dates are estimated based on recent European Commission rolling implementation plan
2 — See Article 123(3)(d) and (e) as well as MDCG 2019-4. UDI Registration compliance date is 18 months later Independent

3 — Two playgrounds were released — one on July 29t and the other on Aug 19t Audit &
MDCG

Notes: Review
* Recent timeline delay has potential impact (e.g., Vigilance and PMS)

* In absence of EUDAMED, the Summary of Safety & Clinical Performance (SSCP) must be made available upon
request without undue delay (according to MDCG 2021-1). Switzerland may mandate availability within 2021.

> MedTech Europe

2
X from diagnosis to cure


https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_rolling-plan_en.pdf

EUDAMED Legal Registration Timelines - Summary

Deadline until
EUDAMED mandatory use Mandatory use with

Voluntary use declared fully after EUDAMED foreseen timelines

functional declared fully
functional
_ From 1 Dec 2020 +6 months From end of 2023
From 4 Oct 2021 foreseen in

+6+18 months From mid-2025***
jd-2023**
i (Total 24m)*

CERT (NBs only) From 4 Oct 2021 +6+18 months  From mid-2025
(Total 24m)

*See: MDCG 2019-4 Timelines for registration of device data elements in EUDAMED

** See: European Commission rolling implementation plan

***unless the submission of a final MIR or FSCA is required see: MDCG 2019-5 Registration of legacy devices in EUDAMED

Please note that legacy devices can be placed on the market until the end of validity of Directive certificates i.e. by 26 May 2024 both by MDR/IVDR
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https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_2019_4_devices_registration_eudamed_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_rolling-plan_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_2019_5_legacy_devices_registration_eudamed_en.pdf

