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Meeting Logistics

? . . . 

Microphones Questions Recording

All attendees are 
on mute.

Type your questions 
in the Q&A box.

Recording will be 
provided after event.

Survey

Survey will prompt
at the end of webinar.

Resources

Upcoming events, 
slides & resources linked.



Agenda 
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▪ Welcome + Introductions

▪ Presentation Content: The State of AI Regulation in Healthcare

▪ Q+A
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The State of AI Regulation in 
Healthcare
Andrew Mahler, Vice President Privacy & Compliance Services, Clearwater
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Adam Greene’s Perspective
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The Wild West of 
AI Regulation

▪ AI has been around for 
some time.

▪ Before ChatGPT 
launched in 2022, 
regulation of AI was not 
a significant focus.



New Sheriff in Town

Impact of ChatGPT and GenAI

The launch of ChatGPT and rise of GenAI highlighted the 
immense benefits and potential risks of AI technology to the 
general public.

The Biden Administration sought to promote AI innovation 
while addressing risks.

▪ EO 14110 – Safe, Secure, and Trustworthy Development and 
Use of AI (Oct 30, 2023)

▪ EO 14141 – Advancing US Leadership in AI Infrastructure 
(Jan. 14, 2025)

▪ Numerous federal legislative proposals to regulate AI, 
including the AI Accountability Act of 2023 failed to pass 
both chambers.

▪ NIST released an AI Risk Management Framework (Jan. 26, 
2023)



Release the 
Kraken

▪ Trump administration has sought 
to minimize regulation of AI

▪ Trump rescinds Biden EO 
14110 on AI (Jan. 20, 2025)

▪ EO 14179 – Removing Barriers 
to American Leadership in AI 
(Jan. 31, 2025)

▪ Office of Science and 
Technology Policy working on 
AI Action Plan

▪ House passes budget bill with 
10-year moratorium on state AI 
regulation



Regulating AI in Healthcare
FDA Oversight

In the US, the FDA oversees AI applications in medical devices, ensuring they meet 
safety and efficacy standards.

Electronic Health Records Certification Standards

ONC’s Health Data, Technology, and Interoperability (HTI) rule include 
requirements to “improve transparency, promote trustworthiness, and incentivize 
the development and wider use of fair, appropriate, valid, effective, and safe 
Predictive [Decision Support Interventions] to aid decision-making in healthcare.”  
(Jan. 9, 2024)

State Regulations

- California and Colorado AI laws impact the use of AI in high-risk areas such as 
health care.

- Utah passed a law specifically regulating “mental health chatbots.”

- State consumer privacy laws often provide opt-out rights to “automated 
decision-making technology” or profiling, which impacts use of AI to make 
health care decisions (although HIPAA exemption generally applies)



Frank Meyers' Perspective
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• Comprehensive Support for Medical Boards: FSMB 
offers state medical boards access to essential services, 
including licensure and disciplinary data, credentialing, 
education, physician assessment, research, technology, 
and advocacy.

• Advocacy and Policy Assistance: The FSMB team in 
Washington, D.C., aids member boards by tracking 
relevant legislation, providing testimony, and offering public 
relations support to enhance the role of medical regulation 
in healthcare.

• Educational Programming and Resources: FSMB 
delivers high-quality, in-person and virtual programming, 
on-demand CME courses, and scholarships for board 
members and staff to attend the FSMB Annual Meeting, 
fostering the sharing of best practices among medical 
regulators.

https://www.fsmb.org/member-resources/
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 #1: Many states introduced language that was modeled on Colorado 

SB205, a consumer protection law signed with reservations by 

Colorado Governor Jared Polis in May 2024.

 #2: In 2025, there has been a very significant increase in bills 

legislating payer use of AI, particularly related to utilization 

management and physician oversight of adverse decisions. Over 

56 bills were introduced that would govern payer use of AI.

 #3: States are grappling with the role of AI in clinical delivery, in 

particular what provider oversight should be required when using 

AI tools in clinical decision-making and how providers should 

communicate the use of AI to patients. Over 20 bills regulating 

provider use of AI were introduced.

https://www.manatt.com/insights/newsletters/health-highlights/manatt-health-health-ai-policy-tracker
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Education is critical. 

