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Abstract

The artificial intelligence regulatory landscape in healthcare has reached an infl

point in 2025, characterized by unprecedented state legislative activity, evolving



federal guidance, and significant capital allocation toward Al-enabled solutions.
analysis examines the current regulatory environment affecting health Al
entrepreneurs and investors, identifying key opportunities and obstacles that wi

shape market dynamics over the next 24-36 months.

Key findings indicate that while federal oversight remains measured and indust:
friendly under the current administration, state-level regulation has accelerated
dramatically, with over 250 Al-related bills introduced in Q1 2025 alone. Investr
patterns show strong validation of the sector, with Al-enabled health companies
capturing 62% of digital health venture funding in H1 2025, totaling approximat
$3.95 billion. The regulatory tailwinds favor clinical workflow automation,

administrative Al solutions, and FDA-cleared diagnostic tools, while headwinds
challenge utilization management applications and consumer-facing therapeutic

chatbots.

Strategic positioning around federal exemptions, early state compliance framews
and evidence-based validation pathways presents significant competitive advant:
for well-positioned entrepreneurs. The convergence of regulatory clarity, capital
availability, and provider adoption creates a compelling environment for scalabl
health Al ventures, particularly those aligned with emerging compliance standai

and measurable healthcare delivery improvements.

Introduction

The healthcare artificial intelligence sector stands at a critical juncture in 2025,
regulatory frameworks are rapidly evolving while investment capital flows towar
validated applications that demonstrate measurable clinical and operational valt
health technology entrepreneurs and investors, understanding the nuanced regu
landscape has become essential for strategic positioning and capital allocation

decisions. The convergence of accelerating state legislative activity, measured fe
oversight, and robust venture funding creates both unprecedented opportunitie:
complex compliance challenges that will define market leadership over the next

several years.



The regulatory environment reflects a fundamental tension between innovation

acceleration and patient safety assurance, manifesting differently across federal

state jurisdictions. While the federal apparatus maintains a relatively permissive
stance focused on evidence-based validation, state governments have emerged as
primary drivers of comprehensive Al governance, introducing over 250 health-re
Al bills in the first quarter of 2025 alone. This bifurcated approach creates a cor
compliance matrix that sophisticated entrepreneurs can leverage for competitive
advantage, while potentially overwhelming undercapitalized ventures lacking

regulatory expertise.

Investment patterns validate the market opportunity, with artificial intelligence
companies capturing 62% of digital health venture funding in the first half of 20
representing nearly $4 billion in deployed capital. This represents an 83% premi
average deal size compared to non-Al health technology companies, indicating s
investor conviction in the transformative potential of well-executed Al applicati
The challenge for entrepreneurs lies in navigating the regulatory complexity to ¢
this capital while building sustainable competitive moats that withstand evolvin

compliance requirements.

Current Federal Regulatory Landscape

The federal regulatory apparatus demonstrates a measured approach to health A
oversight, balancing innovation facilitation with patient safety imperatives. The
and Drug Administration has emerged as the primary federal gatekeeper, having
approved, designated, or cleared 692 Al-enabled medical devices between 1995 ¢
October 2024, with nearly 70% of these approvals occurring after 2020. This
acceleration reflects both technological maturation and regulatory process
optimization, creating clearer pathways for entrepreneurs developing clinical de

support tools and diagnostic applications.

The FDA's regulatory framework operates through established premarket pathw
including 510(k) clearance, De Novo classification, and premarket approval, witk

Al-enabled devices following the 510(k) predicate device pathway. The agency he



recently published comprehensive draft guidance on Al-enabled device software
functions, providing lifecycle management recommendations and marketing
submission requirements that bring much-needed clarity to the development pr:
This guidance, if finalized as proposed, would establish the first comprehensive
framework for Al-enabled devices throughout their total product lifecycle,

significantly reducing regulatory uncertainty for entrepreneurs.

The Centers for Medicare and Medicaid Services has taken a notably pragmatic
approach to Al utilization in coverage determinations, confirming that Medicare
Advantage organizations may use artificial intelligence and algorithms to assist i
making coverage decisions, provided these tools comply with individualized

determination requirements and do not perpetuate discriminatory outcomes. Th
position, clarified through February 2024 FAQ guidance, enables health Al comj
to pursue utilization management applications while maintaining strict complia

with existing coverage determination rules.

However, CMS has simultaneously proposed new guardrails for Calendar Year 2
that would require Medicare Advantage plans to implement specific oversight

mechanisms when using Al systems, including requirements to understand and
recognize biased inputs, establish regular review processes, and avoid discrimin:
outputs. These proposed requirements signal increasing federal scrutiny of utili
management Al applications, potentially creating compliance costs that favor la;

well-capitalized entities over emerging ventures.

