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Executive Summary:

Why This Matters
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Establish a Federal Floor for AI Used in Mental Health: Establish baseline federal standards for 
consumer protection, medical device oversight, and health data protections to address gaps and 
inconsistencies across state laws. Federal standards should serve as a floor, allowing states to adopt 
additional protections while ensuring that users receive a consistent minimum level of protection 
regardless of where they live.

Adopt a Risk-Based Regulatory Approach: Tailor regulatory requirements to the level and type of 
risk an AI tool poses. Lower-risk tools, such as mindfulness or stress-management applications, 
should face fewer requirements than tools that provide therapeutic advice, deliver clinical 
interventions, process sensitive therapy conversations, or influence users’ emotions. Higher-risk uses 
should be subject to correspondingly stronger safeguards, with certain manipulative or deceptive 
practices prohibited.

Define Minimum Safeguards in Statute: Establish core protections in law rather than leaving them 
to developers’ discretion. At a minimum, requirements should include disclosure when users are 
interacting with AI, appropriate crisis-response protocols, and restrictions on advertising and the 
sale of identifiable mental health data.

Require Meaningful Clinical Expertise in Development and Testing: Require developers of 
higher-risk AI tools used for mental health to meaningfully involve licensed mental health 
professionals in the design, development, and ongoing testing of these tools. Federal standards 
should define what constitutes meaningful clinical involvement to ensure that these requirements 
are consistent and enforceable.
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