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Welcome to the November edition of our Medical Devices Newsletter. This month, 

we bring you the latest updates, insights, and developments in the medical devices 

industry and regulatory updates. Dive into stay informed and ahead in this ever-

evolving field. 
  

Visit our dedicated webpage   
  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fhelp.salesforce.com%2FarticleView%3Fid%3Dpardot_view_online_link.htm&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7C351a10e327e14a4a9d4608dd14f510aa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638689764964441815%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=rbP%2FeLBcQVyJAxy0O%2FhX14dkiamhX%2B4YbK0TKBXa2Tk%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fproducts-and-services%2Fmedical-devices%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1124&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7C351a10e327e14a4a9d4608dd14f510aa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638689764964467238%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=ha8NuGiFF9XuK2AmEKaDYubk4t%2F0XycP0d7nFbkURnU%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2F&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7C351a10e327e14a4a9d4608dd14f510aa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638689764964454494%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=Hn15R5V43oYjDNIW5D4ERL9DhriWCTakr4EIXOCC2VY%3D&reserved=0


 

  

Notified Body capacity and lead times 
  

We are pleased to share BSI Notified Body capacity and lead times for MDR and IVDR 

applications and Conformity Assessments. This information is based on BSI’s 

interpretation of these terms, considering our operational processes and client 

feedback relating to information that would be the most useful in enhancing 

transparency and predictability of MDR/IVDR applications, and certification processes 

for manufacturers. 

 

BSI commits to updating the capacity and lead times on a regular basis, and the 

capacity and lead times presented below should be considered as indicative at the 

time of publication. 

 

To know more visit our dedicated webpage. 
  

Read the document   
  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fproducts-and-services%2Fmedical-devices%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1124&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7C351a10e327e14a4a9d4608dd14f510aa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638689764964480174%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=l0RriMxAaVkqyf5WIf5AVSWJNkVg95DGyf5vEDroDy0%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fsiteassets%2Fpdf%2Fen%2Finsights-and-media%2Finsights%2Fbrochures%2Fbsi-md-nb-capacity-lead-times-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1124&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7C351a10e327e14a4a9d4608dd14f510aa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638689764964493313%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=LzdDpfvSawDWPBM18Sh6sotA2ZkkCraIpbBPVLFn1%2FM%3D&reserved=0


 

UKCA marking with 
BSI 
 

 

 

   

Our step-by-step guide helps you navigate the UKCA Certification process, from 

submitting your application to receiving your UKCA Certificate.  
  

Access the full guide here   
  

   

 

 

Guide to Conformity 
Series - Medical Device 
Single Audit Program 
(MDSAP) 
 

 

MDSAP allows a single audit of a medical device manufacturer’s QMS, which satisfies 

the requirements of multiple regulatory jurisdictions. Through MDSAP, medical device 

manufacturers can be audited once for compliance with the standard and regulatory 

requirements of up to five different medical device markets. 

 

To know more, visit our dedicated webpage. 
  

Watch the video now   
  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fsiteassets%2Fpdf%2Fen%2Finsights-and-media%2Finsights%2Fbrochures%2Fbsi-md-ukca-certification-process-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1124&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7C351a10e327e14a4a9d4608dd14f510aa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638689764964509489%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=Aie0fdAh9qSSy%2FEvtTKfBwZxdDAS7hn4yonNsDvTZuk%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fproducts-and-services%2Fmedical-devices%2Fmdsap%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1124&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7C351a10e327e14a4a9d4608dd14f510aa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638689764964523551%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=nk8pr0kpBEeKnQl9g9w%2FC0vZJ943IJXg7cZDIq%2BSogA%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2024-11-13%2F2c9r2tc&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7C351a10e327e14a4a9d4608dd14f510aa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638689764964537001%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=j6WtZzdKz%2BN5wlyqOmRoBpWa%2FTEMlKyTe4z%2Bw3xZoZo%3D&reserved=0


 

Compliance Navigator 
now contains MDSAP 
documents 
 

 

 

   

To find out more about the new MDSAP documents being added to Compliance 

Navigator, click below to find out more. A member of our team will be in touch to 

provide a comprehensive overview of what is included, as well as a brief review of the 

7000 other regulations, standards and guidance documents pertaining to the EU 

MDR, EU IVDR & FDA you can access via the online platform. 
  

Request more information   
  

Events for your calendar 
  

 

  

Article 16(4) Certification Scheme 

Monday, 25 November 2024 | 09.00 and 16.00 GMT 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpages.bsigroup.com%2Fl%2F35972%2F2024-07-23%2F3t81xg7%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1124&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7C351a10e327e14a4a9d4608dd14f510aa%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638689764964549415%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=GKcdXRrt3n9JhYQepK%2Fg%2FkU1%2FVVqBjWQw1my8840K6o%3D&reserved=0


Join us for this insightful webinar Article 16(4) Certification Scheme on 25 November 2024. BSI 

Notified Body launched its Article 16(4) Certification Scheme on the 25 of September. This 

webinar will discuss Article 16 MDR/IVDR and BSI’s Article 16(4) Certification Scheme. 

Register for webinar   
 

 

Learn about ISO 13485:2016 for medical 
devices 

Webinar on-demand 

This webinar covers the importance of compliance, benefits for manufacturers and why BSI is 

the right Notified body, providing expertise. Gain insights through a Q&A session to support 

your journey toward safer, quality-focused products. 

Watch our webinar on-demand   
 

 

On-Demand Webinars 

• Best practice for PSUR’s  

• Prepare for ISO 42001 – a framework for the management of AI  

• Clinical Evaluation of Orphan Devices & MDCG 2024-10  

• Rollout of EU Reference Laboratories for IVDR Class D devices  

 

 

Visit our webpage   
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