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Program Breakdown
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Classification & Conformity Assessment Foundation

8 Steps for EU-MDR Compliance- MDR Annex VIII Device Classification-
Introduction to Key MDR Annexes Relevant to Conformity Assessment-
EU Declaration of Conformity (Annex 1V) - CE Marking (Annex V) -
Notified Bodies
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Clinical Evaluation & EU Registration systems

Clinical Evaluation Basics - Clinical Evaluation Documentation
(CEP/CER)- High-level template walkthrough, SSCP ( Article 32), Basics
of UDI - Introduction to EUDAMED - Actor and UDI Registration
Requirements.
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Post-Market Surveillance
PMS Planning- PMS Reports - PSUR - Trend Reporting - PMCF - Vigilance

Reporting - Timelines- Market Surveillance
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