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Regulatory review  

Your monthly medical devices update  

September 2023  

Featured in this Newsletter  

�x Time to make your MDR application is now! 

�x The Clinical Masterclass Toolkit is back! 

�x IVDR 
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We created an MDR transition informative leaflet for you to easily navigate the possible implications for 
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https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2FMDR-Revision%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DCTA%26utm_campaign%3DGL-RegSrv-NEWS-MD-MDR-application-2309&data=05%7C01%7CBen.Smith%40bsigroup.com%7C81a427c641f64bd30fb508dbbd9ab708%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638312244456081648%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=%2B8CfnJSq%2BTdH1abxmr0PmzBS8PcRKIhHO6j2R0IoA8U%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fclinical-toolkit-sign-up%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3D%26utm_campaign%3DGL-RegSrv-NEWS-MD-MDR-application-2309&data=05%7C01%7CBen.Smith%40bsigroup.com%7C81a427c641f64bd30fb508dbbd9ab708%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638312244456081648%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=ytlt%2F4fjDUnn8PubwDLx1BchGu2zow0nHUeBqxe8e3Y%3D&reserved=0


 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2FIVDR-Revision%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3D%26utm_campaign%3DGL-RegSrv-NEWS-MD-MDR-application-2309&data=05%7C01%7CBen.Smith%40bsigroup.com%7C81a427c641f64bd30fb508dbbd9ab708%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638312244456081648%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=Htbw%2F3f%2BnIXixKMslZFkylB7ZSRQt7AgLB%2BzEUmD7VA%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fdocuments%2Fbsi-md-ivdr-best-practice-documentation-submissions-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3D%26utm_campaign%3DGL-RegSrv-NEWS-MD-MDR-application-2309&data=05%7C01%7CBen.Smith%40bsigroup.com%7C81a427c641f64bd30fb508dbbd9ab708%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638312244456081648%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=E7a13atKBQCO4GBLE79RLSE3CCvOuNlTKgSPEoWCR08%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fdocuments%2Fbsi-md-ivdr-best-practice-documentation-submissions-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3D%26utm_campaign%3DGL-RegSrv-NEWS-MD-MDR-application-2309&data=05%7C01%7CBen.Smith%40bsigroup.com%7C81a427c641f64bd30fb508dbbd9ab708%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638312244456081648%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=E7a13atKBQCO4GBLE79RLSE3CCvOuNlTKgSPEoWCR08%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F2023%2Fmdr%2Fmdr-rule-21%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3D%26utm_campaign%3DGL-RegSrv-NEWS-MD-MDR-application-2309&data=05%7C01%7CBen.Smith%40bsigroup.com%7C81a427c641f64bd30fb508dbbd9ab708%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638312244456237889%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=fpX%2B%2FObz7lbHk1u%2BEH4fE7Dk6ECmwBamFghB7c8neVA%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2023-08-18%2F2c22px4%3F_gl%3D1*zqtkb2*_ga*MTUzOTM4Mzc5NS4xNjc0NTczOTU1*_ga_RWDQ3VY9NQ*MTY5Mzk4NjkxNy4xNzAuMS4xNjkzOTg3OTM0LjAuMC4w%26_ga%3D2.158043706.1425647234.1693826582-1539383795.1674573955%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3D%26utm_campaign%3DGL-RegSrv-NEWS-MD-MDR-application-2309&data=05%7C01%7CBen.Smith%40bsigroup.com%7C81a427c641f64bd30fb508dbbd9ab708%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638312244456237889%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=PcQ8zNQjAYOAQutv7RRDoOg0vLO5yQxih4SqMZQjD7c%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2023-08-18%2F2c22pxx%3F_gl%3D1*deqjkn*_ga*MTUzOTM4Mzc5NS4xNjc0NTczOTU1*_ga_RWDQ3VY9NQ*MTY5Mzk4NjkxNy4xNzAuMS4xNjkzOTg3Njc3LjAuMC4w%26_ga%3D2.202034961.1425647234.1693826582-1539383795.1674573955%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3D%26utm_campaign%3DGL-RegSrv-NEWS-MD-MDR-application-2309&data=05%7C01%7CBen.Smith%40bsigroup.com%7C81a427c641f64bd30fb508dbbd9ab708%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638312244456237889%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=6Ov5X5PZKgi3nRNPBEEHbuIm%2Fq8DAcV0lIhJ2lz6RpI%3D&reserved=0


 

Public 

Did you know that BSI can also provide you with testing services 

around EN 60601 series of standards? BSI Assurance provides 

medical electrical device testing services for assessing compliance 

with EN 60601 requirements. EN 60601 is also an harmonized 

standard.  

Talk to BSI today and start your journey.  To know more, visit our 

dedicated blog.  

Find out more 

 

 

BSI Regulatory Services Team Joins #WorldCleanUpDay 2023  

We at BSI are committed to making a positive impact on the world, 

and our mission is to ensure patient safety whilst supporting timely 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2Fen-60601%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3D%26utm_campaign%3DGL-RegSrv-NEWS-MD-MDR-application-2309&data=05%7C01%7CBen.Smith%40bsigroup.com%7C81a427c641f64bd30fb508dbbd9ab708%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638312244456237889%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=EQ9yNqqLOvBEk8yzpuUE0YeCgWBt%2FJnsG7qdWz8Q0ac%3D&reserved=0
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The digital revolution in regulatory document management  

Compliance Navigator is the smart, simple way to work with medical and IVD device standards and 

regulations. Designed by regulatory experts, our online workflow tool helps teams discover, organise, 

and mitigate potential risks in their compliance process. 

Key features: 

�x Save time - Access and search over 6500 relevant documents and standards and add the 

most relevant ones for your product to your own bespoke dashboard 

�x Reduce risk - Get advance warning of upcoming changes to medical device BS standards and 

BS-adopted medical device standards that affect your compliance 

�x Coordination  - Unlimited number of users with simultaneous access 

�x Expert Commentary - Interpret standards and regulatory information via independent expert 

commentary and smart support guides 

Start a free trial today  

 

 

Events for your calendar   
 

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 

your certification requirements. Find out more about our  latest 
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