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Resources for IVD medical device manufacturers  
               

          

Our IVD team has extensive industry and regulatory experience, 

and is able to provide conformity assessments under the EU IVDR 

and the UK MDR 2002. We have updated our IVD Medical 

Devices brochure, providing you with all the information you need 

about our dedicated IVD team and our services. 

   
IVD Medical Devices brochure 
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To support you through the certification process, we have also 

developed an EU IVDR Transition Toolkit, which provides you with 

information about all of our IVDR guidance documents, training 

courses, webinars and whitepapers. 

   

EU IVDR Transition Toolkit 

 

 

Medical Device Digital Week 2021 

 

 

Join us at the Software as a Medical Device 

Digital Week 2021 to hear Dr Fiona Dunn 

and Dr. Aris Tzavaras present on Medical 

Device software, Regulatory Requirements 

and the MDR.  

The session will cover the MDCG guidance on software, software classification, state of the Art and AI 

and much more. 

   
Register and find out more 

 

  

 

Register for Webinar Series on MDR in German Language: 

Virtuelles MDR Expertenfrühstück  
 

 

Join us for a virtual coffee with our technical experts Anna Mirabelli, Thomas 

Dörge and Hans-Gerd Evering, and learn about relevant topics of the Medical 

Device Regulation (MDR). The webinar series will be held in German language.  

  
View full agenda 
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Register for our upcoming sessions:  

 

Bedeutung der klinischen Prüfung für die MDR: 

Tuesday 11 May 10:00 - 11:00 CET - Register now 

 

Post Market Surveillance gemäß MDCG 2019-9 und MDCG 2020-7 und -8: 

Tuesday 8 June 10:00 - 11:00 CET  - Register now 

  

 

Book now - MDR Lessons Learnt Webinar 
 
Join BSI's Kevin Madden, Team Training Lead and Technical Team 

Manager in the Orthopaedic and Dental technical team, to hear the critical 

lessons we have learnt and how you can use these to improve your 

submissions to BSI. We will share notified body experience and common 

pitfalls and learnings. Kevin will be joined for the Q&A section by Chris 

Wylie, Associate Global Head, Orthopaedic & Dental Devices, BSI.  

 

Choose from one of the two sessions: 

 

Wednesday 5 May 10:00 – 11:00 CET - Register now  

Wednesday 5 May 17:00 – 18:00 CET - Register now  

 

New extended webinar, 12th May - IVDR – Lessons Learnt Webinar 

 

Join this insightful extended webinar to hear from Dr Erica Conway, BSI’s 

Global Head of  IVD Medical Devices, talk about IVDR lessons learnt so far, as 

well as tips on making applications and the Performance Evaluation 

requirements under the In Vitro Diagnostic Regulation (IVDR). 

 

This is a special extended webinar and Dr Conway will also be joined by 

subject matter experts, Dr Heike Möhlig-Zuttermeister, Judith Prevoo, and Dr Liz Harrison. 

 

Wednesday 12 May 15:00 – 18:00 CET - Register now 
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Person Responsible for Regulatory Compliance (PRRC) brochure 

 

With the IVDR and MDR European regulators aim to ensure 

companies have a regulatory expert – a Person Responsible 

for Regulatory Compliance (PRRC) – at their disposal, to 

ensure that the company is meeting certain specific EU 

requirements. 

 

Download this free medical devices whitepaper today for an 

overview of the requirements of MDR/IVDR Article 15 

   
Download whitepaper 

 

 

Events for your calendar 

 

Find out the latest information about BSI Medical Devices Events and Conferences. 

   

 

 

You are receiving this email because you signed up to receive our monthly newsletter at www.bsigroup.com. If you no longer 

wish to receive these email you can unsubscribe here. 
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