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  Current status – where do we stand? 
 

 Why do we stand where we are?  
 

 What currently happens 
 

 What are the next steps?  



MDR – a story of success? 

please indicate if you  – agree to the question above, i.e. would say yes 

 

   – don‘t agree, i.e. would say no 

  

Knowing that after only eight years the MDR isn‘t fully implemented but  

  

3 



MDR – a story of success? 

https://ec.europa.eu/commission/presscorner/detail/en/memo_17_848 4 



… MDR – a story of success? 

https://ec.europa.eu/commission/presscorner/detail/en/memo_17_848 

Transition timelines have 

been extended twice, now 

until end of 2027 (class III / 

IIb n.e.) / 2028 (others) 
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… MDR – a story of success? 

https://ec.europa.eu/commission/presscorner/detail/en/memo_17_848 

https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en 6 



… MDR – a story of success? 

https://ec.europa.eu/commission/presscorner/detail/en/memo_17_848 

https://www.medtecheurope.org/wp-content/uploads/2023/11/medtech-europe_future-of-medical-technology-regulations_position-paper_2023.pdf 

7 



… MDR – a story of success? 

https://ec.europa.eu/commission/presscorner/detail/en/memo_17_848 8 

https://www.biomedeurope.org/news/press-release-calls-on-the-commission-to-address-limited-availability-of-medical-devices-particularly-for-children/
https://health.ec.europa.eu/document/download/04ce2012-97df-4dd0-8a39-d4f6993b9e16_en?filename=md_eudamed_roadmap_en.pdf


… MDR – a story of success? 

https://ec.europa.eu/commission/presscorner/detail/en/memo_17_848 

Many complaints about 

unpredictability and 

significantly 

increased costs 

R&D employees 

needed to compile  

technical documen-

tations instead of 

developing new devices 
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Where do we stand? 
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 In the middle of an interesting process 
 

 Why do we stand where we are?  
 

 What should / needs to be done?  
 

 What is / will be done? 



The MDR 

 contains inconsistencies and “multiple controls“ with partially contradictory 
requirements and insufficient / mismatching processes, 

 requires a multitude of guidance documents … 

 which have been / are written by different groups with various objectives and 
often without considerations about their impact … 

 and partially establishing new requirements 
 

 There was / is a delayed implementation of essential elements – in particular 
EUDAMED, expert panels, harmonised standards, Common Specifications (CS)  

 Also the multiple amendments of the Regulations require(d) extra work 

 and prohibid(ed) the application of stable processes 
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… Where do we stand?  
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… Where do we stand?  
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Many groups have issued position papers, e.g. 
 

 

 

 

 

A lot of ideas – but is there any “valid analysis“ why we are where we are? 

https://www.camd-europe.eu/wp-content/uploads/2024/07/2024_07_MDCA_Statement-final.pdf
https://www.medtecheurope.org/news-and-events/news/urgent-need-for-action-on-the-medical-technology-regulations-to-ensure-devices-availability-and-competitiveness-of-the-sector/
https://www.europarl.europa.eu/doceo/document/TA-10-2024-0028_EN.pdf
https://www.europarl.europa.eu/doceo/document/TA-10-2024-0028_EN.pdf


Why we are where we are?  
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 Procedural aspect(s) 
 

 Clear objectives?  
 

 Sound impact assessment(s), especially for 
changes brought in by Council and European 
Parliament? 
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Objectives – significant changes over the last 

years  

One “output“ of this should be the need to define a common understanding in 
respect of the direction to be taken, i.e. what is a balanced approach?  

patient  

safety  

Availability  

innovation  

friendliness 

Affordability 
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… Why we are where we are?  

Do the Regulations meet the objectives of the Interinstitutional Agree-
ment … on Better Law-Making, OJ. L 123/1 of 12 May 2016? 
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I. 3. The three Institutions agree that Union legislation should be 

comprehensible and clear, allow citizens, administrations and 

businesses to easily understand their rights and obligations, 

include appropriate reporting, monitoring and evaluation 

requirements, avoid overregulation and administrative burdens, 

and be practical to implement. 

In case they would, we wouldn‘t need thousand(s) of pages of 

guidance documents!  



Hope: “targeted evaluation“ 
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Announced by Commissioner Kyriakides 7 March 2023 could / 
should be used 
 
 
 
 
  public consultation  

ended 21 March 2025 

 more than 500 
contributions 

 plus separate data 
collections 

 

 

https://ec.europa.eu/commission/presscorner/detail/en/statement_23_1504
https://commission.europa.eu/law/law-making-process/planning-and-proposing-law/better-regulation_en


… Hope: “targeted evaluation“ 
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Fig. DG SANTE D3, Apr. 2025 



… Hope: “targeted evaluation“ 
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Fig. DG SANTE D3, Oct. 2024 

 Complex activity 

 Defined content 

 Five areas 
 

 Effectiveness 

 Efficiency 

 Relevance 

 Coherence 

 EU added value 

 

 

 

 

 Will result in a 50page document 



What should / needs to to be done? 

Instead of new patchwork or “blind activism“ … 

 … a target-oriented “thinning“ of the Regulations  

 with a clear commitment to (adapted) objectives, 
i.e., “one clear direction“ 

 Process analysis and adaptation, i.e., which 
processes need to be adjusted in which way 

 What doesn‘t contribute to an “added value“  
to agreed objectives should be deleted / omitted 

 Focus on “real“ issues and try to achieve a stable 
environment, i.e. without the need for permanent 
changes 
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Quo vadis MDR? – Outlook 

 

 

 on the one hand, “problems are identified“  

 on the other hand, (too) many parallel 
activities & impacts – e.g., planned 
implementing acts, environmental 
legislation, AI Act – requiring additional 
actions and increase complexity 

 Will the targeted evaluation deliver a 
“sound basis for a good revision“ within 
appropriate time? 

 Focus on evidence based changes in 
line with better regulation principles … 
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Many thanks for your attention! 


