
 
 

   
 

Ensuring Access to Life-Saving Medical Devices for 
Cardiovascular Patients in Europe 

EHN’s opinion on the European Medical Devices Regulation (MDR) 

The European Heart Network (EHN) is a Brussels-based alliance of 31 
heart foundations and associations dedicated to preventing 
cardiovascular diseases (CVD), representing patient interests and 
funding research throughout Europe. 

 
The European Heart Network (EHN) recognises the crucial role that medical 
devices play in ensuring optimal care for cardiovascular patients, from 
diagnosis through to treatment and ongoing monitoring. These devices are 
instrumental in improving patient outcomes and quality of life. However, 
Europe is facing significant challenges in maintaining consistent access 
to these essential devices, which is exacerbated by the implementation of 
the European Union (EU) Medical Devices Regulation (MDR).  

New regulatory requirements, while aiming to improve safety, have 
inadvertently created barriers for maintaining crucial medical devices, 
causing some to exit the market entirely. As a result, gaps in access to 
essential technologies have emerged, directly affecting patient care. One 
such challenge is that the MDR requires notified bodies to grant market 
access for medical devices, but there are no standardised criteria for these 
bodies. For example, in the Netherlands, the notified bodies are small 
agencies, unlike those for pharmaceuticals, and they are not adequately 
equipped to assess the importance of new devices in relation to the medical 
needs of patients. 

In the EU, CVD accounts for 37% of fatalities in women and 31% in men, yet 
women’s needs are often overlooked in both diagnosis and treatment.1 The 
higher mortality rate among women is partly due to their longer life 
expectancy, which increases the likelihood of developing CVD-related 
complications. However, age-standardised data collection methods often 
obscure this trend, as they fail to account for women’s longer lifespan. 

Similarly, technologies addressing unmet needs—such as those designed 
for children or for rare and complex conditions—are not given the urgent 
attention they require. Paediatric cardiology, for example, suffers from a lack 
of devices specifically tailored for children. This situation is even more 
striking when looking at the regulatory gap between pharmaceuticals and 

 
1 https://www.flipsnack.com/escardio/eu-27-cardiovascular-realities-2025/full-view.html  
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medical devices. While orphan, paediatric, and innovative medicines receive 
strong incentives, medical devices lack similar support. 

For patients suffering of cardiovascular diseases, the disparity can mean: 

• Receiving outdated or more invasive devices due to limited access to new 
technology. 

• Facing limitations in treatment choices, as lifelong medication may be 
favoured over surgical options, even when surgery could be a viable 
alternative. 

This imbalance directly impacts patient care, limiting choices and access to 
the most effective treatments. 

Furthermore, many medical devices are developed by small and medium-
sized enterprises (SMEs), which face significant challenges under the 
current regulatory framework. The lengthy and expensive approval process 
discourages many of these companies from pursuing market access within 
Europe, with some even shifting to other regions where regulations are 
more streamlined. Standardising approval procedures, similar to the system 
used for pharmaceuticals through the European Medicines Agency (EMA), 
could be beneficial. This standardisation would help foster innovation, 
particularly for critical technologies such as implants, and could ultimately 
contribute to patient safety. 

Without a system that prioritises critical devices, innovations that could 
address pressing gaps in care are delayed or even stalled, leading to 
worsened health outcomes and increased healthcare costs for both patients 
and the system at large. 

EHN calls for 

• A greater representation of women and children in clinical 
investigations, as well as devices specifically designed to meet 
their unique needs. 

• A more balanced approach that supports life-saving medical 
devices development, while ensuring patient safety.  

• A strengthened national certification and innovation support 
system. Innovation must be supported, not just through regulatory 
reform, but also by providing targeted funding and infrastructure 
that will help address emerging patient needs and foster growth in 
high-priority areas. 

 


