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The Tool: Section 1557

Penalties for violating Section 1557 can be 

significant, including investigation by the Office for 

Civil Rights (OCR), suspension or termination of 

federal financial assistance from HHS, and 

compensatory damages

Additionally, unlike HIPAA, Section 1557 includes a 

private right of action, allowing individuals to sue 

health care entities for discriminatory care
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The Problem: Does Section 92.210 chill 

innovation?

HHS states in its proposed rulemaking that “[t]he 

intent of proposed § 92.210 is not to prohibit or 

hinder the use of clinical algorithms”

But § 92.210, if rigorously enforced in the ML/AI 

space, will likely do just that by placing the burden 

on providers to understand complex algorithms
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The Problem: Does Section 92.210 chill 

innovation?

In the proposed rulemaking, HHS focuses on non-

AI/ML algorithms.

It is often very difficult (if not impossible) to identify 

sources of bias and discriminatory outputs in AI/ML 

algorithms
HHS attempts to acknowledge this challenge, urging 

physicians to consult with the American Medical 

Association (AMA) framework.
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innovation?

competitive.
8



Alternative Solutions

HHS could consider establishing a “safe harbor” 

(standard of care) for health care providers

HHS should coordinate its efforts with the FDA, 

clarifying how to best evaluate clinical algorithms to 

develop checklist/standards to evaluate bias

Providers need to advocate on their own behalf to 

ensure the responsibility of addressing 

discrimination by algorithm does not fall just on them
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