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• The FDA should be empowered with:

1. Increased authority to require transparent 
outcomes data about products

2. Increased authority for post-marketing 
surveillance

• Healthcare delivery organizations should be 
subject to a CMS requirement for local testing 
and monitoring to ensure that AI oversight is a 
shared responsibility of developers and users
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Compelling Need for Shared Responsibility of AI Oversight
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Nature Digital Medicine, January 2023



March 28, 2020 – AI in Diagnostic Radiology 



“Of the 5,125 total visits and 1,960 chest radiographs obtained in the 
ED during the study period, 1,855 were analyzed by the algorithm. 
Among these, emergency physicians were surveyed for their 
experiences on 202. Overall, 86% either strongly agreed or 
somewhat agreed that the intervention was easy to use in their 
workflow. 20% of respondents reported that the algorithm 
impacted clinical decision making.”

Christian Dameff, MD
Emergency Medicine

In its blueprint for an AI Bill of Rights, the Biden 
administration outlined that AI “testing conditions should 
mirror as closely as possible the conditions in which 
the AI will be deployed.” The administration has also 
recommended that AI should be monitored for adverse 
outcomes on an ongoing basis rather than a single, off-
site evaluation.



6

Public Health Preparedness, March 2023

Over 9000 articles…

…just 4 studies w/
clinical outcomes!!
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We need more clinical outcome evaluation for AI

van de Sande D, et al. Intensive Care Med. 2021 Jul;47(7):750-760. 
doi: 10.1007/s00134-021-06446-7.
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Nature Digital Medicine, January 2023
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Nature Digital Medicine (2024)

The deployment of COMPOSER was significantly 
associated with a 17% relative decrease in in-hospital 
sepsis mortality (95% CI, 0.3%–3.5%) and a 10% relative 
increase in sepsis bundle compliance.
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Nature Digital Medicine (2024)

AI researchers should shift the focus from measuring just 
algorithm performance metrics such as accuracy to 
meaningful outcomes. As a healthcare and AI community, we 
have a responsibility to deliver on these clinically relevant metrics, 
and funding agencies and journals alike should be 
encouraged to prioritize such studies.”
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JAMA, January 2024

“We propose a regulatory strategy for AI that is outcome-
centric by requiring companies to demonstrate that AI tools 
produce clinically important differences in patient 
outcomes before being brought to market.”
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AI Principles at UC San Diego Health
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AI Principles in Action – April 2023
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Where do we go from here?

“Health delivery organizations must play a 
critical role in this real-world validation, and 
mitigation of health inequities will require 
that public health systems serving diverse 

populations be well-represented.”

“The combination of algorithm assurance testing and 
certification, along with a CMS requirement to require 
local testing and monitoring, will ensure that AI oversight 
is a shared responsibility of developers, users, and other 
stakeholders.”



• The FDA should be empowered with:

1. Increased authority to require transparent 
outcomes data about products

2. Increased authority for post-marketing 
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subject to a CMS requirement for local testing 
and monitoring to ensure that AI oversight is a 
shared responsibility of developers and users

18

Compelling Need for Shared Responsibility of AI Oversight



Thank you! 

clonghurst@health.ucsd.edu
@calonghurst
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