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Thanks + Giving

hen this column is published in early

November, I will have attended my

first three in-person conferences as

President—Tax Issues for Health

Care Organizations, the Fraud and

Compliance Forum, and Funda-
mentals of Health Law. I am thankful for the opportunity
to have attended those conferences and to have met and
interacted with so many members and non-member
attendees. I have also gained an even deeper appreciation
for our outstanding planning committee members and
conference faculty who so generously give their time and
talent for the benefit of our diverse health law community,
all with the assistance and coordination of our incredibly
talented AHLA staff members. In that spirit of gratitude, I
have two requests for you.

While in-person conferences offer many benefits, one I
have always enjoyed is meeting and reconnecting with
our many sponsors and discussing the wide variety

of services they offer to us and our clients. While you
may not have realized it when passing their exhibits,
sponsor support of AHLA is crucial to our ability to offer
in-person and virtual conferences, webinars, on-demand
programming, and our many member publications and
resources. I won’t bore you with mind-numbing budget
details, but suffice it to say that without the generous
support of our sponsors, both member dues and
registration fees would have to significantly increase to
potentially prohibitive levels. I am thankful for our spon-
sors’ continuing financial support of AHLA’s networking
activities, keynote speakers, off-premises receptions, and
a host of professional development offerings. For all of
these reasons, my first request is that you please take
time to visit with and thank our sponsors. You will not
only learn about their wide range of offerings, but also
enhance your professional network, and may develop
some long-term friendships, as I have done.

I'am also thankful for the many members who give so
generously of not only their time and talent, but also their
treasure. Tax-deductible contributions to AHLA play a
crucial role in achieving our strategic goals: (1) provide au-
thoritative, timely, and high-quality content that meets the
needs of all health law professionals; (2) attract a diverse
array of professionals to connect, learn, and support one
another; and (3) optimize governance and sustainability of
offerings to best position AHLA as a continual authority
for health law. How so? As but one example, each year,
over 1,200 students benefit from free access to AHLA’s
comprehensive educational resources—an investment in
tomorrow’s health law leaders who will carry forward our
tradition of collaborative camaraderie.

What can your personal financial contribution accom-
plish? The choice is yours to make. Your donation to the
Michael F. Anthony Health Law Scholarship Endowment
Fund,' honoring his dedication to health law, provides
scholarships for attendance at our annual Fundamentals
conference. Contributions to the Anne H. Hoover
Educational Fund? directly empower student internships,
academic competitions, mentorship programs, and
professional development resources that continue Anne’s
36-year commitment to excellence in health law educa-
tion. Your support of the IDEA Fund? enables resources,
training, and direct assistance that removes barriers and
fosters a welcoming environment for varied viewpoints
at all levels of AHLA, enriching our professional com-
munity and strengthening the practice of health law.
Through the Health Law Leadership & Innovation Fund*
your contribution empowers health law professionals

to become industry leaders, driving excellence through
cutting-edge learning platforms, specialized expertise
development, and thought leadership opportunities that
advance the entire field of health law.

If you can’t decide on a particular aspect of AHLA’s
mission to support, it’s not a problem. By earmarking
your contribution for Areas of Greatest Need,’ you will
empower AHLA to respond quickly to emerging op-
portunities and challenges, allowing us to direct resources
where they can make the most significant impact on the
health law community.

My second request is that you make a donation—in
whatever amount is meaningful to you—to support
whichever AHLA fund best advances your own passion.
By leveraging our collective generosity, even the smallest
donation will have a major impact on current and future
health law professionals. Start now.®

Whether sponsor, speaker, author, leader, donor,
member, or staff, I am thankful for all of you and for
everything you do to support our collegial community
oflife-long learners. Best wishes for a healthy, safe, and
peaceful holiday season.

1 https://www.americanhealthlaw.org/make-an-impact/campaigns/
scholarships/michael-f-anthony-health-law-scholarship-fund

2 https://www.americanhealthlaw.org/make-an-impact/anne-h-
hoover-educational-fund

3 https://www.americanhealthlaw.org/make-an-impact/idea-fund

4 https://www.americanhealthlaw.org/make-an-impact/innovative-
professional-development
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Carrie Amezcua specializes

in the intersection of antitrust
and health care law, advising
clients on joint ventures, state
action immunity, and transaction
planning from an antitrust
perspective within the health
care sector. She has extensive
experience analyzing market
structures and market share

for physician and hospital
acquisitions, as well as guiding
clients through affiliations,
clinically integrated networks, and
contractual relationships. With
her deep industry knowledge,
Carrie provides strategic antitrust
counsel to health care clients
navigating complex risks and
regulatory requirements.

Key Legal Issues in Academic
Medical Center and Community
Hospital Tie-Ups

fliliations between academic medical
centers (AMCs) and community
hospitals are a commonly sought
solution to respond to a health care
market characterized by significant
financial pressures, as hospitals and
health systems work to control costs while improving
quality and access to care for patients in the communities
that they serve. But these afiliations also present a
variety of institutional, cultural, and legal and regulatory
challenges. For example, how should the affiliation
be structured to establish shared governance over the
participant hospitals and their affiliated physicians? What
changes may be required to align physician compensation
and physician performance for faculty physicians and
community physicians? If there is a desire to engage
in a shared strategy to contract with payers, how will
the parties implement the requisite financial or clinical
integration to mitigate against potential risks under federal
antitrust laws and emerging state regulatory regimes for
reviewing transactions for their impacts on health care
costs and market consolidation? Evaluating and addressing
these issues—not only in developing and negotiating the
affiliation at the outset, but also in planning for post-
closing integration and implementation—is critical to the
success of these affiliations.
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When planning any affiliation
involving an AMC, a community
hospital, and their respective affili-
ated physicians, one of the first and
most fundamental decisions is how
to establish a governance structure
that ensures alignment across the
entire enterprise to drive improve-
ments in quality and access while
reducing costs.

Governance Structure

When planning any affiliation involving an AMC, a
community hospital, and their respective affiliated
physicians, one of the first and most fundamental
decisions is how to establish a governance structure
that ensures alignment across the entire enterprise
to drive improvements in quality and access while
reducing costs.



The legal structure of an AMC’s faculty practice plan can
vary greatly between states and institutions. Moreover,
the AMC'’s faculty practice plan and community hospital-
affiliated physician groups typically operate through
distinct legal entities. To enhance collaboration and
alignment between the physician affiliates, the AMC, and
the community hospital, the parties may explore various
joint venture or joint venture-like approaches. Service
line joint ventures have largely replaced co-management
joint ventures; such service line joint ventures are

more efficient when at the hospital-to-hospital level,

but that model doesn’t help much on the physician

side. Nonprofit medical foundations, where allowed

by state law, can be better vehicles for incorporating
community physician input into ambulatory operations
and governance, although, in more mature markets like
California, those foundations have developed a reputa-
tion for giving too much power to their affiliated health
systems. Nonetheless, such foundations are often a useful
bridge between academic and community medicine.

Moreover, the structure of affiliations among AMCs,
community hospitals, and their respective affiliated
physicians and the associated mechanism(s) for shared
governance and decision making will have significant
implications under federal antitrust laws and federal
health care fraud and abuse laws.

Antitrust Considerations

The timing and nature of the antitrust considerations
depend on the structure of the affiliation. On the

one hand, an AMC’s full acquisition of a community
hospital and/or community hospital-affiliated physician
groups may pose challenges during the negotiation and
due diligence stage, particularly in light of a growing
number of state laws requiring prior review of the cost
and market impact of a proposed transaction. But

once the transaction is closed, the AMC, community
hospital, and affiliated physician groups can act as one.
By contrast, any arrangement short of full acquisition
requires ongoing antitrust compliance among the AMC,
community hospital, and the community hospital’s
affiliated physicians.

In antitrust law, two separate economic entities
generally must make their own independent decisions
when it comes to competing for patients and negotiat-
ing payer contracts. The Supreme Court decision

in Copperweld,' and its progeny, explains that if two
entities are one economic unit, they are incapable of
conspiring with each other, allowing them to coordi-
nate how they compete and how they negotiate with
payers. Some factors that address whether two entities
function as one are a single governance structure,
control over finances, a combination of assets, and risk
allocation, among others.

