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Time for your IVDR application is now! 
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BSI has capacity across the full scope of our IVDR designation and we are accepting IVDR applications. 

For IVDD-Certified Class D devices, time is pressing. The deadline for certification under the IVDR is 26 

May 2025. It is crucial that manufacturers of Class D devices understand that they need to submit their 

application now or run the risk of not completing the conformity assessment process in time. 

Email us today at medicaldevices@bsigroup.com or directly request a quote. 

Apply now  

 

 

Time for your MDR application is now! 

 

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. 
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Listen back to our extended webinar on IVDR Companion Diagnostics 

Update.  
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The first two training courses are on Neural Networks. A 30-minute awareness course and a more in-

depth 2.5-
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¶ Reduce risk - Get advance warning of upcoming changes to medical device BS standards and 

BS-adopted medical device standards that affect your compliance 

¶ Coordination - Unlimited number of users with simultaneous access 

¶ Expert Commentary 
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