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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
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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

Gen
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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.


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F2021%2Fmdr%2Fpsur%2F%3Futm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPSUR-Webinar-Newsletter%26utm_campaign%3DMD-newsletter-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651191291%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=DTxHyZGvtvenWCYQeN4KfxW8dfnwU8HIljFJzWfRi8M%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F2021%2Fmdr%2Fpsur%2F%3Futm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPSUR-Webinar-Newsletter%26utm_campaign%3DMD-newsletter-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651191291%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=DTxHyZGvtvenWCYQeN4KfxW8dfnwU8HIljFJzWfRi8M%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=http%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-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-IVDR-Classification-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651201283%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=Rsu5oRJ7e5rD2rnA%2BW0fYpWDLu0%2FffXpg7g0hzgAn50%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-10-04%2F232qj9h%3F_ga%3D2.157754106.116643410.1633938094-140558045.1633934759%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPersonalised-Med-Dev-AM-webinar%26utm_campaign%3DMD-newsletter-2110&data=04%7C01%7CAyaisha.Abbas%40bsigroup.com%7Cd3b29ace30a14e08571b08d98fbd9297%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637698866651221272%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=uPoLcbUg8MQWGmhO%2BCxj9EShMXS5vTZIZSxTjQ4K50Y%3D&reserved=0
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 proc
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bsi.

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.

Inspiring trust for a more resilient world.
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