Affiliations or joint venture arrangements typically do
not satisfy enough of these factors for the AMC and
community hospital-affiliated physician groups to be
considered a single entity. However, antitrust laws

recognize that affiliations can be beneficial to patients,
hospitals, and physicians. Thus, guardrails for antitrust
compliance among the AMC, the community hospital,
and community hospital-affiliated physician groups

must be set up at the outset and continue for the life of
the affiliation. These guardrails must address how to ap-
propriately share competitively sensitive information and
what the AMC, community hospital, and community
hospital-affiliated physician groups can do jointly versus
what they must continue to do separately.

The level of financial and clinical integration between the
AMC and community hospital can affect the antitrust
guardrails. For example, if an AMC and community
hospital enter into an affiliation agreement pursuant

to which the AMC will provide neurosurgery services
for the community hospital’s patients, the AMC and
community hospital may share patient information, may
advertise the affiliation, may share strategic information
about neurosurgery services, and may share information
regarding recruitment of neurosurgery physicians (but
not compensation). However, the AMC and community
hospital may 7ot share strategic information more
broadly, may not allocate patients, and may 7ot jointly
negotiate payer reimbursement contracts.

That said, if an AMC and community hospital form a
joint venture to provide neurological services,? including
neurosurgery, and the AMC and community hospital
both share upside and downside financial risk in the joint
venture, and the two entities are clinically integrated,
not only may the AMC and community hospital share
strategic information about the joint venture and the
services the joint venture provides, they may also jointly
recruit and set compensation for physicians staffed with
the joint venture and may jointly contract with payers for
the services the joint venture offers. This is because the
antitrust laws treat a sufficiently integrated joint venture
as a single entity, incapable of conspiring with itself.?

A warning, though, becoming financially and clinically
integrated to the level required for antitrust purposes is
often not as easy in practice as it is on paper. It requires
buy-in and commitment from the AMC and community
hospital, and the affiliated physicians of the AMC and
community hospital. Joint ventures in name only have
been successfully challenged.*

In some respects, from an antitrust perspective, a full
acquisition where the community hospital/physician
group is fully integrated with the AMC can be easier. In
this situation, the AMC and community hospital/physi-
cian group are no longer considered separate economic
entities and can be folded into the AMC’s strategic
plans, compensation structures, and payer contracting
for all services.

Dan Gerber, works for the
University of California Health
Affairs and Technology Law
group, specializing in health

care transactions, including
acquisitions, joint ventures,

and other clinical and strategic
affiliations, and advising on

the University's health care
regulatory issues. Prior to his role
at UC Legal, he worked in private
practice as a member of the
health care group in Jones Day's
San Francisco office. Mr. Gerber
is a graduate of Pomona College
(B.A.1993) and the University of
California, Berkeley (M.P.H. 1996
and J.D. 2002).

In some respects, from an antitrust perspective, a full
acquisition where the community hospital/physician

group is fully integrated with the AMC can be easier.
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The challenge with a full acquisition is that, depending
on the AMC and the community hospital and its affili-
ated physician groups, there could be a substantive anti-
trust issue, i.e., federal or state antitrust regulators could
view the acquisition as lessening competition. Whether
or not a transaction faces a substantive antitrust
challenge is highly fact dependent, including whether
there are other hospitals in the area and the number
and complexity of overlapping services. Because of the
difference in complexity and type of services offered at
an AMC versus a community hospital, there may be an
argument that the AMC and community hospital do
not actually compete and therefore there is no lessening
of competition. In addition, if the AMC is affiliated with
a state-created university, it may—in certain states—
benefit from the “state action immunity” doctrine,
which is a court-created doctrine that immunizes
political subdivisions from antitrust liability when the
state authorized otherwise anticompetitive activities. A
detailed analysis of all the facts surrounding an AMC
and community hospital merger is necessary. But once
the acquisition is complete, the AMC and community
hospital are one entity and can operate in all respects
as such.

Antitrust compliance, both when contemplating an
affiliation or full acquisition between an AMC and a
community hospital, should not be ignored. Failure to
adhere to antitrust laws may lead to fines, payment of
damages, and in some cases criminal liability.

Fraud and Abuse Considerations

Joseph Keillor, Of Counsel at When affiliating or integrating a community hospital
Baker Donelson Bearman Caldwell with an AMC, certain high-level structural consider-
and Berkowitz PC, is a health care ations can also have major implications for the Physi-
attorney with deep experience cian Self-Referral Law (PSL) or Anti-Kickback Statute

serving as a trusted advisor to
clients regarding their thorniest

(AKS) analysis that will apply.

and most complex health care For example, will the post-affiliation physician employ-
regulatory matters. He regularly ment vehicle(s) be a “group practice” under the PSL? If
leads external compliance the physicians are in the same legal entity as a hospital

investigations, handles self-

and it is not the right time to upend this structure, then
disclosures under the Self-

being a “group practice” under the PSL is not an option
Referral Disclosure Protocol,

and advises clients regarding
the structuring or restructuring

(though, notably, the PSL bona fide employment excep-
tion may be available to support employment-related

of contractual arrangements compensation paid to employed physicians). If the

to minimize regulatory risks, physicians are not in the same legal entity as a hospital,
especially with respect to the or could readily be migrated to a different entity, it will
Physician Self-Referral Law and often be possible to ensure that the employing entity is
the Anti-Kickback Statute. structured as a “group practice” under the PSL. When

the physician employment vehicle is structured as a
PSL “group practice,” generally neither commercial
reasonableness nor fair market value will be required
from a PSL perspective with respect to physician
compensation.

Structuring the physician employment vehicle as a PSL
“group practice” can generally serve as an effective
‘backstop’ to a party’s efforts to ensure physician

6 Health Law Connections | November/December 2025

compensation is consistent with fair market value. For
example, if a community hospital’s affiliated physicians
were brought under a faculty practice plan entity that
was structured as a PSL “group practice,” and if perhaps
one or two percent of physicians’ compensation was
arguably pushing the bounds of fair market value, it
could be useful to rely on the PSL “in-office ancillary
services” exception (which keys off of the physician
vehicle being a “group practice”) to protect the com-
pensation arrangements with such physicians. That said,
separate considerations beyond the PSL will generally
limit parties’ ability to rely on being a “group practice”
to the same extent that a private for-profit group could.
Tax-exempt considerations are one such constraint.
Additionally, under the AKS” AMC framework, as

is expressed in various advisory opinions, a critical
factor is that downstream wages to physicians must be
consistent with fair market value. Thus, if physician
wages are downstream of funds flow monies that relied
on the AKS” AMC framework, then such funds flow
monies could potentially raise significant risk under
the AKS if a significant number of physicians were
compensated materially in excess of fair market value.

Another key example of how a high-level structural
factor can have implications for the PSL analysis and
AKS analysis is whether the AMC has an affiliated
Medicare Shared Savings Program (MSSP) Account-
able Care Organization (ACO) that can appropriately
capitalize on the MSSP ACO Participation Waiver
(Participation Waiver) with respect to physician
compensation. The Participation Waiver waives the
PSL and AKS requirements for any arrangement of
an MSSP ACO or one or more ACO participants that
is reasonably related to the purposes of the MSSP
(which primarily involve the quality and efficiency
of care) and that satisfies certain modest procedural
hurdles. Thus, if physician compensation arrange-
ments are brought under the Participation Waiver,
the PSL is waived and other PSL considerations

like whether the employer is a “group practice” are
mooted. Additionally, any ‘upstream’ funds flow
arrangements could likely be brought under the pro-
tection of the Participation Waiver as well, in which
case it would not matter if the parties were outside
of the AKS’ AMC framework, because the AKS also
would be waived by virtue of the Participation Waiver.

Physician Alighment, Culture,
and Physician Compensation
Considerations

When affiliating a community hospital with an AMC, a
key factor in its success will be the design and execution
of a strategy to integrate the community hospital-
affiliated physicians. The cultural differences between
academic physicians and community physicians are
vast—as are the differences between their respective
compensation plans and funds flow arrangements,



which can present a barrier to physician alignment. If an
AMC is new to affiliating with community physicians,

it may stumble into fraught territory if it attempts to
structure compensation and other arrangements with
such physicians without legal oversight, particularly

in the fraud and abuse arenas, but also with respect to
clinic licensure and enrollment, the corporate practice
of medicine, and antitrust issues, as referenced above.

