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Easy Links To Essential Pages On The
European Commission’s Medical Device
Website

by Amanda Maxwell

New documents and links related to the Medical Device and IVD
Regulations are published by the European Commission almost daily. Here
is a quick guide to where to find the information you need.

Quickly finding the correct European Commission’s webpage to access information relating to
the new Medical Device and IVD Regulations is not always easy. The website is now heavily
populated with information and forever expanding; navigating it can be like finding your way
through a maze.

Here are some quick links to essential information you may need in one handy guide:

Quick Links To Key European Commission’s MDR and IVDR webpages

Medical Device Regulation (EU) 2017/745 (MDR)

IVD Requlation (EU) 2017/746 (IVDR)

List of notified bodies designated under the MDR

List of notified bodies designated under the IVDR

MDR expert panel opinions

IVDR expert panel opinions

Implementing and delegated acts

Guidance documents

MDR/IVDR Harmonized standards

Onqgoing quidance deliverables

Implementation rolling plan

MDR/IVDR MDCG working groups agenda
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http://medtech.citeline.com/authors/amanda-maxwell
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02017R0745-20200424
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02017R0746-20170505
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=20
https://health.ec.europa.eu/medical-devices-expert-panels/experts/list-opinions-provided-under-cecp_en
https://health.ec.europa.eu/medical-devices-expert-panels/experts/list-views-provided-and-ongoing-consultations-under-pecp_en
https://health.ec.europa.eu/medical-devices-sector/new-regulations_en#guidance
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en
https://health.ec.europa.eu/medical-devices-topics-interest/harmonised-standards_en
https://health.ec.europa.eu/system/files/2022-06/mdcg_ongoing_guidancedocs_en.pdf
https://health.ec.europa.eu/system/files/2022-10/md_rolling-plan_en.pdf
https://health.ec.europa.eu/system/files/2022-11/md_events_2022_en.pdf
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There was also a flurry of documents published by the notified body association, TEAM-NB, in

October that are intended to support the implementation of the MDR and IVDR. They are
available here.
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https://www.team-nb.org/team-nb-documents/

