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» Agenda

Time

Topic

DAY 1

Welcome

Delegate introductions

Overview of course structure and learning objectives

What is an VD, classification and conformity assessment?

Terminology and compliant IVDD technical files

Technical documentation and the IVD Regulation

Technical documentation as a demonstration of conformity

Overview of technical documentation structure/content

DAY 2

Technical documentation Annex Il in detail

e Device description

e Labelling

e Design and manufacturing

e General safety and performance requirements
e Risk management

e Product verification and validation

e Verification and validation including performance evaluation

Technical documentation — Annex Il in detail

e  Post-market surveillance including PMPF and PSUR

Declaration of conformity and NB certification

Reflection quiz

Course review and final questions

End of course
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