Compensation

There are two primary methods to align compensation
between AMC physicians and community physicians:
(1) offering community physicians compensation
structures that resemble the compensation plans
offered to AMC faculty physicians, and (2) adjusting
academic physician compensation to better reflect
what community physicians typically negotiate. While
differences in aggregate compensation may be narrow-
ing, challenges remain in bridging this divide. On the
academic side, faculty are not accustomed to market-
level compensation or compensation disconnected
from the AMC. They also may not be used to the time
pressure or urgency of the clinician culture of com-
munity physicians, as well as the significant variance in
the compensation earned by community physicians,
particularly for high performers. On the community
physician side, such physicians may expect simpler,
more responsive administrations and clear compensa-
tion structures that primarily reward productivity. They
also may have significant input in clinical housekeeping
issues, governance, and operations, particularly regard-
ing their own clinical space.

Any funds flow model that helps fund a physician bonus
pool will require careful legal review, as subtle differences
in pool structure can be the difference between a compliant

compensation structure and Halifax-level financial

exposure.

While academic physicians can be retained through a
simple offer letter that meets regulatory requirements
under the PSL, many administrators may express
surprise that detailed professional services agreements
(PSAs) are often necessary for an AMC to compensate
community physician groups for their services. And
PSAs are usually not sufficient to encourage integra-
tion—additional approaches are needed. As a result,
many AMCs and their network clinical hospitals resort
to one version or another of a funds flow process to
guide how funds are used to pay physicians. At its best,
an explicit, thoughtfully designed funds flow process
enables the flow of funds and guides the funding

of services among the AMC, affiliated community
hospital, and their respective physician groups. At its
worst, the funds flow process becomes a neglected set
of legacy contracts developed over years, service by
service, chaperoned on an ongoing basis by staff. Often,
the biggest impediment at AMCs is the transition from
academic department-specific funds fiefdoms to a sys-

tem where programming, but not financing, is within
the AMC’s control. The shared rules regarding financing

Rudd Kierstead, based in New
York City, is a Director for the
Compensation Valuation division
at VMG Health. Rudd brings 25
years of diverse experience in
health care provider settings,
with a particular focus on
physician initiatives. His
expertise includes enterprise
performance improvement,
medical staff planning, financial
analysis, physician alignment,
compensation planning, and fair
market valuation projects. Rudd
works extensively with academic
medical centers, health systems,
and community hospitals,
advising on physician enterprise
formation, unique arrangements
with physicians, and the design
and management of partnering
ventures.
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One of the frequent drivers for affiliations among AMCs
and community hospitals and their respective affiliated
physician groups is to be able to drive value for payers,
achieving both cost efficiency and improved quality
through an integrated care delivery model.

are critical to the success of initiatives integrating a
community hospital and its affiliated physicians.

In response to market pressures, with or without
significant community physician affiliations, AMCs
have developed and implemented productivity-based
compensation, both at the funds flow level (i.e.,
calculating payments to faculty departments) and at the
physician compensation level. Caution is warranted in
structuring funds flows that are intended to enhance
alignment with the AMC. Practitioners are wise to
remember the risks posed by technical revenue-
containing bonus compensation pools as documented
in United States v. Halifax Medical Center (Halifax),’
where the court found that varying the size of a bonus
pool for employed physicians that contained designated
health services revenues caused the arrangement to fail
to qualify for the “bona fide employment” exception
under the PSL. Subsequent clarifications regarding the
PSL’s volume or value standard provide comfort with
respect to moderate tweaks to the structure of such

bonus pools, but thoughtful design remains essential.

Layna Rush is a shareholder at Any funds flow model that helps fund a physician bonus
Baker Donelson Bearman Caldwell pool will require careful legal review, as subtle differ-
and Berkowitz PC. She represents ences in pool structure can be the difference between
clients in regulatory, compliance, a compliant compensation structure and Halifax-level
and operational issues related financial exposure.

to managed care. She drafts

agreements between health care Some AMCs have developed “non-faculty” or “staff”
entities for participation in IPAs, employment paths for community hospital-affiliated
ACOs, TPAs, PPOs and Medicare physicians. These structures require greater fraud and
Advantage and Medicaid abuse scrutiny than the potentially available bona fide

managed care plans. She routinely
counsels clients on state and

employment exception to the PSL, by way of compari-

son. Recall that referrals by a “referring physician” are
federal legislation that impacts

. only covered under the PSL AMC exception provided
managed care contracting.

that the physician has a bona fide faculty appointment.
These models may also require a deep understanding of
the scope of the corporate practice of medicine doctrine
in a particular state, which may have narrow exceptions
with regard to academic medicine. These models will
also involve compensation structures that may be more
generous for the clinical services, and will require

less administrative, teaching, and research burden,

than faculty practice plans. As a result, this can open
Pandora’s box when comparing strict mission-driven
faculty compensation compared to clinically driven
compensation. Creating the hybrid compensation
package that addresses and values various services, such

as patient care, research, and teaching, is preferrable,
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but can be administratively burdensome and can be
challenging to AMCs that have historically maintained

a closed medical staff. Depending on the starting point
of the different packages, the path of least resistance can
be to keep the community hospital-affiliated medical
groups substantially separate from the AMC faculty.

Clinical Integration and
Value-Based Care

One of the frequent drivers for affiliations among
AMCs and community hospitals and their respective
affiliated physician groups is to be able to drive value
for payers, achieving both cost efficiency and improved
quality through an integrated care delivery model. In
many cases, it is a first step towards readiness to take
on significant and shared financial risk for the services
provided to patients in the geographic areas served

by the hospitals and physicians. Participation in both
the MSSP and commercial ACOs presents a valuable
opportunity to influence provider compensation
through shared savings arrangements. The parties may
also consider forming a clinically integrated network
(CIN) as a strategic avenue to promote integrated care
delivery. A well-structured CIN can support achieve-
ment of quality benchmarks in value-based payment
models offered by managed care entities (MCEs).

Through collaboration, the parties can design a care
model that reflects the unique mission of the AMC

(i.e., research, teaching, and patient care), while also
advancing the goals of the community hospital and its
affiliated physicians (such as delivering high-quality care
to underserved populations). This approach should be
carefully aligned with the financial incentives offered

by MCEs for meeting specific performance and quality
metrics.

Additionally, establishing an ACO or CIN can mitigate
certain antitrust risks associated with joint contract-

ing and negotiation with MCEs, by demonstrating
sufficient clinical and financial integration, as referenced
above.

Whether the parties opt to form a single contracting
vehicle (e.g., a CIN, ACO, or joint venture) for value-
based arrangements or prefer to contract individually,
it is essential that they align on network and product
participation (i.e., Medicare Advantage, Medicaid
Managed Care, commercial insurance offerings, and
Exchange-based plans). Failure to coordinate on MCE
participation can negatively affect both the providers
and patients.

Moreover, a unified contracting approach allows the
parties to employ their combined geographic reach
and specialty care to enhance negotiating power with
MCEs. By aligning operational capabilities (such as
data analytics) and care coordination, the ACO or CIN
can determine the quality outcomes that the parties



can realistically influence, which is an important factor  Conclusion

when entering into value-based contracting with MCEs.

The parties must collaborate to ensure performance Affiliations between AMCs and community hospitals

expectations for shared savings are achievable under present strategic opportunities to enhance health care

the new structure. A necessary precondition to this quality, access, and cost efficiencies, but they require

is that in the negotiation and contracting phases, careful navigation of complex legal, regulatory, and

the performance expectations by the MCE need to cultural considerations. Establishing appropriate

be clearly established and quality metrics precisely governance structures, ensuring compliance with

defined. There may also be unique opportunities for antitrust laws, and designing physician compensation

risk adjustment within MCE contracting given the and integration models are critical to success. Addition-

complexity of the patient populations often treated by ally, aligning clinical care and pursuing value-based

AMCs and potentially by community-based providers. arrangements through initiatives like ACOs and CINs

Leveraging this complexity can enhance the negotia- can strengthen the affiliates’ ability to deliver high-

tion of benchmarks and quality targets in value-based quality, cost-effective care while managing regulatory

payment arrangements. and competitive risks. Thoughtful planning and legal
oversight at each stage are essential to achieving these
In developing a comprehensive MCE contracting
strategy, the CIN or ACO must also evaluate its risk

tolerance. Generally, payer contracts offering the most

objectives and ensuring the sustainability of these
strategic collaborations.

upside potential also include a requirement to accept
downside financial risk. Accordingly, the parties must
achieve consensus on their collective risk appetite. If
downside risk is accepted, the organization should as-
sess the actuarial soundness of the proposed model and
ensure that appropriate safeguards are in place, such as
risk reserves and stop-loss or reinsurance coverage.

