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FDA REGULATION OF DEVICES
Premarket clinical trials or registration, and ongoing monitoring and 
assessment based on:

• Benefits

• Risks

• Uncertainty / Detectability of failure

• Firm history

• Patient tolerance and perspective

• Patient impact



MOBILE MEDICAL APPS

Software application that is intended

• To be used as an accessory to a regulated medical device

• To transform a mobile platform into a regulated medical device

Intended to diagnose, 
cure, mitigate, treat, or 

prevent disease
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COMPARISONS AT THE MARGINS

OR



REGULATING AI LIKE PROFESSIONALS

•Competence
•Conflicts of Interest
•Research and Informed Consent
•Confidentiality v. Duties to Warn

Pre-Market Licensing

Post-Market Malpractice Liability
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POLITICAL ECONOMY PROBLEMS
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