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Innovation in healthcare has always raised concerns 
about the impact on the clinical practice

 What ubiquitous technology was considered by many 
doctors as “unnecessary and cumbersome” and created 
a barrier to connection to patients?

Innovation in Healthcare
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“AI Will Be as Common in Healthcare as the Stethoscope.”
Dr. Robert Pearl, former CEO of the Permanente Medical Group



Work at the intersection of law, policy, and 
strategy to support innovation in healthcare 

• Focus on legal and policy issues related to health 
tech and data for over 25 years

• Former federal regulator

• Advise innovative start-ups, tech companies, and 
health systems

• Not technology expert but experienced on the 
building blocks on which the technology depends 
for success

My View on AI & Healthcare
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Our Discussion
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What is AI and Use in Healthcare



What is AI?
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What is AI? – Some Key Considerations in Healthcare
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Locked vs. Adaptive 
Algorithms

Decision Support vs. 
Decision Making

Narrow AI vs. 
Foundational 

Models



AI and Healthcare

How AI is being used to support healthcare
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Ambient 
technology

•Clinical 
documentation and 
coding

•E.g., Nuance DAX, 
Abridge, Suki

Diagnostic & 
clinical decision 

support

•1300+ FDA-cleared 
devices, dominated 
by radiology and 
cardiology

Administrative

•E.g., Call centers, 
utilization 
management, prior 
authorization

Direct-to-
Consumer

•Health 
management tools

•AI assistants
•Chatbots

Agentic AI and 
autonomous 

decision-making

•Autonomous care 
for routine 
decisions

•E.g., renewing 
prescriptions, 
changing dosages 
based on clinical 
guidelines 



Regulatory Landscape



Focused on general regulations over healthcare specific regulations 

• Limited

• Some reactive – e.g. oversight hearings on the use of AI 
chatbots

• Broader use of AI – consider various concepts, including 
regulatory sandboxes and state law moratoria

• Health AI hearing – Areas of Interest

- Mental Health (AI chatbots)

- Data Privacy 

- Denials in Care (prior auth)

- Payment/reimbursement

Congressional Activity
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Themes Related to Federal Agency Oversight of AI and Healthcare

• White House leading the broad approach – promoting AI innovation 

• Agencies are removing regulatory burdens 

• Growing discussions re regulatory sandboxes and post-deployment surveillance

• Continued push for greater access to health data to support AI

• BUT… New concerns could lead to some oversight
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Issues Regulators are Addressing Related to Health AI

1. Safety and Effectiveness Oversight 

2. Reimbursement & Billing

3. Interoperability, Data Exchange, Information Blocking and Infrastructure

4. Privacy and Security of Data

5. Licensing and Practice of Medicine

6. Product Claims and Transparency
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FDA oversight was not designed for adaptive technology

• Software as a Medical Device (SaMD) and the 510(k) pathway 

- Designed for static devices, not continuously learning systems

• Predetermined Change Control Plans (PCCPs) 

- The agency’s best answer to adaptive AI

- Allows post-market updates without full re-review if the 
change envelope was pre-specified

• Digital Health Center of Excellence 

• Focus: Reducing regulatory burden

- Recent guidance increases “enforcement discretion” 

- TEMPO Model

Key Gaps and 
Challenges:
• Regulatory Fit for 

Evolving Technology

• Burden and uncertainty 
in regulatory pathways

• Post-market monitoring 
gaps

• Limited workforce

Oversight of Safety and Effectiveness (FDA)

SAU 2026/Health Policy and AI - May 14, 2026 13



Reimbursement for AI-Enabled Care (CMS)

The payment gap results in an adoption gap

• Most clinical AI has no independent reimbursement pathway

• Approaches being used - but all limited:

- New Technology Add-On Payments (NTAP) 

- Transitional Coverage for Emerging Technologies (TCET)

- Coverage with Evidence Development

• CMS Innovation Center pilots as the proving ground for value-based AI reimbursement models (e.g., ACCESS Model)

• Value-based care can provide indirect payment where tools improve outcomes

• Leads to more DTC technology 
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Efficiency Paradox: 

If AI makes physicians more efficient, payers capture 
that value, not physicians.  May discourage adoption.