The Feature Article is brought to you by the Academic Medical Centers
and Teaching Hospitals Practice Group: Michelle Brennfleck,
Buchanan Ingersoll & Rooney PC (Chair); Rudd Kierstead, VMG
Health (Vice Chair); Allison Cohen, Baker Donelson Bearman
Caldwell & Berkowitz PC (Vice Chair); Margia Corner, Sheppard
Mullin Richter & Hampton LLP (Vice Chair); Tiana Korley, DHHS
Office of the Inspector General (Vice Chair); and Elizabeth Trende,
United Network for Organ Sharing (Vice Chair).

Copperweld Corp. v. Independence Tube Corp., 467 U.S. 752 (1984).

This assumes neither the AMC nor the community hospital con-
tinue to provide neurological services on their own.

See, e.g., Healthamerica Pa., Inc. v. Susquehanna Health Sys., 278 F.
Supp. 2d 423 (M.D. Pa. 2003).

See, e.g., New York ex rel. Spitzer v. Saint Francis Hosp., 94 F. Supp.
2d 399 (S.D.N.Y. 2000).

United States v. Halifax Med. Ctr., Case No. 6:09-cv-01002 (M.D.
Fla. 2013).

This said, note that in February 2023, the Justice Department
withdrew its 2011 Statement of Antitrust Enforcement Policy
Regarding Accountable Care Organizations Participating in the
Medicare Shared Savings Program (Statement). While the Justice
Department indicated that such withdrawal was because of
changes in the health care landscape and potentially out-of-date
guidance, parties should exercise caution when reviewing and
considering the Statement. See https://www.justice.gov/archives/
opa/pr/justice-department-withdraws-outdated-enforcement-
policy-statements#: ~:text=Withdrawal%20therefore%20best %20
serves%20the,laws%20in%20the%20healthcare%20industry (last
accessed Sept. 4, 2025).

americanhealthlaw.org 9


http://www.americanhealthlaw.org

Feature

James Wabby,
AbbVie Inc.

Adam Cargill,
MediView XR, Inc.

Jennifer Chillas,
Bristol Myers Squibb

Crew WeunskKi,
MediView XR, Inc.

James Wabby is the Head, Global
Regulatory Affairs (CoE) - Emerg-
ing Technologies, Devices, and
Combination Products at AbbVie
in Irvine, California. He has 23 years
of experience in increasing quality
compliance and regulatory affairs
responsibilities within the GxP
regulated environment pertain-
ing to Medical Devices, Medicinal
Delivery Platforms, Companion
Diagnostics, Digital Medicine, and
Combination Product areas.

Shaping the Future of

Digital Health: Technology,
Regulation, and Ethics

he high rate at which digital health
technologies are growing has greatly
changed how health care is offered,
measured, and administered. At the
core of such change is the introduction
of digital health care tools, which
include high-tech software programs, into the sphere
of clinical practice, monitoring, diagnostics, and
treatment.' Nonetheless, this transition comes with
regulatory oversight issues, ethical considerations,
data management requirements, and the need to build
stakeholder trust. As new technologies, like Software as
a Medical Device (SaMD), Software in a Medical Device
(SiMD), and artificial intelligence (AI)-based health
technology, offer the potential to improve outcomes
and efficiency, they also create ambiguity concerning
patient safety, algorithm responsibility, privacy, and
legal conformity.> The main concern is that the system
of regulations and ethical principles that these technolo-

The high rate at which digital health technologies are

growing has greatly changed how health care is offered,

measured, and administered.
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gies fall under is complicated and frequently disjointed.

This article explores how existing frameworks address
ethical challenges in digital health, identifies remaining
gaps, and highlights key studies that inform ethical
progress in the field. The aim is to synthesize the exist-
ing body of knowledge to offer a basis for understanding
the situation between innovation, oversight, and ethical
practice in digital health.

There is an increasing interest in the complex essence of
digital health, which joins the perspectives of technical,
regulatory, legal, and societal standpoints.® Analysis re-
veals that SaMD and SiMD are gaining more popularity,
wearable and mobile health technologies are becoming
more distant, and Al is used in diagnosis and decision-
support systems.* Regulatory authorities like the U.S.
Food and Drug Administration (FDA) and the European
Medicines Agency are also changing their systems to
accommodate the evolution of technology, especially in
adaptive and risk-based systems.’ Nonetheless, research-
ers cite ongoing skepticism in global convergence,
enforcement regularity, and cross-border data control.®
Also, new bioethical discussions incorporate topics of
algorithmic bias, informed consent, and decay of human
agency in Al-based care.” These trends exemplify how
digital health has become a complex field requiring
cross-sector investigations to operate successfully.



Types of Digital Health Products in
Life Sciences

The environment of digital health technologies has
evolved to be diverse, with software-based technology
being the core of diagnostics, treatment, and health
care provision. Such tools are traditionally divided

into SaMD, SiMD, and other emerging digital health
applications like wearable and mobile health applica-
tions.® SaMD is a standalone software targeting medical
use but not being included in a physical device, whereas
SiMD describes software as an inseparable part of a
hardware-based medical device.” Regulations and ethics
involving such tools are also changing and becoming
subject to increased issues of safety, efficacy, and
international harmonization.'’ Given that new technolo-
gies, such as Al and machine learning (ML), become a
vital part of such digital products, it is crucial to learn
about their categorizations, regulatory consequences,
and implementation in practice to enhance responsible
digital health innovation."

Emerging digital health tools include wearables, mobile
health applications, and digital therapeutics that
support patient engagement and personalized care.
According to one study,'* the market for digital tools,
including fitness trackers, mobile diagnostic apps, and
symptom checkers, expanded considerably amid the
COVID-19 pandemic as remote patient care was in
higher demand. The study highlighted that such tools
enabled constant observation and prevention of dis-
eases before manifestation, mainly in the case of chronic
diseases. Other researchers examined the involvement
of mobile health applications in patient empowerment
and reported that digital tools could potentially address
voids in traditional health care, primarily in under-
served markets." Their analysis revealed that usability,
ease of use, and access were essential considerations to
adoption, especially in populations with lower health
literacy. Collectively, the literature shows that these
new tools are also transforming the patient-provider re-
lationship by providing greater flexibility and autonomy
to the user beyond a clinical environment.

Digital therapeutics are gaining regulatory recognition
as evidence-based software interventions that address
behavioral and chronic health conditions. Digital
therapeutics have been defined as a type of software
that provides medical treatment using devices such as
smartphones or tablets." Under this definition, digital
therapeutics are not ordinary wellness apps and need
to prove clinical significance, which is possible during
randomized controlled trials and regulated. Others have
justified this opinion and added that the use of digital
therapeutics in the treatment pathway of diabetes,
depression, and insomnia was increasing.”” They em-
phasized that such tools assisted self-management and
supply clinicians with timely data to make decisions.
Both sets of authors implied that digital therapeutics
are a proven and organized method of augmenting or
superseding traditional therapy.

Digital therapeutics are gaining regulatory recognition

as evidence-based software interventions that address

behavioral and chronic health conditions.

Software as a Medical Device

SaMD has become central to the innovation of health
care, specifically regarding software with intended use
cases for diagnosis, treatment, and patient manage-
ment. This trend is driven by the availability of digital
tools on smartphones, which allow for continuous
and remote monitoring, early detection, and prompt
clinical intervention,'® even beyond the walls of a
hospital. Rapid advancements in software necessitate
a highly adaptable and agile regulatory framework to
maintain the assurance of patient safety and efficacy,"”
making it a unique regulatory landscape for regulatory
and legal professionals.

SaMD is defined as software purposed for one or more
medical applications, achieving its medical purpose
independently of any hardware medical device. This
definition differentiates SaMD from SiMD, as the
former focuses on software with an independent
medical purpose that can function autonomously.
SaMD has helped transform various aspects of health
care ranging across detection/diagnosis, treatment,
and mental health.

