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We encourage you to read Article 16 in full and assess if it applies to your situation.  We are awaiting 

clarification from the European Commission for the exact requirements for the Article 16 certificate. 

  

We would like to ask for feedback on your plans for Article 16 certificates. Please complete one of the 

surveys below to share your plans with us: 

¶ Yes, I want to apply for an Article 16 Certificate with BSI: 

¶ No
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Listen back to our most recent webinars                                                  

 

 

UKCA for Medical devices and IVDs, are you ready? 

Dr Jayanth Katta, 

Sr. Regulatory Lead & Head of UK Approved Body 

 

 

ISO 20916 IVD - Clinical  performance studies 

Dr Marco Rost,  

Training Lead Regulatory Services (IVD) 
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