Top 10 Things to Understanao
About Reqgulating Healthcare Al

Michelle Mello, JD, PhD

Stanford | Health Policy
Freeman Spogli Institute and Stanford School of Medicine

Stanford

llllllllllllllllllll




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

How Academic Medical Centers Govern Al
Prediction Tools in the Context of Uncertainty
and Evolving Regulation

Paige Nong (@, Ph.D.,' Reema Hamasha ®, M.H.1.,2 Karandeep Singh ®, M.D., M.M.Sc.,zjulia Adler-Milstein @®, Ph.D.,* and
Jody Platt @, Ph.D., M.P.H.?

Even well-resourced AMCs are struggling to effectively
identify, manage, and mitigate the myriad potential pro-
blems and pitfalls related to implementing predictive Al
tools. The range of governance structures we identified
indicates a need for additional guidance, both regulatory
and otherwise, for health systems as prediction models
continue to proliferate. Rather than concentrating respon-

Based on participants’ responses, the current regulatory
landscape does not require more consistency or explicit
evaluation of them in practice. Rather, the decision
makers we interviewed perceive that extant regulation tar-
gets vendors, leaving health systems to design governance
processes based on their own priorities and understanding
of best practices from peer institutions rather than federal
regulation. According to participants, this landscape
results in inconsistent quality, confusion, and potential
patient safety issues. Guidance and regulation are impor-
tant for providing a roadmap for this evolving landscape.




2. It's not just
about the model.
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governance
s hard,

unrelenting,
and costly.




Assessing Decision Support Tools for
Discrimination

Section 92.210 sets a minimum
requirement for each covered entity to
make reasonable efforts to mitigate the
risk of discrimination resulting from the
covered entity’s use of a decision
support tool. This will impose a cost on
covered entities to review for potential
discrimination in their decision support
tools and to then make reasonable steps
to mitigate the risk of discrimination. To
estimate the cost of review, the
Department assumes that all covered /
entities, or 266,297 entities, would on
average take 1 hour to review decision
support tools in year 1 and 0.5 hours in
each year 2—5. The Department assumes

89 Fed. Reg. 37,683 (May 6, 2024)




4. Using Al has many
benetits, but saving
money isn't usually
one of them.




5. Consider the
counterfactual



6. People worryrabout liability
— a lot.




What healthcare providers hear from lawyers

Image: Broccolo BM, AHLA In-House Counsel Program, 2019
Quotation: Keris MP, Am. Soc. for Healthcare Risk Mgmt., 2020
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A tool developer’s disclaimers

8.4 Disclaimer. Customer assumes sole responsibility and liability for any conclusions
drawn from the use of the Services. [Company] shall have no liability for any claims, losses,
or damage caused by errors or omissions in Customer’s Confidential Information (which,
for the avoidance of doubt, includes Customer Data) or any other information provided to
[Company] by Customer in connection with the Services or any actions taken by [Company]
at Customer’s direction. EXCEPT AS EXPRESSLY PROVIDED IN SECTIONS 8.1 AND 8.2,
[Company] MAKES NO REPRESENTATIONS OR WARRANTIES OF ANY KIND WHATSOEVER,
EXPRESS OR IMPLIED, IN CONNECTION WITH THIS AGREEMENT OR THE SERVICES.
WITHOUT LIMITING THE FOREGOING, EXCEPT AS EXPRESSLY PROVIDED IN SECTION 8.2,
[Company] DISCLAIMS ANY WARRANTY THAT THE SERVICES WILL BE ERROR FREE OR
UNINTERRUPTED. [Company] FURTHER DISCLAIMS ANY AND ALL WARRANTIES WITH
RESPECT TO THE SERVICES AS TO MERCHANTABILITY, ACCURACY OF ANY INFORMATION
PROVIDED, FITNESS FOR A PARTICULAR PURPOSE, OR NON-INFRINGEMENT. [Company]
FURTHER DISCLAIMS ANY AND ALL WARRANTIES ARISING FROM COURSE OF DEALING OR
USAGE OF TRADE. NO ADVICE OR INFORMATION, WHETHER ORAL OR WRITTEN, OBTAINED

FROM [Company] OR ELSEWHERE SHALL CREATE ANY WARRANTY NOT EXPRESSLY STATED
IN THIS AGREEMENT.




/. The "numan in the
loop” isnt Superman.
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10. Careful state regulation can make a
poslitive contribution.

C@/ Require governance processes as a

condition of healthcare facility licensure

(@/, Make disclaimers / limitations of warranties

and liability unenforceable in the state




Thank you
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