SaMD has played a significant role in disease detection
and diagnosis through workflow innovation and re-
mote monitoring. For example, software that transfers
MRI or x-ray images onto general-purpose devices
allows clinicians to review and analyze remotely,
which decouples the diagnostic review workflow

from the imaging system itself, and can also facilitate
telemedicine and clinical efficiencies. Detection
software takes this one step further to provide analysis
of medical imaging to identify anomalies like tumors
or breast cancer. Other diagnostic applications include
electrocardiogram analysis software to detect heart
conditions, pulmonary function testing software for
respiratory assessments, and sleep diagnostic software
to monitor and evaluate sleep disorders.'* Some of
these software applications can analyze the data by
utilizing the sensors on a patient’s smartphone."

SaMD has also become commonplace for the
monitoring, management, and treatment of chronic
conditions with scalable, data-driven solutions that
allow care to extend outside the walls of the clinical
environment. These applications allow for more
continuous monitoring of conditions such as diabetes,
hypertension, and asthma, leveraging real-world

data to support clinical decision making and patient
self-management.?
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Consistent with all medical devices, SaMD is
subjected to risk classification proportionate to the
potential risk to the patient. Regulatory authorities
employ risk-based schemes to dictate the level of
regulatory oversight required to receive clearance or
approval in each respective country. SaMD classifica-
tion is commonly contingent on the significance of
information provided by the software and its ability
to facilitate health care decision making. In the con-
text of the Software Development Lifecycle (SDLC)
standard IEC 62304, a software safety classification
is assigned as Class A, B, or C based on the potential
harm to the patient.

The level of clinical safety and performance data
required can vary depending on the risk and might
include comprehensive clinical literature reviews
and real-world data to meticulously designed and
executed clinical trials.?! Most 510(k) submissions
in the United States do not require clinical data to
support market clearance; however, the European
Union (EU) and other international markets require
some level of clinical data to support market clear-
ance. Clinical evaluation and systems for proactive
post-market surveillance are critical due to the
dynamic nature of software and the need to monitor
and control real-world performance. Manufacturers
are expected to implement robust post-market
surveillance systems to monitor the device’s perfor-
mance, address adverse events, and manage software
updates.” For AI/ML-driven SaMD, the ability of
algorithms to learn and change over time creates
unique challenges for monitoring and managing
performance modifications.

The rapid evolution of SaMD, particularly those
involving AI and ML, demands dynamic regulatory
frameworks that can adapt to support technologi-
cal advancements. Regulators are responding by
releasing new guidance documents and emphasizing
reliance on real-world data (RWD) and Real-World
Evidence (RWE). The FDA is actively engaged in
iterating on their guidance documents through
initiatives such as the Predetermined Change Control
Plan, updated cybersecurity guidance, and more
precise definitions of the level of clinical evidence
required.”

Software in a Medical Device

In contrast to standalone software, SiMD refers to
software that is built into and operates as part of a medi-
cal device. It cannot function independently; rather, it
provides functionality or supports the intended medical
purpose of the parent device. SIMD can take many
forms, such as firmware installed on hardware, software
that manages interoperability between devices, or
programs that process information collected by sensors
in the parent device.
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A growing number of medical devices rely on software
in some capacity. For example, pacemakers contain
software that regulates heart rhythm, MRI machines
utilize operating systems and displays that enable
technicians to control scanning and view images,
robotic surgical systems depend on software to control
instruments precisely, and insulin pumps include
algorithms that calculate and deliver doses. Hospital
monitors, which process data and send vital signs to
electronic health record systems, depend on software
to function.

From a regulatory perspective, SIMD is treated as part
of the parent medical device submission and requires
approval or clearance based on its risk profile and
intended use. A single medical device may be com-
prised of multiple software programs, each performing
a dedicated function.

In the age of open-source and third-party software, the
incorporation of off-the-shelf software into medical
devices to accelerate development is becoming more
common and must be adequately monitored and
controlled. This type of software is referred to as
Software of Unknown Provenance (SOUP), which

is defined as code previously developed for which
detailed records of development are unavailable. SOUP
should be considered early and throughout the SDLC
process, including software development planning, risk
management, requirements definition, configuration
management, and ongoing maintenance. This ensures
that potential risks arising from the use of SOUP are
adequately controlled to ensure device safety and
performance.

Modular software development is an increasing trend,
where software is built into separate, well-defined com-
ponents. For example, a surgical navigation system may
have separate modules for tracking, data flow, and im-
age display. This enables developers to update specific
modules without having to update the entire system,
which can lead to efficiencies in the development
process. However, modularity also raises challenges

in ensuring that the changes to specific modules do

not introduce new questions of safety or effectiveness
for the overall platform and requires manufacturers to
document detailed impact assessments and conduct
thorough integration testing to ensure continued
functionality and performance.

Overall, SIMD plays a critical role in how digital health
technology is shaping patient care and provides the back-
bone for devices that utilize software to diagnose, treat,
and mitigate disease or injury. By applying recognized
international standards—such as IEC 62304 for software
development and ISO 14971 for risk management—
manufacturers can balance the need for rapid innovation
with the responsibility to manage risk, ensuring safe and
effective devices are placed on the market.



Feature SaMD SiMD

Software for medical purposes, ) .

. . Software that is an integral compo-
. without being part of a hardware . ] )

Definition . . ) nent of a physical medical device.

medical device. Operates indepen- L

Cannot function independently.

dently.
Operational High: Runs on general-purpose Low: Reliant on associated medi-
Independence cal hardware. Performance tied to

platforms (smartphones, PCs,
cloud). Can be updated rapidly.

specific hardware.

Primary Function

Actively diagnoses, treats, monitors,
or informs clinical decisions.

Controls the performance or provides
specific functions of the hardware
device it is embedded in.

Regulatory Review

(General)
component.

Often faces distinct and rigorous
regulations focused on its software

Regulatory review typically part of the
complete hardware medical device
system.

Regulatory Pathways for
Digital Health

When evaluating if a digital health product is subject

to regulatory requirements, manufacturers must first
assess whether the software meets the definition of a
medical device. In the United States, Section 201(h)

of the Federal Food, Drug and Cosmetic Act provides
this definition, while the International Medical Device
Regulators Forum (IMDRF) offers a broader, interna-
tionally recognized version. Under IMDRF, “medical
devices” include instruments, machines, implants,
reagents, software, and similar articles intended for one
or more specific medical purposes (such as diagnosing,
preventing, monitoring, or treating disease) and do not
achieve their primary intended action by pharmacologi-
cal, immunological, or metabolic means.

Therefore, not all digital health products are subject

to medical device requirements. Software functions
intended for general office operations in a health

care environment or general wellness (such as an app
designed for tracking metrics like sleep habits, diet, or
exercise to promote general fitness, health, or wellness)
are excluded from this definition.”

If the product does meet the definition of a medical de-
vice, manufacturers should determine the appropriate
risk-based classification. The FDA maintains a Product
Classification Database that can be used to help identify
the appropriate regulation. The FDA classifies medical
devices, including SaMD/SiMD, into three different
risk classes: Class I (low risk, minimal failure impact),
Class IT (moderate risk, majority of SaMD, moderate
failure impact), and Class III (high risk, lifesaving/
sustaining, severe failure consequences).” Each clas-
sification has specific requirements and an associated
pathway to market. For SaMD/SiMD, manufacturers
should also classify their device per the international
standard IEC 62304, where software is classified based
on the potential risk if it fails:

D Class A: failure is unlikely to cause injury,
D Class B: failure could cause non-serious injury, and
D Class C: failure could cause serious injury or death.

When a software system is composed of multiple
software modules (or units), each inherits the highest
classification of the original software system unless the
modules are clearly segregated and justified as lower
risk. In practice, manufacturers typically must follow the
strictest development and documentation requirements
for the entire system to ensure safety and reliability.

Digital health technology and medical device software
are constantly evolving, so manufacturers need to
engage with regulatory bodies early in the development
process to avoid delays and mitigate unforeseen defi-
ciencies during the review process. The FDA provides
various pathways and programs to collaborate with
industry and has created a “Regulatory Accelerator”
webpage under its Digital Health Center of Excellence.
The aim is to provide manufacturers with a comprehen-
sive resource index for digital health products through-
out their lifecycle to accelerate innovative devices to
market. Examples of early engagement are listed below:

D Early Orientation Meetings: Allows the sponsor to
provide a device demonstration early in a submission
review to assist the FDA’s understanding of novel
software functions or devices that heavily rely on
SiMD to achieve their intended use.

