
RISK MANAGEMENT 
FOR GENEARTIVE 
AI-ENABLED 
MEDICAL DEVICES
Harnessing Innovation – Maintaining Patient Safety



INTRODUCTION
• Generative AI
• Medical Devices
• Risk Management



New Opportunities 
Enabled by GenAI
• Personalized Treatment Planning
• Enhanced Medical Imaging
• Intelligent Clinical Decision Support



RISK CONSIDERATIONS
• Data Quality and Harmful Bias
• Model Transparency and Explainability
• Real World Performance Variability



GOVERNANCE 
CONTROLS
• Regulatory Compliance
• Ethics Review Board



TRAINING & VALIDATION 
CONTROLS
• Robust Training Protocols
• Rigorous Validation Procedures



FEEDBACK 
MECHANISMS
• Continuous Monitoring System
• User Feedback Integration



REAL WORLD 
PERFORMANCE 
EVALUATION
• Post-Market Surveillance
• Performance Benchmarking



WHAT ARE THE TRENDS? 
IINTEGRATION & INTENTIONS



WHAT ARE THE TRENDS? 
PARTNER OR PIONEER



WHAT ARE THE TRENDS? 
ROI for GENERATIVE AI



WHAT ARE THE TRENDS? 
GENERATIVE AI’S VAST SCOPE



WHAT ARE THE TRENDS? 
HURDLES TO SCALE UP



WHAT’S ON THE HORIZON?



POTENTIAL USE CASES
GENERATIVE AI IN HEALTHCARE



MOBILE DEVICES 
AS MEDICAL 
DEVICES
Mobile phone, smart watches, 
and wearable technologies 
frequently feature health 
monitoring applications.



ONLINE 
DOCTOR VISITS
Test results and other diagnostics 
can be interpreted for patients 
and family members in real time 
using generative AI.
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