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AGENDA

Topic

Benefits to you, welcome and introductions

Course aims, objectives and structure

Risk management: Terms and definitions

Risk management and regulatory requirements

e Risk management and the Quality Management System (QMS)
e Risk management and the Medical Device Regulation (MDR)/In Vitro Diagnostic
Regulation (IVDR)

ISO 14971:2019: Application of risk management to medical devices

e general structure

e Annexes and ISO/TR 24971

e Scope

e general requirements for risk management systems
e Risk management process

e Risk analysis and risk evaluation

e Risk control and evaluation of overall residual risk

e Risk management review

e Production and post-production activities

Course summary and final questions
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