Crew Weunski, MS, RAC-Devices,
is a regulatory affairs professional
specializing in digital health and
medical devices incorporating
emerging technologies. At Medi-
View XR, Inc,, he leads regulatory
strategy and compliance across
U.S. and international markets, with
experience in FDA submissions, EU
MDR compliance, ISO 13485 quality
systems, risk management, label-
ing, and design controls. With an
educational background in physics
and entrepreneurship, Crew blends
technical knowledge with regula-
tory insight to advance emerging
health care solutions.

Digital health technology and medical device software
are constantly evolving, so manufacturers need to engage
with regulatory bodies early in the development process to

avoid delays and mitigate unforeseen deficiencies during

the review process.
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Continued collaboration through IMDRF and related
initiatives will be key to achieving streamlined, predict-
able, and comprehensive pathways to market globally.

D Q-Submission Program: Provides the opportunity
to request feedback and meetings related to device
submissions (such as Informational Meetings and
Pre-Submissions).

D Breakthrough Devices Program: Provides early
collaboration on novel technologies and prioritized
review of marketing submissions. Devices eligible for
Breakthrough status provide for more effective treat-
ment or diagnosis of life-threatening or irreversibly
debilitating diseases or conditions.

D Safer Technologies Program (SteP): Provides early
collaboration for devices that aim to improve the
safety of currently available treatments/diagnostics
for conditions less serious than those eligible for the
Breakthrough Devices Program.

D Total Product Life Cycle (TPLC) Advisory Program
(TAP) Pilot: Provides sponsors of devices with
Breakthrough Designation to have early collaboration
with the FDA and other key stakeholders such as
physician groups, payers, and patients.

Other nontraditional methods of engagement with
regulators can include participation in standards
development committees and working groups for novel
technologies. Groups like the Medical Device Innova-
tion Consortium® bridge the gap between industry and
the FDA to collaborate on the development of white
papers that help inform FDA policy and future guidance
documents.

The rapid pace of innovation in digital health, combined
with differing international regulatory requirements,
highlights the importance for global regulatory
harmonization. Without it, manufacturers may face
longer development timelines, duplicative work, or
inconsistent expectations across markets, which could
all delay patient access to safe and effective technolo-
gies. The IMDREF plays a central role in addressing

this challenge. Through working groups that include
regulators from the United States, EU, Japan, Canada,
and Australia, IMDRF develops consensus-backed
technical documents aimed at promoting consistency
and transparency in regulatory review. For example, the
organization has released guidance related to charac-
terization considerations for medical device software
and software-specific risk, principles of cybersecurity,
and clinical evaluation. In addition, IMDRF has created
a working group for AI/ML-enabled medical devices,
which will continue to lay the groundwork for predict-
able development and requirements for this emerging

14 Health Law Connections | November/December 2025

technology. Continued collaboration through IMDRF
and related initiatives will be key to achieving stream-
lined, predictable, and comprehensive pathways to
market globally.

Cybersecurity considerations are critical during the
initial design and post-market monitoring of SaMD/
SiMD to ensure continued patient safety.”” The FDA
has urged device manufacturers to implement a Secure
Product Development Framework (SPDF) to ad-
equately manage and control cybersecurity risks, which
includes following the Quality System Regulation® or
a similar framework (such as JSP2 or IEC 81001-5-1)
to develop secure and reliable connected devices. This
includes separate (but interconnected) systems for
safety and security risk management as a part of the
total product lifecycle (described by standards such as
AAMI TIRS7 and ANSI/AAMI SW96). A system for
security risk management aims to expose and control
vulnerabilities present in connected medical devices.
Regulators have begun to implement robust measures
to ensure data integrity and reliability are foundation-
ally considered in the design and development of any
SaMD.” Additionally, devices must comply with data
protection laws such as the General Data Protection
Regulation (GDPR) and the United Kingdom Data
Protection Act, which require consent, data subject
rights, and privacy by design.*

Privacy Aspects of Digital Health

In addition to these key regulatory considerations,
patient privacy is foundational to the development

of SaMD and SiMD. However, embedding privacy
controls can be a complex undertaking when con-
sidering the myriad privacy and data protection laws
globally. These laws may impact not only the design of
the technology but also the future uses and disclosures
of any personal data collected through these digital
health tools. In the United States, for example, there is
no single privacy law. Rather, there is a patchwork of
federal and state statutes and regulations that address
both health-specific privacy as well as general consumer
protection.’ Notable U.S. federal laws in the digital
health space are the Health Insurance Portability and
Accountability Act of 1996 (HIPAA),* the Federal
Trade Commission Act, and the Health Breach Notifica-
tion Rule.*In the EU, the GDPR is the primary frame-
work covering individual privacy and encompasses
additional specific requirements for special categories of
personal data, including health data. However, Member
States may nevertheless apply their own interpretations
and enact local rules in certain circumstances.* Despite
the variation in privacy laws, however, there are com-
mon themes to consider when planning for deployment
of digital health technologies:*

D Provide notice to individuals about what data is
collected, why it is being collected, and how it will be
used and disclosed



D Obtain freely given consent or authorization, when
required

D Ensure that notices and consents are accurate and do
not omit important information

D Honor the provisions of those notices and consents

D Understand any relevant exceptions to notice and
consent and whether those exceptions limit the use
and disclosure of the collected data

D Minimize personal data collection, use, and disclo-
sure to that which is minimally necessary to conduct
a legitimate purpose (as described in the notice,
consent, or legal exception)

D Provide individuals with applicable rights to access,
correct, and, in certain cases, delete their information

D Conduct risk assessments and implement
appropriate privacy and security practices to
address those risks

D Identify requirements for cross-border transfers

D De-identify, pseudonymize, or anonymize data,
as required, prior to future or secondary uses and
ensure that such uses of the data do not increase the
risk of future re-identification

D Contract with third-party vendors to protect
personal data and monitor their compliance

Deployment of SaMD and SiMD may involve multiple
parties, such as sponsors, manufacturers, distributors,
and intermediary technology providers. Recognizing
which individuals and organizations in the digital health
ecosystem will be responsible for implementing privacy
requirements is also critical. For example, digital health
manufacturers often need to understand whether their
activities may qualify them as a Covered Entity or
Business Associate under HIPAA, along with the legal
responsibilities that attach to each role. But even if an
organization is not regulated by HIPAA, it may interact
with parties that are. U.S. federal law prohibits even
those individuals and organizations that are not covered
by HIPAA from knowingly receiving individually
identifiable health information in a manner that is not
authorized by HIPAA.* Digital health manufacturers
could also be subject to concurrent requirements under
the FTC Act’s prohibition on unfair and deceptive trade
practices,” the Health Breach Notification Rule,* and
state privacy and consumer protection laws. The costs
of non-compliance can negatively impact organizations
and individuals who provide these health technologies.
Violations may result in both civil and criminal penal-
ties* as well as consent decrees lasting up to 20 years.*

Managing the complexity of simultaneous application
of privacy laws often entails creating a holistic plan to
research and evaluate the applicability of each law to the
particular business and its activities in the jurisdictions

Managing the complexity of simultaneous application
of privacy laws often entails creating a holistic plan to

research and evaluate the applicability of each law to the
particular business and its activities in the jurisdictions in
which the SaMD/SiMD will be commercialized.

in which the SaMD/SiMD will be commercialized.
Those plans could focus first on the common themes—
namely requirements for notice, consent, data minimi-
zation, data subject rights, impact of exceptions, data
de-identification/anonymization, risk assessments, data
governance and security, cross-border transfers, and
contracting and monitoring of third-party partners.
These plans will also involve harmonizing the legal
requirements both within and across countries, as well
as identifying whether collaborators and partners in
the digital health tool ecosystem may, and will agree, to
take accountability for satisfying those obligations.

Bioethics and Future Al Impacts

AT’s increased application in health care has brought
many complex ethical problems that transcend usual
biomedical concepts. Even though AI can effectively
improve diagnostics, treatment individualization,

and enhance systems efficiencies, its execution is also
linked to the problem of bias, transparency, consent,
and accountability." These ethical aspects are core in
developing fair and reliable digital health systems. Three
bioethical areas of significance are discussed below.

