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UKCA - new website and FAQs 

 

Download our UKCA webinar FAQs to know more about taking 

devices to market in Great Britain post-Brexit. 

 

More information on UKCA can be found on our website 

  
Download the FAQ 
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IVDR Company Information Form (CIF) - Device Schedule 

 

We have developed a presentation to guide you through completing the ‘Device Schedule’ section of the 

Company Information Form (CIF) when applying for conformity assessment under the IVDR. 

The Device Schedule provides BSI with the information we need to fully understand the scope of your 

application and the information to be included on the certificate of conformity; it also ensures that we, 

as a Notified Body, are complying with the Regulation. A comprehensive Device Schedule enables us to 

complete the quotation process more efficiently, reducing the probability that the scope of the 

application will need to be changed at a later date. 

 

For more information about how BSI can support your transition to the IVDR, please visit our dedicated 

IVD team webpage. 

   
Download the Device Schedule tutorial 

 

 

Microbiology Assessment Planning Guide  
 

 

We have developed this guide to 

provide information on what to 

expect during a BSI microbiology 

audit and to support you in 

preparing for your audit. 

 

Learn about our Microbiology team 

and the broad range of medical, 

pharmaceutical, industry and 

regulatory experience, including product design and development, manufacturing, sterilization and 

product testing. 

Further information about microbiology can be found on our website. 

   
Download the planning guide  
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Listen back  to our most recent Webinars 
 
 
IVDR Lessons Learnt Webinar 

 

Listen back to The IVDR Lessons Learnt webinar which was an exclusive 

extended 3-hour webinar. 

This was presented by Dr Erica Conway, BSI’s Global Head of IVD Medical 

Devices, along with subject matter experts, Dr Liz Harrison, Dr Heike 

Möhlig-Zuttermeister and Judith Prevoo.  

   
View the On Demand recording 

 

  

MDR Lessons Learnt Webinar 
 
Listen back to our recent webinar on MDR Lessons Learnt with Kevin 

Madden, Team Training Lead and Technical Team Manager in the 

Orthopaedic and Dental technical team. Kevin looked at the critical 

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

submissions to BSI. Kevin was joined by Chris Wylie, Global Head, 

Orthopaedic & Dental Devices, BSI for the Q&A session. 

   
View the On Demand recording 

 

  

 

Listen back to our MDR webinar series in German language 
 
Virtuelles MDR Expertenfrühstück 
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From April to June we hosted three webinars in German language about 

Technical Documentation, Clinical Evaluation and Post Market Surveillance 

under the MDR, presented by our three German speaking experts Anna 

Mirabelli, Hans-Gerd Evering and Thomas Dörge. Find all event details 

here. 

 

Listen back to this webinar series in German language. 

   
View the On Demand recordings 

 

  

 

Upcoming trainings for your calendar 

  

Use the summer break to refresh your knowledge. Here you will find a 

selection of upcoming training courses:   

 

 

Requirements of the IVDR, 9 July 2021 - Book now 

Performance evaluation and clinical evidence for IVDs, 15 July 2021 - Book now 

IVDD to IVDR transition course, 02 August 2021 - Book now 

   
View all training courses 

 

 

Remote access to regulatory documents made easy | Compliance Navigator free trial 

 

  

 

Whilst working with medical device standards is challenging and time-consuming in and of itself, 

working remotely adds an extra layer of complexity into the mix. With a subscription to Compliance 

Navigator, you can access your regulatory documents and standards easily wherever you're working 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2FMedia-Center%2FWebinare%2F2021%2Fmdr%2Fdach-mdr-breakfast%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dmdr-listenback-cta%26utm_campaign%3DDE-RegSrv-NEWS-MD-UKCA-FAQs-for-medical-devices-and-IVDs-2106&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C36df5a7939434e77712f08d9318de83f%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637595308903753827%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=2XQoCtDmJcSilp6OCKMKqrqW9txJBjoDOXqPFqBxUQg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-06-14%2F211jjwg%3F_ga%3D2.202213969.1506469243.1623651864-274356084.1593764075%3F_ga%3D2.158713466.1506469243.1623651864-274356084.1593764075%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dmdr-listenback-cta%26utm_campaign%3DDE-RegSrv-NEWS-MD-UKCA-FAQs-for-medical-devices-and-IVDs-2106&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C36df5a7939434e77712f08d9318de83f%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637595308903753827%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=aKDTvtiCxzMbFi0knFscV8uVFL%2BIQAZfDWCmmUhuJHc%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fbit.ly%2F3zHyT31&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C36df5a7939434e77712f08d9318de83f%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637595308903763818%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=7Z%2Bb0hnun7hp6qs1PazqjjQW21VFXdIBLxTgQHrejNA%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fbit.ly%2F3gz7vN6&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C36df5a7939434e77712f08d9318de83f%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637595308903773813%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=CdLt4chhGRk5ugyWLgzVaPjMwY19PzS1PXazPQ%2FcIMs%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fbit.ly%2F3q4s9b2&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C36df5a7939434e77712f08d9318de83f%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637595308903773813%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=gnXcx%2FBAEUEuLlPas7UV12Y0o07iztbbMvXJz25osUU%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-06-14%2F211jjwg%3F_ga%3D2.202213969.1506469243.1623651864-274356084.1593764075%3F_ga%3D2.158713466.1506469243.1623651864-274356084.1593764075%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dmdr-listenback-cta%26utm_campaign%3DDE-RegSrv-NEWS-MD-UKCA-FAQs-for-medical-devices-and-IVDs-2106&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C36df5a7939434e77712f08d9318de83f%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637595308903783813%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=zM3jtn9pgAlOBfBRp0yEfq2xOnr3%2Fwvco7g1gtSYyUs%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fbit.ly%2F3gwx5SI)&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C36df5a7939434e77712f08d9318de83f%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637595308903793806%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=tat%2F3eqjO04vb35d8lm1jEx%2FuljKyeCN5cc%2BNPuBffU%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2FCompliance-Navigator%2Ffree-trial%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dcn-free-trial-image%26utm_campaign%3DDE-RegSrv-NEWS-MD-UKCA-FAQs-for-medical-devices-and-IVDs-2106&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C36df5a7939434e77712f08d9318de83f%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637595308903793806%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=mUcv%2FkgsZFhHBlpyeQ6APezA%2BjufcnftubQzo7Pchz0%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-06-14%2F211jjwg%3F_ga%3D2.202213969.1506469243.1623651864-274356084.1593764075%3F_ga%3D2.158713466.1506469243.1623651864-274356084.1593764075%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dmdr-listenback-cta%26utm_campaign%3DDE-RegSrv-NEWS-MD-UKCA-FAQs-for-medical-devices-and-IVDs-2106&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C36df5a7939434e77712f08d9318de83f%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637595308903743835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=LGeU5dNFE58y2zX2oAMbSv2O%2FYmB76iRyQVxYVM7HF4%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-06-14%2F211jjwg%3F_ga%3D2.202213969.1506469243.1623651864-274356084.1593764075%3F_ga%3D2.158713466.1506469243.1623651864-274356084.1593764075%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dmdr-listenback-cta%26utm_campaign%3DDE-RegSrv-NEWS-MD-UKCA-FAQs-for-medical-devices-and-IVDs-2106&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C36df5a7939434e77712f08d9318de83f%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637595308903763818%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=Y8QRAni51fr%2FnZUTwlBlCxulHgYwT3AI9ivnPb7GjM0%3D&reserved=0


from. All you need is an internet connection and you're set. What's more, we're offering you a free trial 

so that you can see the benefits of Compliance Navigator for yourself. 
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