
  
 

Email not displaying correctly? 
View it in your browser  

 

 

 

Contact us 
+44 345 080 9000 

medicaldevices@bsigroup.com 
  

 

 
Regulatory review 

 

Your monthly medical device update 

January 2022  

Featured in this Newsletter   

�x Manuela Gazzard - Thank you and best wishes for the year ahead 

�x Confirmed IVDR transition timelines  

�x Clinical Masterclass series - Register now 

�x EU Regulatory news 

�x Compliance Navigator free trial 

 

 

Thank you for 2021, and best wishes for the year ahead  

 

A warm welcome to 2022. I hope you were able to enjoy the 

break despite the many disruptions faced around the globe, 

impacting the ability to celebrate and see family and friends.  

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%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142594654%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=zPbuId8Ry725%2BVXweXl6OLjT%2Ffkq%2BY9nYwIB1xJEXqw%3D&reserved=0
mailto:medicaldevices@bsigroup.com
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-success-of-2021-and%2520the-year-ahead-2201&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142594654%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=Zx%2FgHf6nEaop4B9qsyKiNK6YbTFbNuRPYmH2dJo7bkM%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%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142594654%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=vXtd71GUVVXDfswGM7XQCjDJg5Y%2F3n5bkGkY%2F6XDIWw%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%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142594654%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=qbDY5P1%2BTgDQwBekJZibHVFY84lCaoGFJPi5SMXzcUg%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%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=J6iEsDWEyRPMAK0IJACiymROJgHM4UDo6NoiXiKKw%2Fg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fshop.bsigroup.com%2FRSS-Feeds%2F&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=U1T%2BnQstTHZNkYKcJhzZqM%2Fq%2BXx2GH76yyXjtiAv92E%3D&reserved=0
mailto:medicaldevices@bsigroup.com
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fdocuments%2Fbsi-md-medicinal-dossier-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Ddossier-guidance-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=OWSmDBdTUwA7SI25HSPoPi0HlTc9V4Ohwj7blhXNqic%3D&reserved=0


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2Fhybrid-audits-for-medical-devices%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dhybrid-auditing-model-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-success-of-2021-and%2520the-year-ahead-2201&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=sjEAgDVD8jkBXYfCd8qwa%2F700xEU9ExfJRh7l4cr8Zc%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2Fhybrid-audits-for-medical-devices%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dhybrid-auditing-model-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-success-of-2021-and%2520the-year-ahead-2201&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=sjEAgDVD8jkBXYfCd8qwa%2F700xEU9ExfJRh7l4cr8Zc%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fabout-bsi%2FSustainability%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBSI-sustainability-agenda-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-success-of-2021-and%2520the-year-ahead-2201&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=OmT4WAfE4BeBJLzfJj2jFdtBTMnb0EJ4kYZ36odT6Qg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2Fmedical-devices-mdr-ivdr-pre-applications%2Fvideos%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Ddigital-pre-application-portal-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-success-of-2021-and%2520the-year-ahead-2201&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=MrW5%2FDVIxeDCsy8jcm5404betGGQ%2FQctroFBeyzBGF4%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F2022%2Fmdr%2Fclinical-masterclass%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dclinical-masterclass-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-success-of-2021-and%2520the-year-ahead-2201&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=Ka0X3%2Bl5D8whZWtsMzSxL0qhn%2FT89ASZmp0h3T7d2S8%3D&reserved=0


2022 will bring an exciting new dimension to our business as we establish a medical device artificial 

intelligence notified body. The designation will secure our future parallel success to our traditional 
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View table of proposed changes  

 

 

Register now for BSI's Clinical Masterclass Series  

                 

                         

                             

Join us for our new clinical masterclass series of webinars. The timelines for ensuring your product 

maintains EU market access under the new, more stringent Medical Device Regulations (MDR) are 

challenging. 

 

These five  insightful webinars will help you focus on various aspects of the MDR, from looking at post-

market clinical follow-up, to helping you with your medical device software and when a clinical evaluation 

is required. In addition, participants will gain a better overall understanding of the post-market 

requirements as listed under Articles 86 and 87 of the MDR. 

 

There’s still time to register for the first webinar in the series – Well Established Technologies - 

Defining the criteria from MDCG 2020-6.  

 

Choose from one of two sessions on Wednesday 19 January 2022:  

 

Wednesday 19 January: 09.00 – 10.00 GMT Register now  

Wednesday 19 January: 16:00 – 17:00 GMT Register now  

 

To view more information about the upcoming series or to pre-register ahead of time for the other 

webinars please click below. 

   

View the full Clinical Masterclass series 
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EU Regulatory news  

  

Two Commission Implementing Decisions with new, additional references of harmonised European 

standards in support of Regulation (EU) 2017/745 on medical devices (MDR) and of Regulation (EU) 

2017/746 on in vitro diagnostic medical devices (IVDR) were adopted on 4 January 2022 (MDR) and on 

6 January 2022 (IVDR). It has been published in the Official Journal of the European Union (OJEU).  

 

These new publications, amending and enlarging those issued in July 2021, will include very important 

and horizontal harmonised standards such as EN ISO 13485:2016 and its amendment A11:2021 on 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Feur-lex.europa.eu%2Flegal-content%2FEN%2FTXT%2FHTML%2F%3Furi%3DCELEX%3A32022D0006&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=GC3sANDnM1JvXxB%2FP3x1hmK9yXZFfyN2OC1D%2F6WVvMk%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-gb%2Fmedical-devices%2Four-services%2FCompliance-Navigator%2F2022%2Fnew-year%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dfree-trial-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-success-of-2021-and%2520the-year-ahead-2201&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=urNiOMrpJnq1AUhwjHwYMeRttKJTCBDu6XL%2FC5MvL8I%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.bsigroup.com%2F&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142907060%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=DWoB4aYoEKtoXFhr6pBVWnwQMW43NtDMzDILxqRKOew%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2FemailPreference%2Fe%2Fepc%2F73472%2F8ISeBUeA9MnaaEzobkjRGa78Nhdj7J6CcxK_iST3PbQ%2F1099&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142907060%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=xlGgmhmU7wmdSGjnb%2FAiw6upyj%2BDJ3lxYsWzQacQ78k%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-gb%2Fmedical-devices%2Four-services%2FCompliance-Navigator%2F2022%2Fnew-year%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dfree-trial-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-success-of-2021-and%2520the-year-ahead-2201&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142750835%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=vCIIhXBQoropISWAydxp06mprTiRqv7%2FtoWHC%2BNzoJk%3D&reserved=0
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-footer%26utm_campaign%3DGL-RegSrv-NEWS-MD-success-of-2021-and%2520the-year-ahead-2201&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142907060%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=ujd%2Fg458nhJoZrWtmXSVTHmnB%2FfBPBEijDCTW2MnscI%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%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142907060%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=4K491hIiRr6aACPIhWoe6DCWvUZqSK%2BwkHS3mEWPXsQ%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%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142907060%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=xnlUoE2nu82ZUdDqV7m6XxyoZp92lQTgBDyX%2FzBz1ho%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%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142907060%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=3cDqmvSKSvWLObRB%2FJft9Bw0jZJqL1m5DVP5oeXDO%2BA%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fshop.bsigroup.com%2FRSS-Feeds%2F&data=04%7C01%7CBen.Smith%40bsigroup.com%7C265c26112e334dc3c80708d9d5e854b2%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637776016142907060%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=pXLLLBKlVj6sBiM2l3AJeAyCvfoJBrlU9UTjeXk2Pdo%3D&reserved=0
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