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IVDR Classification  

 

The In Vitro Diagnostic Regulation (IVDR) (EU) 2017/746 is the new EU legislation applicable to in vitro 

diagnostic (IVD) medical devices. Entering into force on the 25 May 2017 marking the start of a five-year 

transition period for manufacturers and economic operators, the IVDR replaces the EU In Vitro 

Diagnostics Directive (IVDD) 98/79/EC. 

 

Manufacturers wishing to apply to a notified body for a conformity assessment of their IVD medical 

device have until the Date of Application of the IVDR in May 2022 to update their Technical 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fhelp.salesforce.com%2FarticleView%3Fid%3Dpardot_view_online_link.htm&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651031374%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=i9aNLfINBuEgvMEsLR7NWBg8OVW69LSkxs4iOpNs8NI%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-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651041367%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=FbYmaAixb26tZZkU9Rysc5w9dXlxgxNIqgSOYJCcFpo%3D&reserved=0
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Documentation to meet the requirements and comply with the new, more stringent Regulation. 

 

All devices will need to be divided into classes. This classification map will allow you to allocate your 

device correctly under the IVDR. 

 

Download the IVDR classification rules  

 

 

General Medical Devices Brochure 

 

Our General team of highly trained technical specialists are product 

experts who work with device manufacturers and 

understand the specifics of complex medical devices. 

The team has an average of 20 years’ industry and 

regulatory experience, and we are able to provide conformity 

assessments under the EU MDR and UK MDR (2002). 

 

Find out more on our website. 

 

General Medical Devices Brochure  

 

 

 

Listen back to our most recent webinar - What you need to know 

about the Periodic Safety Update Report (PSUR) & Vigilance under 

the Medical Device Regulations 

 

 

The what you need to know about the Periodic Safety Update Report 

(PSUR) & Vigilance under the Medical Device Regulation – conformity 

assessment process and documentation requirements for submissions 

webinar was presented by Richard Holborow, Head of Clinical 

Compliance, BSI. 

 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fdocuments%2Fbsi-md-ivdr-classification-rules-chart-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26%26utm_content%3Divdr-class-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651131318%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=O8fJzkqN2OPSgIK5g%2F0o5OncNhQvQ%2F2i3cSmmfEXGM8%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Ftechnologies%2Fgeneral-devices%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26%26utm_content%3Dgeneral-brochure-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651161304%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=QRzxlRpEA%2Fca61oUcLzAg1tK%2FMAH%2BmDdpqFNIyLSVWs%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Ftechnologies%2Fbsi-md-general-devices-brochure-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26%26utm_content%3Dgeneral-brochure-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651171297%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=0cUdSlN1pxO0KFVD7CkPYentS%2F5ThXxlFQceHrTFy8A%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Ftechnologies%2Fbsi-md-general-devices-brochure-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26%26utm_content%3Dgeneral-brochure-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651141321%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=8YpdWSD75bCJrbHleRb5XU%2FLh0h4ZnObY6G4JisWW3Y%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-07-06%2F21h9nhy%3F_ga%3D2.163683961.795066671.1630939116-89042970.1603118861%3F%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPSUR-PM-webinar%26utm_campaign%3DMD-newsletter-2109utm_source%3Dpardot%26utm_medium%3Demail%26%26utm_content%3Dmdr-rule-listen-back-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651181289%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=oGCLf9ExEpsQHvuwTUtIUjGEIIJlb81gm6Xnx%2BtTB8A%3D&reserved=0


The webinar looked in detail at the post market requirements as listed under Articles 86 and 87 of the 

MDR, as well as which information is required for the PSUR and which vigilance events are reportable. 

 

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

here. 

Upcoming Webinar - Personalised Medical Devices - what you need 

to know  

 

Join Dr Tim Marriott, Senior Technical Specialist and Scheme 

Manager, BSI, to hear about important insights into routes to 

conformity for personalised medical devices. Tim will also be joined 

by Judith Prevoo, Regulatory Lead, BSI. 

 

Participants will gain an understanding of the regulatory 

requirements for personalised medical devices as well as an 

explanation of common pitfalls of classifying personalised devices. 

The webinar is open to everyone and is particularly suitable for those individuals who have an interest in 

the regulatory paths for personalised medical devices, as well as manufacturers of personalised medical 

devices.  

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

 

Thursday 04 November: 09.00 – 10.00 GMT Register now 

Thursday 04 November: 16:00 – 17:00 GMT Register now 

 

Digital pre-applications for CE marking, UKCA and QMS services  
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https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-10-05%2F232s48r%3F_ga%3D2.90677722.116643410.1633938094-140558045.1633934759%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPersonalised-Med-Dev-PM-webinar%26utm_campaign%3DMD-newsletter-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651231268%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=cFslxlxZgtMHMPaYApwgV99cxr5VtvXPqxdHja34sC8%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-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651231268%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=Wooc7wUKcfFDCau0e%2BSPgHopvhQ8Ol5KH8MI5Z9OBho%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F2021%2Fmdr%2Fpersonalised-med-dev%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26%26utm_content%3DPSUR-upcoming-webinar-register-page-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651211285%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=yLsPjYOu2gvjfWjetJaij4jBVrPjUxxuEfTUwrHoiJM%3D&reserved=0


 

We are pleased to hear initial feedback for our new digital pre-applications portal for CE marking, UKCA 

and QMS services. The portal will allow you to access the pre-application process through a digital 

interface, and it replaces our Company Information Forms.  

 

Feedback includes: 

“Transparency and oversight of current and previous applications, more accurate CIF completion, 

saving time in the overall process and the flexibility to allow different users to update the information.”  

“Puts the Manufacturer in control of their applications.” 

“Visibility of the history of applications and overview of the status”. 

 

Complete the form  

 

 

Learn about key MDR SSCP requirements | New white paper published 

 

 

 

The Summary of Safety and Clinical Performance (SSCP) is a new requirement under the European 

Medical Devices Regulation 2017/745 (EU MDR), applicable to Class III and implantable devices. This 

white paper explains the purpose and contextual background of the SSCP and summarizes the key 

requirements and recommendations from the MDR and MDCG 2019-9 guidance. 

 

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%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-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651241264%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=FPdGbtVUZQ6eq2xXs0Qxm36HBlE0jJKgaopan%2Fr4c%2Bw%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwhitepapers%2Fsscp-download%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Devents-and-conferences-image%26utm_campaign%3DRegSrv-NEWS-MD-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651251257%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=QfPaeUwq6Rfj6wb7ESdKda3jAwYuPsUo5HJV89RhmnY%3D&reserved=0
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