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» Willem van de Biggelaar

Has participated in the extensive EU MDR (2017/745) training:

Module 1: Introduction, timelines, scoping, definitions, Eudamed, implementing/delegated acts
Module 2: Classification, Conformity Assessment routes, QMS

Module 3: GSPR's, Labeling, UDI

Module 4: Clinical evaluation, PMCF, PMS, Vigilance / FSCA,

Module 5: Technical documentation, Notified Body assessment, Health Institutes

Each Module consisted of 8 hours plenary training.

By Pieter de Vries
Principal Consultant Medical Device Project B.V.
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