The initial sub-theme concerns algorithmic bias and its
legal implications for equity. AT models are developed
using large datasets, and if these datasets are not
representative of the intended patient population, the
resulting algorithms have the potential of generating
biased outputs. This can result in significant risk and
legal ramifications. These biases might lead to a dispa-
rate impact on protected patient groups, with potential
to expose the manufacturer and health care provider

to claims of discrimination. The challenge is to ensure
that a device’s development and validation protocols
are sufficient to detect and mitigate these biases, thus
upholding the principles of justice and non-maleficence
and hopefully minimizing legal exposure.

The second sub-theme is the topic of informed consent
and patient agency in an Al-driven environment. The
legal standard for informed consent requires a clear
explanation of risks, benefits, and alternatives. This
standard is complicated when the decisions made by AI
influence clinical practice, particularly with “black box”
machine learning models, where the exact rationale

for a clinical recommendation may not be transparent
to the clinician. This necessitates the need to adjust
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The introduction of autonomous or semi-autonomous
Al technologies in clinical practice begins to blur the
traditional lines of liability.

disclosure routines to meet unpredictable or obscure
mechanisms. Legal counsel will have to advise on
adaptive ways for disclosure and the consent process to
maintain patient autonomy and agency. New forms of
documentation will be necessary and communications
to clarify the role of Al in the decision-making process,
the limitations of the technology, and the inherent
uncertainties are critical to ensuring the “informed”
aspect of consent remains legally defensible.

The third, and likely the most critical sub-theme,

is accountability and safety. The introduction of
autonomous or semi-autonomous Al technologies in
clinical practice begins to blur the traditional lines of

liability. Determining who is legally responsible in the
event of an adverse event or a clinical error becomes
extremely complex. Does accountability fall on the AT
developer, the health care institution, the clinical, or
even the regulatory body? This will require proactive
legal strategies to define and allocate responsibilities
and liabilities through contracts, agreements, and

the quality management system. This framework of
accountability is crucial for managing risk, ensuring
patient safety, and establishing a legal foundation for

this innovative technology.

These themes describe the ethical foundations needed

to establish a framework of successful AI development

and Al implementation in health care.
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Understanding the Physician
Associate Licensure Compact

ike so much of what drives state

interests, a driving force of their interest

in health-related license portability is

rooted in a desire to maintain autonomy

from the federal government. While

it may be an oversimplification, states
have long feared federal overreach in the form of feder-
ally issued licenses for certain professions to address
delays in licensure and provider shortages.' Maintaining
this autonomy over health care practitioners allows
states to dictate scope of practice, discipline, and, not
unimportantly, to set and collect revenue that is gener-
ated by the issuance of licenses.

Compacts are created when

states agree upon a uniform set of
standards to allow licensed profes-
sionals to enter the compact and
then the states enact near-identical
legislation to commit to join and
participate in the compact.
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Compacts Become the Vehicle of
Choice for License Portability

In the last 20 to 30 years, the preferred method for states
and professions to pursue license portability has been
through state licensure compacts. Interstate compacts are
legally binding agreements between states that address
common issues, such as licensure portability. Compacts
are created when states agree upon a uniform set of
standards to allow licensed professionals to enter the
compact and then the states enact near-identical legisla-
tion to commit to join and participate in the compact.

What started as a slow trickle in the 1990s with the
initial Nurse Licensure Compact (NLC), interstate
licensure compacts have exploded in the last five to ten
years. Most professions that have a licensure compact
or are in the process of pursuing one are health care
professions. Currently, there are 17 professional
licensure compacts that are either activated or are work-
ing to achieve the minimum number of states necessary
to activate.? Many of these compacts have seen wide
adoption; for example, the NLC has 43 participating
jurisdictions® and the Interstate Medical Licensure
Compact (IMLC) has more than 40 jurisdictions with at
least partial adoption or participation (more than 35 are
full participants).*



Despite this expansion, not all states have joined these
compacts for a number of reasons. State legislators and
regulators in particular frequently cite concerns about pa-
tient safety, threats to state sovereignty, scope of practice
changes for licensees, costs, and potential lost revenue.
States also may be skeptical about the actual potential of
compacts to ease health care workforce shortage.

Compacts Generally: Commonly
Recognized Benefits and Support

Compacts have many goals, both for the professions
that pursue them, and the states that adopt them. For
health care professionals, licensure compacts enhance
providers’ ability to practice across state lines; standard-
ize and streamline the licensure process; and offer a
swifter path to interstate telemedicine practice. For
states, compacts may help increase access to provid-
ers, particularly in rural and underserved areas, and
promote competition within their health care markets,
potentially improving the quality of care. Compacts
achieve these benefits by establishing uniform standards
to multi-state practice while simultaneously upholding
a state’s practice act and initial licensure process.
Additionally, licensure compacts, like the physician
associate/physician assistant (PA) compact, allow each
state to set a fee for a compact privilege. Each member
state has a seat at the table to develop rules, bylaws,
and other administrative functions of the compact.
Rules written by the compact commission only apply
to the specific compact procedures implementing

the interstate extension of member state authority
across state lines without taking over individual state
regulatory authority. Licensure compacts also create
an interstate data system that is specifically designed to
improve information sharing among compact member
states, including investigative and disciplinary informa-
tion, which can advance patient safety.

Physician Associate Licensure
Compact—The Long and
Winding Road

The history of the PA licensure compact dates to early
discussions regarding the physician licensure compact.
In 2013, the Federation of State Medical Boards
(FSMB) began working on what would eventually
become the IMLC, the licensure compact for physi-
cians. From the beginning, the PA profession strongly
advocated for PA inclusion within the physician
compact. However, it was thought that setting up one
compact for two distinct professions would not be
possible for a variety of reasons, including, but certainly
not limited to, licensure requirements and the fact that
while there is some overlap, not all states license PAs
and physicians through the same regulatory entity.

Not discouraged, the American Academy of Physician
Associates (AAPA) continued to follow the develop-
ment and eventual launch of the IMLC and stayed

engaged with FSMB on other projects related to license
portability behind the scenes. In early 2019, with the
IMLC up and running, FSMB approached AAPA and
the sole certifying organization for the profession, the
National Commission on Certification of Physician
Assistants (NCCPA), to write letters of support for

a Health Resources and Services Administration
(HRSA) grant that FSMB was applying for that would
include supporting license portability for PAs. The
Licensure Portability Grant Program is only eligible

to state professional licensing boards, including but

not limited to, organizations that are in consortia with
or associations of state licensing boards. In August of
2019, FSMB was awarded the grant.* Work began in
earnest and AAPA, FSMB, and NCCPA, together with
the guidance and expertise of The Council of State
Governments’ National Center for Interstate Compacts
(CSG), developed a compact that was activated in April
2024 when Virginia became the seventh state to enact
the model compact legislation.® To date, 19 states have
joined the PA Licensure Compact.”

Current Status of Efforts

The first step that is required for states that wish to join
the compact (and become “compact member states”)
is the enactment of the model compact legislation.
AAPA has been working closely with state PA chapters
to advocate for the PA Compact. As of this writing, 19
states (Arkansas, Colorado, Connecticut, Delaware,
Towa, Kansas, Maine, Minnesota, Montana, Nebraska,
North Carolina, Ohio, Oklahoma, Tennessee, Utah,
Washington, West Virginia, Wisconsin, and Virginia)
have enacted compact legislation thereby joining the
PA Compact, and legislation is being considered in four
states, with more expected for introduction when the
2026 legislative session begins.

The PA licensure compact required seven states to
enact the model legislation for it to become activated.
Upon activation, the PA Compact Commission, a joint
government agency and national administrative body,
was formed to begin to operationalize the compact.
The PA Compact Commission is an instrumentality

of the compact states acting jointly and not an instru-
mentality of any one state. The PA Commission creates
and administers the compact’s rules, policies, and
procedures. Each state that joins the compact must have
one delegate, who is either a current PA, physician, or
public member of a licensing board or PA council/com-
mittee or an administrator of a licensing board.

The PA Compact Commission met for the first time
September 24-25, 2024, during which it elected mem-
bers of the executive committee and adopted bylaws
and rulemaking protocols. Its executive, finance, and
rules committees have been meeting monthly to work
on the details of implementation. It typically takes 18-24
months from the initial meeting of the commission for a
compact to be operational upon activation.
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The current expectation is that PAs may receive
privileges to practice in early 2027. Throughout the next
year, the PA Commission will continue to meet to hire
an Executive Director and Secretariat to run the Com-
mission’s operations and create a shared database for
verification of licensing and disciplinary information.

