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#He 2™
Day 1
Time Topic
Welcome, course structure, agenda, and conflict of interest
09.00 Module 1: General introduction: IVDR QMS requirements and EN 1SO 13485:2016
Module 2: Strategy for regulatory compliance
Lunch ) . .
Module 3: Identification of general safety and performance requirements
Module 4: Resource management: Person responsible for regulatory compliance and
17:00 economic operators
End of day 1
Day 2
Time Topic
Welcome and recap from Day 1
09.00
Module 4: Resource management: Person responsible for regulatory compliance and
economic operators
Module 5: Risk management
Lunch Module 6: Performance evaluation
Module 7: UDI system and assignment
Module 8: Post-market surveillance system and post-market clinical follow-up
17:00
End of day 2
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Day 3
Time Topic
Welcome and recap of Day 2
09.00
Module 9: Device vigilance system
Module 10: Design of devices and design changes
Lunch Module 11: Labeling and summary of safety and performance
Module 12: Technical documentation assessment
Module 13: Course review and summary
17:00
End of course
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