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Regulatory review  

Your monthly medical devices update  

June 2023   

Featured in this Newsletter  

�x Time to make your MDR application is now! 

�x BSI Regulatory Services adopts new mission statement 

�x Developing and maintaining a Quality Management System for IVDs 

�x New SMEs space now available 

�x 



 

According to Amending Regulation (EU) 2023/607, if you are transitioning your devices to the MDR, you 

will be able to benefit from extended validity of your directive certificates (until the end of 2027/2028 

based on the device classification) for legacy devices if some conditions are met. 

Among these, by 26 May 2024 you have to put in place an MDR compliant QMS and lodge a formal 

application with a Notified Body for MDR Conformity Assessment. No later than 26 September 2024, a 

formal agreement with the Notified Body must be signed.  

We strongly recommend that you do not wait until May 2024 to make your MDR application. We 

encourage you to apply with BSI as soon as possible and well in advance of the above deadlines.  

For more guidance visit our MDR dedicated webpage and our FAQs. 

 

BSI Regulatory Services adopts new mission statement  

As a trusted partner in the medical technology industry, we are constantly looking for ways to improve 

our services and meet your needs. That’s why we have adopted a renewed mission statement to better 

align with our vision and values:  

Our mission is to ensure patient safety whilst supporting timely market access to 

medical technology in a sustainable manner. We strive to set the global standard 

through conducting impartial, responsive, robust, and thorough conformity 

assessments, evaluations, and certifications that are recognised and trusted 

worldwide. 

In today's dynamic healthcare landscape, where innovation is essential, but safety cannot be 

compromised, we recognise the critical role we play in safeguarding patient well -being. Our unwavering 

commitment to upholding the highest standards of quality, reliability, and compliance ensures that the 

medical technologies you develop and seek market access for are rigorously assessed, meeting 

regulatory requirements and industry benchmarks. 
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https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fdocuments%2Fbsi-md-mdr-transition-timelines-faq-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3D%26utm_campaign%3DGL-RegSrv-NEWS-MD-QMS-whitepaper-2306&data=05%7C01%7CBen.Smith%40bsigroup.com%7C535c1e5dd4b94f488d1f08db72fd2b74%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638230203914504320%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=pQvsdrSm1WvpL2nd02Gr77iuaxS4xgeBc0pTTSnOYjY%3D&reserved=0
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SMEs dedicated webpage 

 

 

BSI's new scope designation for non- standard sterilization 

modalities for sterile medical devices  

BSI The Netherlands Notified Body (2797) is now ready to 

support the strategic goals of the medical device industry as it 

seeks to introduce new technologies and drive sustainability. 

On 8 March 2023, BSI’s scopes of designation under MDR and 
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The webinar was of particular interest to all SMEs who intend to apply for CE marking under the Medical 

Device Regulation. 

Watch on demand webinar 

 

 

EU AI Act Explained: Navigating the new legislation with BSI  

Listen back to our webinar, ‘EU AI Act Explained: Navigating the new legislation with BSI’, presented by 

Aris Tzavaras, Head of AI Notified Body, Regulatory Services, BSI, and some of the AI team from BSI. 

The webinar discussed in detail the EU AI Act, looking at the framework, approach, timeline, and impact 

of this new legislation on AI providers and manufacturers.  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F2023%2Fmdr%2Fmdr-conformity-routes-in-aimd%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3D%26utm_campaign%3DGL-RegSrv-NEWS-MD-QMS-whitepaper-2306&data=05%7C01%7CBen.Smith%40bsigroup.com%7C535c1e5dd4b94f488d1f08db72fd2b74%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638230203914660540%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=wDkd4Tz4l5zShFLlq0SwBQtMpGBZo%2B1A9DRuKuJPPaY%3D&reserved=0
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We have some fantastic events for 2023. Take a look now at our calendar of  events for 2023.   

Don’t miss the opportunity to interact with BSI experts or connect with our commercial team to discuss 
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