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Presentation

Introduction from TOPRA

Introduction

Scope and definitions

Making available on the market and putting into service of
device, obligations of economic operators, reprocessing, CE
marking and free movement

Break

Identification and traceability of devices, registration of
devices and of economic operators, summary of safety and
clinical performance, European data base on medical
devices.

Notified bodies

Classification and conformity assessment
Lunch Break

Conformity Assessment — Annex IX - XI
Clinical evaluation and clinical investigation
Break

Post-market surveillance vigilance and market surveillance

Cooperation between member states, medical device
coordination group, expert laboratories, expert panels and
device registers

Confidentiality, data protection, funding and penalties
Final provisions
Annex 1 and labelling
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