The Centers for Drug Evaluation and Research has published draft guidance

addressing Al use in drug development and regulatory submissions, reflecting tl
agency's experience with over 500 submissions containing AI components since
This guidance emphasizes model credibility assessment and establishes risk-bas
evaluation frameworks that could benefit Al-enabled therapeutics companies ca

of demonstrating robust validation methodologies.

State-Level Regulatory Activity and
Emerging Patterns



State-level legislative activity has reached unprecedented intensity in 2025, with
states introducing Al-related healthcare legislation in the first quarter alone,

representing a 150% increase over 2024 activity levels. This acceleration reflects
growing state government confidence in regulating emerging technologies, creat
patchwork of compliance requirements that sophisticated entrepreneurs can nas

for competitive advantage while potentially overwhelming less-resourced ventur

The most significant trend involves state adoption of Colorado SB205-style
comprehensive Al regulation, with at least 18 states introducing substantially si:
legislation governing high-risk Al systems. These bills typically define high-risk
systems as those making consequential decisions affecting healthcare service
provision, costs, or terms, creating broad potential applicability to health Al
companies. Virginia's gubernatorial veto of such legislation in March 2025
demonstrates the political tension surrounding comprehensive Al regulation, wi
Governor Youngkin citing concerns about regulatory burden on startups and sir

businesses.

Utilization management represents the most active area of state legislative focus
over 56 bills introduced in Q1 2025 governing payer use of Al in eligibility
determinations and medical necessity decisions. These bills predominantly requ
physician oversight of Al-generated adverse coverage decisions and mandate
transparency disclosures to patients and state regulators. California's AB 3030,
became effective January 1, 2025, requires licensed physicians to retain ultimate
responsibility for medical necessity determinations, establishing a model that ot

states are rapidly adopting.

Clinical AI oversight represents another significant legislative focus, with over 2
bills introduced governing provider use of Al in clinical decision-making. These
typically mandate physician review of Al-generated clinical recommendations ar
require patient disclosure when Al tools influence care decisions. Utah's HB 45
signed into law in March 2025, exemplifies the targeted approach to mental heal
chatbots, requiring clear disclosure of Al technology use and prohibiting the sal

individually identifiable health information.



Several states have begun implementing registration and licensing requirements
Al system developers and deployers, creating new compliance overhead but also
potential barriers to entry that could benefit early movers. North Carolina's

comprehensive chatbot licensing requirements and Maryland's deployer registre
mandates represent emerging models that other states may adopt, creating first-

advantages for companies achieving early compliance.

The liability allocation question remains largely unresolved, with only Missouri
explicitly declaring Al systems non-sentient and assigning responsibility to own
and users rather than the Al systems themselves. This regulatory gap presents b
opportunity and risk for entrepreneurs, as clear liability frameworks could redu

insurance costs and enable broader market adoption.

Investment Climate and Market Dynam

The venture capital investment environment for health Al companies demonstra
robust confidence in the sector's growth potential, with Al-enabled startups cap
the majority of digital health funding for the first time in 2025. The $3.95 billioi
invested in Al-focused health companies during the first half of 2025 represents
of total digital health venture funding, indicating a fundamental shift in investos

allocation strategies toward Al-enabled solutions.

Average deal sizes reflect premium valuations for Al-enabled companies, with tk
ventures raising an average of $34.4 million per round compared to $18.8 millios
non-Al digital health companies. This 83% premium suggests that investors are
willing to pay significantly higher valuations for companies with demonstrable /
capabilities, particularly those addressing clinical workflow optimization and

administrative automation challenges.

The mega-deal environment strongly favors Al applications, with nine of the ele
$100 million-plus digital health funding rounds in H1 2025 going to Al-focused
companies. Notable examples include Abridge's $550 million in total funding fo
clinical documentation automation and Innovaccer's substantial growth funding

data infrastructure optimization. These large funding rounds enable rapid scale



acquisition and market penetration, creating potential barriers to entry for later

competitors.

Private equity activity has accelerated significantly, with 107 merger and acquisi
deals in H1 2025 putting the year on pace to nearly double 2024 transaction volu
Strategic consolidation patterns favor the combination of Al-native startups wit
legacy healthcare incumbents, as exemplified by New Mountain Capital's creatic
Smarter Technologies through the integration of Access Healthcare with Smarte

and Thoughtful.ai capabilities.

The public market exit environment shows signs of improvement, with Hinge H
and Omada Health completing long-awaited initial public offerings that provide
validation for the digital health investment thesis. These exits, occurring after o
decade of private market development, suggest that Al-enabled health companie
demonstrated provider adoption and measurable outcomes can achieve successfi

public market receptions.