Physicians remain accountable. 

Informed consent and data privacy are paramount. 

 Proactively address bias and access. 

 Anchor AI governance in ethics. 

Collaboration is key. 

https://www.fsmb.org/siteassets/advocacy/policies/incorporation-of-ai-into-practice.pdf


 Centralizes AI initiatives across FSMB 
to enhance internal operations and 
regulatory support for state and territorial 
boards.

 Drives practical AI applications, such as 
tools for research, complaint triage, and 
operational efficiency.

 Engages cross-functional leaders in 
hands-on AI innovation, including 
legal, IT, and executive leadership.
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• Board Order Analysis

• Narrative and reporting 

summarization.

• Automates text extraction.

• NPDB Reporting

• Uses advanced methods to minimize 

errors and maximize precision.

• Ideal for both recurring tasks and 

one-time reporting needs.

Project Endeavour
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• Technical Capabilities

• Automates the processing and summarization of 

diverse complaint formats (handwritten, typed, 

scanned materials) to reduce processing times.

• Regulatory & Compliance Features

• Maintains regulatory integrity through clear 

citation trails and structured analysis.

• Preserves human oversight while ensuring 

consistent complaint categorization.



Fireside Chat
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Q&A

18



Contact Information
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Adam Greene 

Partner
Davis Wright 
Tremaine LLP

Andrew Mahler,​ JD, CIPP/US, 
AIGP, CHC, CHPC, CHRC

Vice President of Privacy & 
Compliance Services

Clearwater

Frank Meyers 

Deputy Legal Counsel
Federation of State

Medical Boards

E: andrew.mahler@clearwatersecurity.com E: fmeyers@fsmb.org E: AdamGreene@dwt.com
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Today's Agenda – Day 2 – Coming Next

June 24

12:00 am – 12:45 pm CT
AI, Privacy, and the Future of Healthcare: 
Legal Perspectives with Thomas Nachbar 

Andrew Mahler, Vice President of Privacy & Compliance Services, Clearwater
Thomas Nachbar, F.D.G. Ribble Professor of Law, University of Viginia Law School

1:00 pm – 1:45 pm CT
The Compliance Officer's Guide to Managing 
the Use of AI

Jon Moore, Chief Risk Officer & SVP Consulting Services, Clearwater
Leah Voigt, Chief Compliance Officer, Corewell Health



We are here to help. 

Moving healthcare organizations to a 
more secure, compliant, and resilient 

state so they can achieve their 
mission.
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www.ClearwaterSecurity.com

800.704.3394

LinkedIn | linkedin.com/company/clearwater-security-llc/

http://www.clearwatersecurity.com /
https://www.linkedin.com/company/clearwater-compliance-llc/
https://www.linkedin.com/company/clearwater-compliance-llc/
https://www.linkedin.com/company/clearwater-compliance-llc/
https://www.linkedin.com/company/clearwater-compliance-llc/
https://www.linkedin.com/company/clearwater-compliance-llc/
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Legal Disclaimer

Although the information provided by Clearwater Security & Compliance LLC may be helpful in informing customers and others who have an interest in 
data privacy and security issues, it does not constitute legal advice. This information may be based in part on current federal law and is subject to 
change based on changes in federal law or subsequent interpretative guidance. Where this information is based on federal law, it must be modified to 
reflect state law where that state law is more stringent than the federal law or other state law exceptions apply. This information is intended to be a 
general information resource and should not be relied upon as a substitute for competent legal advice specific to your circumstances. YOU SHOULD 
EVALUATE ALL INFORMATION, OPINIONS AND RECOMMENDATIONS PROVIDED BY CLEARWATER IN CONSULTATION WITH YOUR LEGAL OR 
OTHER ADVISOR, AS APPROPRIATE.

Copyright Notice

All materials contained within this document are protected by United States copyright law and may not be reproduced, distributed, transmitted, 
displayed, published, or broadcast without the prior, express written permission of Clearwater Security & Compliance LLC. You may not alter or 
remove any copyright or other notice from copies of this content.

*The existence of a link or organizational reference in any of the following materials should not be assumed as an endorsement by Clearwater 
Security & Compliance LLC. 
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