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Subject:  The urgent need to revise the MDR and the IVDR: towards a workable framework
for innovation and patient safety

Regulation (EU) 2017/745 on medical devices (MDR) and Regulation (EU) 2017/746 on in
vitro diagnostic medical devices (IVDR) aim to achieve a high level of patient safety. In its
resolution of 23 October 2024, the European Parliament called on the Commission to put
forward proposals for delegated and implementing acts by the end of the first quarter of 2025
and to prepare a systematic revision of both regulations.

In practice, complex procedures currently compromise the availability of life-saving devices.
According to a study by Qualix, the Medical Devices Regulation is more stringent than
regulations in Australia, the UK and the US, among others, which hinders innovation.

It is therefore crucial to find a workable balance between patient safety and reducing
unnecessary administrative burdens.

1.  Taking into account the call for input from 12 December 2024 to 21 March 2025, will
the Commission also provide a timetable for the revision of both regulations or any
delegated and implementing acts?

2. What specific measures does it intend to take to facilitate the access of SMEs and
software producers to the market and to revise downward the qualification and
classification of software as a low-risk medical device (SaMD)?

3.  Is the Commission considering an accelerated authorisation procedure for innovative
devices that can meet medical needs or offer solutions in the event of a health crisis?
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