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However, the emergence of AI/ML in medicine also creates
challenges, which regulators must pay attention to. Which
medical AI/ML-based products should be reviewed by
regulators? What evidence should be required to permit
marketing for AI/ML-based software as a medical device
(SaMD)? How can we ensure the safety and effectiveness
of AI/ML-based SaMD that may change over time as
they are applied to new data? The U.S. Food and Drug
Administration (FDA), for example, has recently proposed
a discussion paper to address some of these issues. But it
misses an important point: we argue that regulators like the
FDA need to widen their scope from evaluating medical
Al/ML-based products to assessing systems. This shift in
perspective — from a product view to a system view —
is central to maximizing the safety and efficacy of AI/ML
in health care, but it also poses significant challenges for

agencies.
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