The Infrastructure – EHRs, Interoperability, and Health Information Exchange (ONC)

Health IT Standards and Certification of EHRs

• Requirements for EHR technology including data standards (USCDI) and exchange standards (FHIR)

• Required certified EHRs to provide transparency related to predictive decision support interventions (e.g., provide 
source attributes)

- But proposal to remove this requirement is pending

• Many certification requirements are being proposed to be removed – will enable innovators to enter the EHR market 
more easily

Information blocking rules - Prohibition on interfering with access, exchange or use of electronic health 
information (EHI)

• Guidance that access to EHI includes through automated technologies

• Increased resources for enforcement

Health Information Exchange

• Continued focus on the Trusted Exchange Framework and Common Agreement (TEFCA)

• CMS Health Tech Ecosystem
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Privacy and Health Data

OCR: HIPAA Privacy and Security Rules were promulgated before AI

• HIPAA was not designed for AI training on PHI

• HIPAA de-identification safe harbor was not designed to withstand modern re-identification techniques

• No AI-specific guidance

• HIPAA Privacy and Security Rule modifications are coming

FTC: Enforcing Data Privacy

• FTC enforcement increasingly applied to health technology

- Health Data Breach Notification Rule 

- FTC Act: unfair and deceptive practices authority

State health data privacy laws 

• In addition to comprehensive privacy laws, states are passing health data laws

- Washington My Health My Data Act, Nevada, Connecticut

- Laws regarding sensitive health data
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State AI Laws

Use of AI-Enabled 
Chatbots

Use of AI-Enabled 
Chatbots Specific to 

Mental Health
AI and Unauthorized 
Practice of Medicine AI in Clinical Care

Payer Use of AI 
(Decisionmaking and 

Oversight)

AI Transparency - 
Consumer 

Interactions, Patient 
Communications & 

Content 

AI Transparency - 
Training Data & 

Catastrophic Risks

Transparency 
Regarding 

Algorithmic Decision 
Making
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Opportunities and Risks



Opportunities for AI in Health

Improved diagnosis and treatment

Increased access to care

Improve health equity

Reduce burden and burnout

Improved patient engagement
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Risks for AI in Health

Errors at scale Bias Over-reliance
Challenges in 
training new 

clinicians

Inconsistent/ 
unreliable results

Disparate access to 
technology

Limited access to 
human clinicians 

based on ability to 
pay

Loss of trust

Security breaches Liability Cost Reduced payment 
for clinical care
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• Hardware defect

• Software defect

• Failure of AI algorithm

• Connectivity issue

• Security issue

• False or inaccurate information provided

• User error

Tangled Liability Profile for AI
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• What’s the standard of care? 

• Medical malpractice: duty, breach of duty, harm, 
causation 

• How does the standard of care evolve with 
integration of AI technology and become 
implemented?

Liability Risks of Using AI in Health (or Not)
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Safe use of 
AI 

technology

Using AI 
technology 
to improve 

patient 
safety

AI Safety



Practical Guidance



1. AI Policies and Governance Structures 

- Oversight, AI design/development/deployment, etc.

2. Risk and Bias Assessment

- Use, benefit, risk tolerance, etc.

3. Privacy Security and Data Use Protections

- Protect privacy of health data in the use and 
development of AI

- Protect against new security risks 

4. Transparency 

- With patients and clinicians

5. Deployment

- Ongoing quality monitoring 

- AI safety-related event reporting

- Education and training

Industry Guidance 

• National Institute of Standards and 
Technology (NIST) 

- AI Risk Management Framework

• Joint Commission (JC) and Coalition 
for Health AI (CHAI)

- Guidance on the Responsible Use 
of AI in Healthcare

AI Governance and Policies
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Develop a Data Strategy

You do not have an AI 
strategy unless you have a 

health data strategy
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Mitigating Risks for AI in Healthcare

1. Consider regulatory oversight requirements

2. Conduct regular risk assessments and mitigate risks

3. Clarify data ownership

• Who owns algorithms trained on your data? 

• Will those algorithms be shared with competitors?

4. Set contractual limitations and indemnities

5. Obtain insurance coverage

6. Think about “fail safes” (e.g., clinician training, clinician review/customization of technology)

7. Monitor and comply with emerging regulations and think about contract modification

26SAU 2026/Health Policy and AI - May 14, 2026



What’s Ahead



State and Federal Policy Supporting Use of AI in Clinical Care
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BUT…
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More to Come…

• Dec. 2025 - RFI on AI and clinical care focused on 
regulation, reimbursement and research and 
development

Exploring promotion of 
adoption and use of AI for 

clinical care

• Funding for FDA-authorized agentic AI that connects 
to patient records:  Agentic AI-Enabled Cardiovascular 
Care Transformation (ADVOCATE) Program

ARPA-H funding

• New federal and state approaches to spur AI innovation 
and limit risks are being considered

Updates to federal and state 
laws

30
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Technology is moving fast
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Thank you

Jodi Daniel, Partner
Chair, Health Regulatory Practice

Jodi.Daniel@wsgr.com
202-973-8914
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