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Digital pre-applications for CE marking, UKCA and QMS services 

 

       

 

We are delighted to announce that all our digital pre-applications for CE marking, UKCA and QMS 

services are now online and form part of our pre-application portal. The portal will allow you to access 

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%7C43ad2a77488f4f9a264e08d95bdbeda4%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637641822453840718%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=bgnpkewhYc0JzdUCS9o%2B7PPDjgms0nqTUC8iQjiXVUY%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-SureII-2108&data=04%7C01%7CBen.Smith%40bsigroup.com%7C43ad2a77488f4f9a264e08d95bdbeda4%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637641822453850674%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=1f5bIpLnP3DCDG4Th%2FJXxL07ttFB%2BxwBl%2FYrCbBhxYw%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fforms%2Fcontact-us-med-dev%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dform-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7CBen.Smith%40bsigroup.com%7C43ad2a77488f4f9a264e08d95bdbeda4%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637641822453930331%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=HKuSma5uPRRr93LQKhMLlLsCOlIBuhuxJR4SGyGw7oI%3D&reserved=0
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the pre-application process through a digital interface. We are excited to share our new journey into 

digital applications and the replacement of our Company Information Forms.  

In addition, we have ensured that the system intelligently routes pre-application activities and issues 

alerts and notifications to you with inbuilt validation of the data you input. This will allow you to have 

greater interaction with the portal with all your applications in one, easy to access place, whilst tracking 

your application in real-time.   

 

Please chat to your BSI Commercial contact to arrange access to the system. Or if you are new to BSI 

please complete the online form:  

   

Complete the form  

   

 

Listen back to our most recent webinar  - Person Responsible for 

Regulatory Compliance (PRRC) – what you need to know 

 

 

This webinar was presented by 

Maddalena Pinsi, Regulatory Lead, BSI. 

The webinar offered notified body 

insights for all people involved in 

working towards an IVDR and MDR 

application. 

 

If you missed the webinar or were not able to join you can view the recording and presentation slides 

here. 

  

 

Upcoming Webinar - MDR Rule 14 Devices – conformity assessment 

process and documentation requirements for 

submissions                                    

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fforms%2Fcontact-us-med-dev%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dform-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7CBen.Smith%40bsigroup.com%7C43ad2a77488f4f9a264e08d95bdbeda4%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637641822453940282%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=nMTO9Fi8aRJA4V1KdiGUCUorYOWhpohEJ7%2BrTrFoYQg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-06-08%2Fzy5cy6%3F%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPRRC-webinar-on-demand%26utm_campaign%3DMD-newsletter-2021%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dlsten-back-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7CBen.Smith%40bsigroup.com%7C43ad2a77488f4f9a264e08d95bdbeda4%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637641822453990069%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=3Toib1reOhPTJxc0tpmczXWqu6CkprA6SEAImfcRDlg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-06-08%2Fzy5cy6%3F%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPRRC-webinar-on-demand%26utm_campaign%3DMD-newsletter-2021%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dlsten-back-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7CBen.Smith%40bsigroup.com%7C43ad2a77488f4f9a264e08d95bdbeda4%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637641822453990069%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=3Toib1reOhPTJxc0tpmczXWqu6CkprA6SEAImfcRDlg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-06-08%2Fzy5cy6%3F%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPRRC-webinar-on-demand%26utm_campaign%3DMD-newsletter-2021%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dlsten-back-image-maddalena%26utm_campaign%3DGL-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7CBen.Smith%40bsigroup.com%7C43ad2a77488f4f9a264e08d95bdbeda4%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637641822453950238%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=aKmlGeH86WwYpUjBFxbOJKcBhUvOJz7XH5rDR3GLPHY%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-06-08%2Fzy5cy6%3F%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPRRC-webinar-on-demand%26utm_campaign%3DMD-newsletter-2021%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dlsten-back-image-webinar%26utm_campaign%3DGL-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7CBen.Smith%40bsigroup.com%7C43ad2a77488f4f9a264e08d95bdbeda4%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637641822453970145%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=d5UWfC4yFeSoW5k1VpLgahmA07q1YbspRGETC1P2nio%3D&reserved=0


 

Join BSI's Theresa Jeary, Technical Specialist and Scheme Manager, as 

she explains more about the conformity assessment process for medical 

devices containing an ancillary medicinal substance. 

 

This webinar will be helpful for those looking at strategic planning 

considerations and for those who would like to understand more about 

the timelines to facilitate MDD to MDR transition planning. 

  

Please join us for this insightful webinar and choose from one of two sessions: 

 

Wednesday 8 September: 09.00 – 10.00 BST Register now 

Wednesday 8 September: 16:00 – 17:00 BST Register now 

 

Are you a manufacturer of Vascular medical 

devices?  

 

Our Vascular Medical Devices brochure provides 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 under the EU MDR and UK MDR 2002. 

 

If you have any questions about new product applications please contact 

us and our experts will be able happy to assist. 

   

Vascular Medical Devices brochure 

 

 

Phthalates and endocrine disruptors | New whitepaper published 

  

 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-07-06%2F21h9nhy%3F_ga%3D2.208489050.918137157.1627812620-89042970.1603118861%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DMDR-Rule-14-Devices-AM-webinar%26utm_campaign%3DMD-newsletter-2109%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dmdr-rule-webiar-9am-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7CBen.Smith%40bsigroup.com%7C43ad2a77488f4f9a264e08d95bdbeda4%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637641822454009977%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=NOJdUyDnwTgLlSseV7rzjjvTGAAuTIACfgEQ2f7Y%2FwQ%3D&reserved=0
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https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fmeddev%2FLocalFiles%2Fen-GB%2FTechnologies%2FBSI-md-vascular-brochure-UK-EN.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dvascular-brochure-image%26utm_campaign%3DRegSrv-NEWS-MD-SureII-2108&data=04%7C01%7CBen.Smith%40bsigroup.com%7C43ad2a77488f4f9a264e08d95bdbeda4%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637641822454029894%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=MzT8X5PIvvFQFbvoz6merbiGeXF5kvJUL8VXHpNzYoA%3D&reserved=0


 

Many phthalates have the potential to cause hormonal disruption, however, it was only recently 

(January 2020) that experts produced a useful consensus paper (La Merrill et al., 2020) which defined 

the key characteristics of endocrine-disrupting (ED) chemicals as a basis for the identification of their 

intrinsic hazard. This whitepaper summarizes the evaluation of phthalates and ED substances in medical 

devices. 

   

Download whitepaper 

 

 

Events for your calendar 

 

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

   

 

 

You are receiving this email because you signed up to receive our monthly newsletter at www.bsigroup.com. If you no longer 

wish to receive these email you can unsubscribe here. 
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