
  

 



 

Introduced by the European Commission under the Medical 

Devices Regulation (MDR), Article 117 requires manufacturers 

placing drug-device combination products onto the market as an 

integral device and marketing them as a “medicinal product” to 

seek a Notified Body Opinion (NBOp).  

  

Visit our dedicated page to find useful resources, including our 

Webinar and our article for the Journal of Medical Devices 

Regulations on combination products under the MDR, including 

Article 117.  

   

Find out more  

   

 

  

Hybrid audits: 



https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fmarket-access%2Fukca%2F%3Futm_source%3Dpardot%26utm_medium


 

The timelines for ensuring your product 



 

 

This paper was first published by BSI in 2018 and has been revised in light of the publication of BS EN 

ISO 14155:2020. The paper discusses important requirements for pre-market and post-market clinical 

investigations under 
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