International investment patterns indicate strong cross-border interest in US he
Al companies, particularly from European and Asian strategic investors seeking
access to advanced clinical Al applications. This international capital flow provi
additional liquidity sources for entrepreneurs while potentially creating strategi

partnership opportunities for market expansion.

Regulatory Tailwinds and Strategic
Opportunities

Several significant regulatory tailwinds create compelling opportunities for

strategically positioned health Al entrepreneurs. Federal agency exemptions rep
the most valuable tailwind, with FDA-approved devices and ONC-certified healt
information technology systems receiving explicit exemptions from many state A
regulations. Companies pursuing FDA clearance or ONC certification can effect
immunize themselves from most state-level AI compliance requirements, creatir

sustainable competitive advantages.



Clinical workflow automation benefits from broad regulatory support, as these

applications typically fall outside high-risk Al system definitions while addressi
critical healthcare delivery challenges. Administrative Al solutions including re
cycle management, appointment scheduling, and clinical documentation receive
particularly favorable treatment, as they rarely trigger utilization management o

clinical decision-making oversight requirements.

The CMS clarification permitting Al assistance in Medicare Advantage coverage
determinations, while requiring individualized decision-making, creates opportt
for sophisticated utilization management applications that can demonstrate

compliance with individualized assessment requirements. Companies capable of
building AI systems that enhance rather than replace human clinical judgment ¢
access the substantial Medicare Advantage market while maintaining regulatory

compliance.

Provider shortage mitigation represents a significant tailwind, as state regulatio
increasingly recognize Al applications that address healthcare workforce challer
Mental health applications that augment rather than replace licensed profession
receive particular regulatory support, creating opportunities for Al-enabled the;

support tools and clinical decision assistance platforms.

Health equity advancement provides regulatory tailwinds for Al applications the
demonstrably reduce healthcare disparities. CMS requirements for health equit
analyses of utilization management policies create market demand for Al tools t
can identify and mitigate discriminatory outcomes, presenting opportunities for

companies with strong fairness and bias detection capabilities.

Interoperability requirements create opportunities for Al companies that can
demonstrate improved data integration and clinical workflow optimization. ON
certification provides not only regulatory exemptions but also preferential
procurement consideration from healthcare provider organizations seeking com

technology solutions.

Business Model Analysis and Positionir



Software as a Medical Device represents the most defensible business model for
health Al companies, as FDA clearance provides regulatory moats while enablin,
premium pricing strategies. Companies pursuing this pathway must demonstrat
clinical validation through rigorous studies, but successful clearance creates

significant barriers to competitive entry and enables direct provider sales with s

unit economics.

Clinical workflow automation presents highly attractive business model
characteristics, with subscription-based revenue models and strong customer
retention metrics. Administrative Al solutions benefit from lower regulatory
complexity while addressing urgent provider pain points including documentati
burden and operational efficiency. These applications typically demonstrate rapi
implementation cycles and measurable return on investment metrics that facilit:

sales processes.

Utilization management Al represents a complex business model opportunity
requiring sophisticated regulatory navigation. While the addressable market is
substantial, given healthcare payers' cost management imperatives, successful
companies must demonstrate compliance with individualized decision-making
requirements while providing meaningful cost reduction benefits. The regulator
complexity creates barriers to entry that benefit well-capitalized companies witk

strong legal and compliance capabilities.

Consumer-facing health AT applications face the most challenging regulatory
environment, particularly for mental health and clinical advice applications. Sta
chatbot disclosure requirements and liability frameworks create compliance
complexity that may favor larger companies with established legal and regulator

infrastructure over emerging ventures.

Business-to-business Al platforms serving healthcare providers benefit from fav
regulatory treatment while addressing urgent market needs for clinical decision
support and operational optimization. These platforms can leverage existing pro
compliance frameworks rather than establishing independent regulatory

relationships, reducing time to market and implementation complexity.



Partnership-based business models with established healthcare incumbents pro
regulatory risk mitigation while enabling market access acceleration. Strategic
partnerships with health systems, payers, or established health technology comp
can provide regulatory expertise and compliance infrastructure that emerging

ventures lack independently.

Risk Mitigation and Compliance
Strategies

Comprehensive compliance strategies require multi-jurisdictional planning that
addresses both current requirements and anticipated regulatory evolution. Com
should prioritize federal pathway compliance, particularly FDA clearance or ON
certification where applicable, as these provide broad exemptions from state-lev

regulations while enabling premium market positioning.

