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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. 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fhelp.salesforce.com%2FarticleView%3Fid%3Dpardot_view_online_link.htm&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605338859%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=lKYPeB9AAvp2il5mt%2BfoF82oesPMWzWmmPPlFw%2FuGbQ%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-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605348815%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=79LCv950%2BWHMjUGvIshqWju27cosZaV3TBWZCCB1GDk%3D&reserved=0
mailto:medicaldevices@bsigroup.com
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fshop.bsigroup.com%2FRSS-Feeds%2F&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605388641%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=z2lzFHCXP6a63eJ7F6D%2FXo%2ByYbhbjqOblnRG%2F%2BLuIUI%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.facebook.com%2FBritishStandardsInstitution%2F&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605378679%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=J9y5TSc%2FoguenCSFRVTN4PUuenpkWOSq9SO6pQvBxy0%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fuser%2FBSIBritishStandards&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605368724%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=t5bx%2FwQNMG0loa1JyXASwylwGqFS9pkEsrDBke81%2FiU%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin.com%2Fgroups%2F5100466%2F&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605348815%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=o6wmTBEM4ohDwZiDRZpl%2FcjxkYdW6L%2Br%2F8k17cXnvtU%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fdocuments%2Fbsi-md-jmdr-feb-2021-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dimage-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605398601%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=9e6AVQuNTAZO%2FchPPnosPQtx9NXwHtAj0FffOBCturM%3D&reserved=0


   

Read more  

 

 

Active Implantable Devices resources  

 

Active Implantable Medical Devices (AIMDs) are one of the highest risk 

categories of device and are subject to rigorous regulatory controls 

before they can reach global markets. Download our latest AIMD 

brochure, clinical investigations whitepaper and MDR best practice 

guidelines to help you when preparing and structuring your Technical 

Documentation for a conformity assessment under the MDR. 

   

Download the AIMD brochure 

    

Download the MDR Best Practice Guidelines  

   

Find out more 

 

 

Book now – Person Responsible for Regulatory Compliance (PRRC) – 

what you need to know 

 

 

Join BSI's Maddalena Pinsi, Regulatory Lead, to hear about the Person 

 Responsible for Regulatory Compliance (PRRC), the regulatory expert the 

companies shall have at their disposal as per the MDR and the IVDR. 

 

This webinar will offer notified body insights for all people involved in 

working towards an IVDR and MDR application, whether you are a novice 

or have significant experience of working with a notified body. 

 

Please join us for this critical update around Person Responsible for Regulatory Compliance (PRRC) and 

what you need to know.  

Choose from one of the two sessions: 

 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fdocuments%2Fbsi-md-jmdr-feb-2021-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dcta-button%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605408558%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=dbpSMDObteJA3y8kUy%2FFQiKAzwrVo%2FSTrbWZNLxp%2Btc%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fmeddev%2FLocalFiles%2Fen-GB%2FTechnologies%2FBSI-md-active-implantable-medical-devices-brochure-UK-EN.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DAIMD-brochure-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605428471%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=QQ93lhVP9cUg4Lsj84d04G1W6lCX8tlxKrw%2F%2F%2BWEQXY%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fdocuments%2Fbsi-md-mdr-best-practice-documentation-submissions-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dbest-practice-guidelines-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605438426%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=Hnj5LTFI6meRG5yCtSReg0EsiXBwPIeym0b9diflj7U%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Ftechnologies%2Faimd%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Daimd-find-out-more-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605448380%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=s%2Fp2LgCcIDC6M9y%2Bt0rM5v9cxNQCarDNk0yrj8h2mr8%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F2021%2Fmarket-access%2Fprrc%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DPRRC-webinar-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605458336%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=29kE0F4xRl09oE9K3FPt9kdgLA5i05KK4QBOs6O%2FHgI%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F2021%2Fmarket-access%2Fprrc%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DPRRC-webinar-join-us-2%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605468301%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=JHhlKv3rcxUb7YvJ7LGRrjyY2Bm%2FfhE2SiQDyl7qXUw%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fmeddev%2FLocalFiles%2Fen-GB%2FTechnologies%2FBSI-md-active-implantable-medical-devices-brochure-UK-EN.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DAIMD-brochure-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605418510%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=NXgbpZAh3EcpDP30N1wQI%2BxUIaIdGAor5ZMsbn7kMFs%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DPRRC-webinar-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605448380%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=hrllV1aOmQvB2jXPmR%2F%2FIog2Lol9gxspUDVNLT3ECPo%3D&reserved=0


Wednesday 28 July: 09.00 – 10.00 BST Register now 

Wednesday 28 July: 16:00 – 17:00 BST Register now 

 

The convergence of the pharmaceutical and medical devices industries 

 

  

 

Download the latest BSI medical devices whitepaper for a discussion of the different categories of 

combination products within the EU along with the regulatory pathways designed to ensure they are 

safe and perform as intended. 

   

Download whitepaper 

 

 

Events for your calendar 

 

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

   

 

 

  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-06-08%2Fzy5cy6%3F_ga%3D2.148774835.543816827.1624213550-89042970.1603118861%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPRRC-AM-webinar%26utm_campaign%3DMD-newsletter-2107%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DPRRC-webinar-9am-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605478250%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=4eJ3Sy6LEB8NMeDjwt2sxY1n%2FcfofALbIK%2B77eOgvMo%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-06-21%2F216v1r7%3F_ga%3D2.106452231.543816827.1624213550-89042970.1603118861%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPRRC-PM-webinar%26utm_campaign%3DMD-newsletter-2107%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DPRRC-webinar-4pm-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605478250%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=ZguZ5ybd7Q27arfssSMsXDpafA7RpVcpT2jllLNEiqk%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwhitepapers%2Fpharma-download%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DCN-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605498161%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=tIXo63%2B0rBuIlO8ne%2FsfLYiToh9cuU2m2Gm5CoPYVqo%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2Fevents-and-conferences%2Fbsi-speaking-at-events%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dlink%26utm_campaign%3DHK-RegSrv-NEWS-MD-UKCA-FAQs-for-medical-devices-and-IVDs-2106&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605498161%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=pZS%2FdumRPpP2JRUGY7Gv2Xz9Uoz6g1FE4K9HC4ZPZk8%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2Fevents-and-conferences%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DEvents-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605508119%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=qbP3XDW1HeWSgetOnd8o2571OCF1GEM8KP5zdXYbHyE%3D&reserved=0
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https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2Fevents-and-conferences%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DEvents-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-clinical-evaluation-requirements-2107&data=04%7C01%7CBen.Smith%40bsigroup.com%7Cbc1b9d3f9b7c4d3b3bf108d945de4eaa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637617643605518074%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=VUbVSybmlU5j%2B%2BTAyrCDcwdbNflFyYf81WetA2ezwsQ%3D&reserved=0
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