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8:00 a.m. – 8:30 a.m.
Registration and Continental Breakfast

Part A – Risk Management
· Standards
· The Risk Management Flow
· Hazard, Hazardous Situation, & Harm
· Understanding Frequency and Severity
· Estimating Risk and Residual Risk
· Setting Acceptability Criteria
· Production and Post-Production Information
· Updating the Hazard Analysis
· Updating the Risk Management Process

Part B – Quality Management
· QSR
· ISO 13485:2016
· The EU-MDD Variant
· The EU-MDR Variant

Part C – Signal Detection
· Statistically Significant Change
· Trend Analysis
· Time Series Analysis
· [bookmark: _GoBack]Risk Matrix

Part D – The US Systems
· Part 820 Complaint Management
· Part 803 Medical Device Reports
· Part 806 Corrections & Removals
· Total Product Life Cycle (TPLC) Database
· Part 821 Medical Device Tracking
· Part 822 Post Market Surveillance

12:00 p.m. – 1:00 p.m.
Lunch Break

Part E – The EU-MDD
· Clinical Evaluation
· Post-market Clinical Follow-up (PMCF)
· EU Vigilance Reports
· Field Safety Corrective Actions & FSN
· Trend Reporting

Part F – The EU-MDR
· Risk Management
· Benefit-Risk Determination (BRD)
· Clinical Evaluation (CE)
· Post-market Clinical Follow-up (PMCF)
· Post-Market Surveillance
· Post-market Surveillance Report (PMSR)
· Periodic Safety Update Report (PSUR)
· Summary of Safety and Clinical Performance (SSCP)
· Vigilance & Trend Analysis

5:30 p.m. Adjourn
