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BSI's first UKCA and AIMD certificates  

               

          

 

We are proud to announce that we have issued our first UKCA certificate under the UK MDR 2002 

legislation for medical devices via our newly designated UK Approved Body (0086). We have 

also certified our first Active Implantable Medical Device (AIMD) to the EU Medical Device 

Regulation. This certificate is our first to meet the EU Technical Documentation Assessment 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fhelp.salesforce.com%2FarticleView%3Fid%3Dpardot_view_online_link.htm&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604819835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=tiXh62IVieOqrjlmaXmCdZWGyJUDMG8HFsIY9D3BcMo%3D&reserved=0
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https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fcountry%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dbsi-logo-header%26utm_campaign%3DGL-RegSrv-NEWS-MD-First-UKCA-and-AIMD-certificates-2103&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604829837%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=m3mkqi37F4DoYZip7nrx6NO%2B2ziSoCznhyku7%2FJmxf0%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin.com%2Fgroups%2F5100466%2F&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604839832%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=YoZ8%2FXqugHEcePdfjl%2BhFuUkaD8WFy9SITwL8i39WQU%3D&reserved=0
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https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fshop.bsigroup.com%2FRSS-Feeds%2F&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604869807%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=aOCxpAntHNDlcSvBlBn%2FkEUkln9Abbm8I5cthxVcG74%3D&reserved=0
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Certificate, Regulation (EU) 2017/745, Annex IX, Chapter II. 

  

AIMD - Read full story 

   

UKCA - Read full story 

 

 

Want to know more about BSI Medical Devices? 

 

Our recent BSI Medical Devices (Capabilities) brochure provides you with information on all of the 

services we offer medical device manufacturers, from CE marking under the EU IVDR and MDR, and 

UKCA marking under the UK MDR (2002), to Quality Management Systems (QMS) certification and 

Medical Device Single Audit Program (MDSAP) audits. 

 

We have also updated our brochures for Ophthalmic Medical Devices 

and Wound and Skin Care Medical Devices. These provide information 

on the extensive experience of our technical specialists and the services 

we offer to support you through the process of certifying your medical 

device. 

   

Read capabilities brochure 

 

 

Book now –MDR Lessons learnt webinar 

 

 

The Medical Device Regulation (MDR) Date of Application (DoA) is approaching. 

The timelines for ensuring your product maintains EU market access under the 

new, more stringent MDR are challenging. BSI Notified Body wants to share 

some of our experience working on Technical Documentation submitted under 

the MDR. 

 

Join this webinar to hear Join Dr Monisha Phillips, Global Head of Orthopaedic and Dental, talk about 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. Monisha will be joined for the Q&A 

section by Kevin Madden, Technical Team Manager & Team Training Lead, Orthopaedic and Dental at 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fabout-bsi%2Fmedia-centre%2Fpress-releases%2F2021-press-releases%2Ffebruary%2Fbsi-certifies-first-aimd-product-to-the-medical-devices-regulation%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dcta%26utm_campaign%3DGL-RegSrv-NEWS-MD-First-UKCA-and-AIMD-certificates-2103&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604879806%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=hQetWOA0IspYgQmRCcXyImTG7L6TY5euaMCXIUqblDs%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fnews-centre%2Fenews%2F2021-news%2Fbsi-issues-the-first-ukca-certificate%2F%3Futm_source%3DPardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dcta-ukca%26utm_campaign%3DGL-RegSrv-NEWS-MD-UKCA-update-2102&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604889797%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=sB%2BxNC1zc98CrzqbokngLImlX6Ci1prS5qfGM1I1syU%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fservices%2Fbsi-md-capabilities-brochure-uk-en.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dcapabilities-brochure-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-First-UKCA-and-AIMD-certificates-2103&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604889797%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=1pjpb1WP0AqKWBc8i0ctg2%2BzQePxhlcfvbtThAi06gM%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fmeddev%2FLocalFiles%2Fen-GB%2FTechnologies%2FBSI-md-ophthalmic-brochure-UK-EN.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dophthalmic-brochure-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-First-UKCA-and-AIMD-certificates-2103&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604909782%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=gt4xNeiZpniExVVVWruxtmeADp%2FqzpTTm8cB9bWfg1Y%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Ftechnologies%2Fbsi-md-woundcare-brochure-uk-en.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dwoundcare-brochure-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-First-UKCA-and-AIMD-certificates-2103&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604919781%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=T9L28RDpwzbnE6hlZV8VerwXxPtmmDcYSKcixltFWIw%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fnews-centre%2Fenews%2F2021-news%2Fbsi-issues-the-first-ukca-certificate%2F%3Futm_source%3DPardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dcta-ukca%26utm_campaign%3DGL-RegSrv-NEWS-MD-UKCA-update-2102&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604919781%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=D4EphYcFY3L3fvdhUQ%2BBkGZ4iWOr66UJasA5jQq3DCU%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fservices%2Fbsi-md-capabilities-brochure-uk-en.pdf&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604929775%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=z9%2BfX8zP7T1qj0artNPZLk9GIzyDgft5MdTnPiifh98%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fservices%2Fbsi-md-capabilities-brochure-uk-en.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dcapabilities-brochure-img%26utm_campaign%3DGL-RegSrv-NEWS-MD-First-UKCA-and-AIMD-certificates-2103&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604899794%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=je9cRdpBqQdsbzOKxpbJrdgN7Beu3hlgWP%2FPdjCheic%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-02-25%2Fyymdp5%3Futm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DMDR-Lessons-Learnt-AM-webinar%26utm_campaign%3DMD-newsletter-2021&data=04%7C01%7CGlobalMedical.DeviceMarketing%40bsigroup.com%7C054d54da329a4adc11ef08d8e31acfde%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637509051604939771%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=xVtDj0mvnw1RYQ1LMW4CLYiOaSMaPuF0FBPpCsVJ7Mk%3D&reserved=0


BSI. 

 

Choose from one of to sessions: 

 

Tuesday 30 March 09:00 – 10.00 (BST) - Register 

Tuesday 30 March 16:00 – 17.00 (BST) - Register  

 

MDR Company Information Form - Device Schedule tutorial 

 

 

We have developed a short tutorial video, which guides you through the process of completing the 

‘Device Schedule’ section of the Company Information Form (CIF). 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. 

  

Watch video  

 

 

A Notified Body’s perspective on the clinical evaluation requirements 

under Regulation (EU) 2017/745 on medical 

devices                                              

 

Understanding of the clinical evaluation process for medical devices 

against the requirements of the Medical Device Regulation (MDR – 

(EU) 2017/745), relevant Medical Device Coordination Group 

(MDCG) guidance documents is critical for all manufacturers. Hear 

from BSI’s Richard Holborow, Head of Clinical Compliance in his recent article in the Journal of Medical 

Device Regulation on the main requirements for clinical evaluation under the MDR from a Notified Body’s 

perspective and how to meet those requirements. 

   

Read more  
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Fast track your understanding of MDSAP requirements 

 

Did you know that you can expedite your understanding 

of MDSAP requirements with Compliance Navigator's new 

guidance? Authored by Eamonn Hoxey, this 

comprehensive guidance document includes seven 

sections on: management; device marketing 

authorization and facility registration; measurement 

analysis and improvement; medical device adverse events 

and advisory notices reporting; design and development; production and service controls; and 

purchasing. Watch this video to find out more about the benefits of a subscription to Compliance 

Navigator. 

   

Watch video  

 

 

Events for your calendar 

 

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