


• 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

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 (AI)MDD

➢ including expired certificates under certain conditions 

➢derogation for class III custom-made implantable devices

➢ removal of ‘sell-off' dates in MDR and IVDR

MDR - extension of the transition period



MDR – extension of transition period

Device continues to

comply with

MDD/AIMDD

No significant change in 

design or intended

purpose

Device does not present

an unacceptable risk to

health and safety

26 May 2024: MNF has

lodged an application

for MDR conformity

assessment & put in 

place MDR QMS  

26 Sept. 2024: Written

agreement between

MNF and NB & transfer

of surveillance to MDR 

NB



MDR – extension of transition period

20 March 2023

Extension of MDR 

transitional period 

Regulation 2023/607

26 May 2024

26 September 2024

Deadline for MNF to 

lodge application 

for conformity 

assessment & to 

put in place MDR 

QMS

Deadline to sign 

written agreement 

between NB and 

MNF & to transfer 

appropriate 

surveillance to a 

MDR NB

31 December 2027

31 December 2028

End of transitional 

period for class III 

and class IIb 

implantable (if not 

exempted)

End of transitional 

period for

other class IIb, IIa

and Is/m and 

devices that did not 

require involvement 

of a NB under MDD 

(e.g. class Ir)

26 May 2026

End of derogation 

for class III custom-

made implantable 

devices

26 May 2021

MDR becomes 

applicable



mdr_proposal_extension-q-n-a.pdf (europa.eu) md_devices-art120_flowchart_0.pdf (europa.eu)

https://health.ec.europa.eu/system/files/2023-07/mdr_proposal_extension-q-n-a.pdf
https://health.ec.europa.eu/system/files/2023-08/md_devices-art120_flowchart_0.pdf
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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

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 

not 

NB confirmation letter is only 

issued for devices for which the 

MDR application and written 

agreement (contract) have been 

concluded within the applicable 

deadlines

Implementation of (EU) 2023/607 – Manufacturer Declaration and Notified Body Confirmation 

Letter
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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



MDR - Extended transition period

Documents confirming that the conditions of the 
extended period are fulfilled:

• Manufacturer’s Declaration: 
• Harmonized template (see EU Q&A)
• Provides all details on MDD legacy devices, 

Certificates, MDR Notified Body, substitute 
devices, validity date, ..

• Notified Body Confirmation Letter:
• Common template (see EU Q&A)
• List of devices covered by the extension

• Free Sale Certificate:
• May be issued by National Competent 

Authorities



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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