Bias detection and mitigation capabilities represent essential compliance

infrastructure as regulators increasingly focus on algorithmic fairness and healt
equity outcomes. Companies should implement robust testing frameworks that
demonstrate non-discriminatory performance across diverse patient populations
these capabilities will likely become regulatory requirements rather than compe

differentiators.

Transparency and explainability features enable compliance with emerging discl
requirements while building provider trust and adoption. Al systems capable of
providing clear rationale for recommendations and decisions will better navigat:

evolving regulatory requirements while supporting clinical workflow integratior

Data governance frameworks must address both HIPAA compliance and emergii
state-specific requirements for Al system data handling. Companies should
implement privacy-by-design architectures that can accommodate varying state

requirements for data retention, user consent, and information sharing restrictis

Physician oversight integration represents a critical compliance strategy, as mos

emerging regulations require human clinical review of Al-generated



recommendations. Companies should design systems that enhance rather than r
physician decision-making, creating natural compliance with oversight requiren

while improving clinical adoption prospects.

Professional liability insurance and regulatory compliance insurance provide ess
risk mitigation for health Al companies, particularly those developing clinical
decision support tools. These insurance products can help manage regulatory
compliance costs while providing financial protection against evolving liability

frameworks.

Legal and regulatory advisory capabilities represent essential organizational
infrastructure for health AI companies navigating complex compliance requiren
Early investment in regulatory expertise enables proactive compliance strategies

rather than reactive remediation approaches.

Conclusion and Forward-Looking
Perspective

The health Al regulatory landscape in 2025 presents a complex but navigable
environment that rewards strategic positioning and proactive compliance planni
The confluence of robust investment capital, accelerating provider adoption, anc
emerging regulatory clarity creates compelling opportunities for entrepreneurs
capable of building compliant, clinically validated AI solutions that address urg

healthcare delivery challenges.

Federal regulatory frameworks provide predictable pathways for clinical Al
applications while maintaining innovation-friendly policies that enable rapid
development and market entry. State-level regulatory activity, while creating
compliance complexity, also establishes barriers to entry that benefit early-movi

companies with strong regulatory capabilities and established market positions.

Investment patterns validate the market opportunity while demonstrating clear
investor preference for companies with demonstrable Al capabilities and regula

compliance strategies. The premium valuations available to Al-enabled health



companies reflect not only technological sophistication but also investor confide

the regulatory pathway clarity and market adoption potential.

Strategic success in this environment requires balancing innovation velocity wit
compliance rigor, prioritizing federal pathway approvals where applicable, and
building organizational capabilities that can adapt to evolving state-level
requirements. Companies that invest early in regulatory expertise, bias detectior
capabilities, and physician workflow integration will be best positioned to captu

market opportunities while managing compliance risks.

The convergence of regulatory clarity, capital availability, and provider adoption
creates a compelling environment for scalable health Al ventures over the next 2
months. Entrepreneurs who understand the regulatory landscape and position tl
companies accordingly will be best equipped to build sustainable, valuable busi;
that improve healthcare delivery while navigating the complex compliance

environment that defines this transformative sector.
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A wonderful summary of the Al regulatory landscape as ever Trey. | have a couple
observations:

1. One of the topics that | see missing as a factor to take onboard in the impact a'
individual buying entity level. While federal regulation seems to be kinder and ea:
State highly variable from draconian to laissez-faire; one last factor is at the indiv
entity level. Institutional Review Boards of facilities are often staffed with review ¢
voting members who’s opinions and education of the technology can be out of sy
current Al architecture and with the speed of evolving technology months out of ¢
mean an eternity. After 35 years in sales, just like politics, all deals are local, and -
to factor in navigating the position and opinions embodied in such local gatekeep
solution selling entities have no idea of the nuances in navigating such politics as
the most robust CFO/CEO is going to balk at overruling their local IRB or P&T com

2. To the point of education, I also reckon that founder/funders should be learning
lessons of how to architect and engineer solutions that leverage the big validatior
checking mechanisms. | recently published an article explaining to the non techni
Multi-model/multimodal Al architecture is and how to start understanding it (and «
your education beyond that). I've linked to that article below.

Secondly they should consider how to partner with and leverage the much bigger
LLMs (or more often MLMs) to provide their orchestration and planner/responder
components. Rather than that having to build everything, consider the elements |
make up your solution platform and how to get a buff from somebody else’s R&D
and testing, rather than inventing a better mousetrap every time. Concentrate yc
precious dollars in the USP that you can bring to solve that value proposition prokt
believe you uniquely can solve for and architect the rest in for a comprehensive s
approved component you license and engineer in.
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Anyway enough product management advice from me today. Great article.

https://open.substack.com/pub/haverin/p/strategic-insight-the-executives?
r=2vmx1|&utm_medium=ios
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