
Top 10 Things to Understand 
About Regulating Healthcare AI

Michelle Mello, JD, PhD



1. Most healthcare organizations 
aren’t doing much governance. 





2. It’s not just 
about the model.



3. Robust 
governance 
is hard, 
unrelenting, 
and costly.
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4. Using AI has many 
benefits, but saving 
money isn’t usually 
one of them.



5. Consider the 
counterfactual



6. People worry about liability 
— a lot.



What healthcare providers hear from lawyers
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A tool developer’s disclaimers



7. The “human in the 
loop” isn’t Superman. 



8. More 
disclosure isn’t 
always better.



9. The legal environment 
abhors a vacuum



10. Careful state regulation can make a 
positive contribution.

Make disclaimers / limitations of warranties 

and liability unenforceable in the state

Require governance processes as a 

condition of healthcare facility licensure



Thank you
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