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The Consumer Voice in Europe 

Permanent Representations to the EU 

 

 
BEUC-X-2026-071 10 June 2026 

 

 
Subject: Ensuring high consumer protection and access to affordable health technologies in the 

Biotech Act and the medical devices regulations 

 
Dear Deputy Permanent Representative, 

 
I am writing on behalf of the European Consumer Organisation (BEUC) to share our observations 

and recommendations on the Biotech Act and the Medical Devices Regulations ahead of the 

upcoming EPSCO Council discussions 

As an organisation representing consumers’ interests, we fully recognise the importance of 

boosting innovation. At the same time, we consider that some elements of the current proposals 

risk undermining consumer safety, affordability, and public trust. 

We welcome measures in the proposed Biotech Act that facilitate multinational clinical trials, but 

we are concerned about the 12-month extension of the Supplementary Protection Certificate 

(SPC). This would significantly impact competition and delay the entry of more affordable 

biosimilars onto the EU market, increasing costs for patients and healthcare systems, and 

pressuring public budgets. 

A fairer way to support innovation is to fund strategic health projects through public-health-driven 

push and pull incentives (e.g. milestone prizes), with conditionalities on the availability and 

affordability of medicines. Regarding food, it will be important to ensure transparency and 

independence in EFSA’s scientific advice activities. 

Regarding the MDR/IVDR revision, we support efforts to improve the functioning of the system. 

However, we are concerned that the scope and extent of the proposed simplification might go too 

far. Several proposals risk weakening both pre-market assessment and post-market surveillance, 

representing a step backwards for patient safety. For example, removing periodic re-

certifications; allowing broader sampling for technical documentation review in conformity 

assessments; easing the use of equivalence as an alternative to conducting clinical investigations; 

and lowering the frequency of key post-market obligations by manufactures. 

We suggest the following improvements to the legislative proposal, to ensure much needed public 

trust in the safety and performance of devices placed on the market: 
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• Conformity assessments: maintain the current approach for technical 

documentation review. Certificates should initially be valid for up to five years. 

Following positive re-assessment, a certificate could become valid for an unlimited 

duration, unless on justified grounds. 

 

• Clinical evidence: manufacturers should not be able to rely more easily on 

equivalence to demonstrate compliance with safety and performance 

requirements as it risks compromising patients’ safety. 

 

• Innovation: manufacturers of ‘breakthrough’ and orphan devices should face 

specific post-market obligations; sandboxes need stronger safeguards. 

 

• Post-market surveillance: increase the proposed frequency for Periodic Safety 

Update Reports updates; notified bodies should be able to perform unannounced 

audits on a random basis. Competent authorities must facilitate patient and 

consumer reporting of safety incidents. 

 

• Product information: patients should receive an implant card for any implantable 

device; digital formats should complement but not replace paper formats. 

 

• Shortages: Member States should set up user-friendly public databases to report 

on supply interruptions and discontinuations. Manufacturers should develop 

prevention plans for critical devices. 

 

• Consumer engagement: the Medical Devices Coordination Group should 

establish a working party composed of representative umbrella organisations of 

patients, consumers, and healthcare professionals. 

 
You can find more information on our recommendations in our publications on the Biotech Act and 

the MDR/IVDR revision. 

Thank you for considering these points ahead of the forthcoming EPSCO meeting. We remain at 

your disposal for further discussion. 

 
Yours sincerely, 

 

Agustín Reyna 

Director General 

https://www.beuc.eu/sites/default/files/publications/BEUC-X-2026-041_Key_point_for_consumers_Biotech_Act_I.pdf
https://www.beuc.eu/sites/default/files/publications/BEUC-X-2026-048_Consumer_Recommendations_Revision_of_the_EU_Medical_Devices_Regulations.pdf

