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5 May 2017 

Public Health Benefits of the New Medical 
Devices Legislation 

 
 Improved protection for patients and users of medical devices (individuals and healthcare 

professionals) by providing enhanced safety and performance requirements for those 
devices made available in the EU.  
 

 A regulatory system which helps to ensure that patients continue to have access to new and 
safe innovative diagnostic and therapeutic options. This affords patients new modalities of 
care increasing the opportunity for people to be treated, diagnosed or monitored in their 
own homes.  

 
 The new in vitro diagnostics (IVD) Regulation will transform the current system by 

introducing increased notified body oversight for IVDs. It will also help to provide patients 
and device users with IVDs of a higher safety standard. This is particularly important for 
devices used in the primary and community care setting.  
 

 Increased levels of up-to-date information relating to the safety and performance of 
certified devices will be made available to healthcare professionals. More information on 
medical device safety and performance will also be publically accessible. For example, 
competent authorities will be mandated to be more transparent with the public on their 
activities and processes. 
 

 Increased protections are also envisaged for people using devices on themselves for 
treatment or diagnosis outside of a healthcare setting, people utilising direct-to-consumer 
testing, remote diagnostic services or internet sales. 
 

 Increased protections will also be introduced for patients with implanted devices through 
the introduction of implant cards. This card will contain information specifically related to 
the patient’s implanted device.  

 
 All medical devices will be labelled with a unique device identification. This will allow for 

huge improvements in device identification and traceability. It will help to monitor the 
performance and safety of devices in real-world use and will provide huge benefits for 
device surveillance and any post-market actions. Health institutions will be required to keep 
records (preferably electronically) for all class III devices.  
 

 Increased controls and assessment of medical device technologies in the pre-market phase. 
 

 Increased focus and clarity on clinical data requirements and an increase in the level of 
clinical data publically available relating to the safety and performance of the device. 
 

 The broader scope will address gaps which have been identified under the current 
regulatory system: 
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o Implantable aesthetic products such as dermal fillers and products with a non-

medical purpose, such as coloured contact lenses, will now be considered medical 
devices and will have to fulfil the requirements set out in the Regulation;  

o The integrity of the supply chain integrity is assured through new provisions for all 
economic operators, including distributors and importers; 

o For the first time, the issue of manufacturer liability and patients’ access to 
compensation for defective devices is covered by EU legislation. These liability 
requirements must also comply with provisions set out in the national legislation of 
Member States. 
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