Features of the PA Licensure
Compact

The operationalization of occupational licensure
compacts is usually achieved by one of two approaches:
expedited licensure or mutual recognition. The PA
licensure compact is a mutual recognition model.
Compact member states agree to mutually recognize
avalid, unencumbered license from other compact
member states via a compact privilege. A compact
privilege is equivalent to a license and is the authoriza-
tion for a PA to practice in another compact member
state. Licensed PAs utilizing the compact can obtain

a privilege to practice in each compact member state
where they want to practice, adhering to each state’s
practice laws while maintaining their primary residence
in their home state.

The mutual recognition model of licensure compacts is
utilized by other professions, such as physical therapy,
occupational therapy, audiology and speech language
pathology, social work, and teaching. This model
differs from the IMLC for physicians, which utilizes

an expedited licensure model. The primary difference
between these types of licensure compact models is in
how they handle license recognition. With the mutual
recognition model, the practitioner’s qualifying license
is accepted across all compact states, with an applicant
applying and receiving their privilege to practice
through the IMLC Commission. The IMLC expedited
licensure model allows eligible physicians to complete
a single application within the Compact and receive
separate licenses from each state in which they intend
to practice. This expedited licensure model requires
individuals to apply for a license in each state in

which they wish to practice; however, the application
process is streamlined through the centralized data
and standardized requirements.

The PA Compact also differs slightly from the NLC.
The NLC also uses a mutual recognition model; how-
ever, nurses receive a multistate license that is issued
by their primary state of residence, whereas with the
PA Compact, the license is issued by the PA Compact
Commission. During initial stakeholder meetings, it
was quickly decided that a mutual recognition model
was preferable to the expedited licensure model. Not
only is the mutual recognition model less cumbersome
for the licensee, but states were more familiar with

it because of the various other professions that were
working on similar compacts at the time.
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The PA Compact is optional for PAs and can be used
in addition to the “traditional” licensure route. Here
are a few examples of how the PA Compact can
work for a PA. In these examples, states A and B are
compact members; however, state C has not joined
the compact:

D A PAislicensed in state A but is not interested in
practicing in other states through the compact,
even though they hold a license in another compact
member state. This PA can continue to seek a license
in the states in which they wish to practice through
the traditional method.

D A PAislicensed in state A and wishes to provide
telehealth services in state B. The PA can use their
qualifying license of state A to apply for a privilege
to practice in state B. The PA must abide by all laws
and regulations of states A and B when providing
services in those states.

D A PAlives in state C, is licensed in state A, and
now also wishes to provide services in state B.
The PA may use their qualifying license in state A
to apply for a privilege to practice in state B, and
may maintain their license through the traditional
licensure process in state C.

D A PAislicensed in state C and wishes to practice
in state B. The PA cannot access the compact for
licensure in state B because state C is not a member
of the compact. The state in which they are licensed,
the qualifying state, must be a member. They may,
however, receive a license in state B through the
traditional method, and utilize that license in a
qualifying state to access the compact and apply
for privileges to practice in other compact member
states, while still holding their license in state C.

The PA Compact has requirements for both states to
join and for individuals who wish to participate. As
a condition of joining the PA compact, states must
meet certain initial licensure and public protection
requirements, as well as requirements to participate
after they join. States must license PAs, utilize
passage of a recognized national exam such as the
NCCPA’s Physician Assistant National Certifying
Examination (PANCE), and grant the compact
privilege to a holder of a qualifying license in another
state participating in the compact. States must also
fully implement a criminal background check, have
a mechanism in place for receiving and investigating
complaints against licensees and license applicants,
and notify the PA Compact Commission of any
adverse actions against or significant investigation
information of a licensee or license applicant. Lastly,
states must participate in the PA Compact Commis-
sion, the intergovernmental agency responsible for
the administration of the compact and comply with
its rules.



An individual wishing to obtain a compact privilege
must first meet license, certification, and education
qualifications such as holding an unrestricted license
issued by a participating compact state to provide
medical services as a PA, graduation from an accred-
ited PA program, and current NCCPA certification.
Not every state requires current and maintenance

of NCCPA certification; this is a higher bar of entry
for the licensure compact. PAs must also have no
felony or misdemeanor convictions; have never had
a controlled substance license or permit suspended
or revoked; have no limitation or restriction on any
state license or compact privilege; and have no per-
mit or registration suspended or revoked by a state
or by the U.S. Drug Enforcement Administration.
Lastly, PAs must notify the PA Compact Commission
of their intent to seek a compact privilege in a remote
state (a state participating in the PA Compact,
where a licensee is seeking to exercise the compact
privilege), meet any jurisprudence requirements of
the remote state, and report to the Commission any
adverse action taken by a non-member state within
30 days after the action is taken.

Benefits of the PA Compact for PAs,
Regulators, and Health Systems

There are many benefits for PAs who wish to utilize the
licensure compact. First, it reduces the time and effort
needed to receive authorization for licensure. In addition,
privileges to practice renew at the same time as a PA’s
qualifying state license, which makes it easy to keep track
of renewal periods. Lastly, a PA is only required to meet
continuing medical education (CME) requirements

for the state in which they have their qualifying license,
not in every state in which they hold a privilege. The PA
Compact will charge a nominal compact fee, determined
by the PA Compact Commission, and states can set fees
for the privilege to practice for their state. While utilizing
the licensure compact will likely not be more than receiv-
ing a license from each state, there may not be significant
cost savings; however, a PA may save some money as
they will not have to complete CME in every state.

The compact also has benefits for regulators since it
facilitates the exchange of licensure and disciplinary
information, which improves cooperation across states
in regulating the profession and ensuring public safety.
States still retain control of scope of practice and the
initial licensure process, while also being able to set a fee
for privileges to practice and renewals of those privileges.

The PA Compact—Dby extension—may also be advanta-
geous for hospitals and health systems, including by
simplifying access to a wider pool of qualified PAs for
rapid deployment in emergencies; reducing administra-
tive burdens and improving efficiency; enhancing
patient continuity, particularly in areas where patients

The PA Compact . . . may also be advantageous for hos-
pitals and health systems, including by simplifying access

to a wider pool of qualified PAs for rapid deployment in
emergencies; reducing administrative burdens and improv-

ing efficiency; enhancing patient continuity, particularly

in areas where patients are likely to seek care across state
lines; and facilitating telehealth access and delivery.

are likely to seek care across state lines; and facilitating
telehealth access and delivery.

How the PA Compact Addresses
Concerns and Misconceptions
About Interstate Licensure

Despite the benefits considered above, apprehen-
sions around and misconceptions about interstate
occupational licensure compacts are commonplace.
Much of the apprehension results from misconcep-
tions, and similar to other newer policy ideas, many
states prefer to take a wait and see approach. While
the PA Compact does allow states to retain their initial
licensure requirements and requires those seeking

a compact privilege in their state to meet specific
requirements (e.g., jurisprudence exam), states are still
hesitant to give up some control over their licensing
process. States also worry about potential revenue loss
from practitioners who will be utilizing the compact as
opposed to obtaining a separate license to practice in
their states despite having the ability to set a fee for a
compact privilege to make up for the anticipated loss.
There is also concern that implementing the necessary
technology and administrative changes to join the
compact will be costly to states—especially to connect
to the compact database. Some states also express
apprehension that joining a compact could lead to an
influx of out-of-state practitioners, potentially impact-
ing the job market of those based in the state.

While licensure compacts can exist alongside other
approaches (e.g. reciprocity and endorsement), states
that have already taken steps to improve licensure
portability may prefer to see how these changes
improve licensure portability before introducing the
licensure compact, or they may see these as preferable,
given the other concerns outlined above.

Patient Safety

It is well understood that in the United States, the
licensing, regulation, and oversight of professions are
accomplished by the states.® Each jurisdiction adopts
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While the PA Compact does allow states to retain their
initial licensure requirements and requires those seeking
a compact privilege in their state to meet specific require-
ments (e.g., jurisprudence exam), states are still hesitant
to give up some control over their licensing process.

rules by which individuals within a profession must
comply, including the qualifications, responsibilities,
and ethical obligations licensees must meet. Today, all
states, the District of Columbia, and all U.S. territories
have passed laws to authorize and regulate the practice
of medicine by PAs.

The board or agency responsible for regulating the
PA profession varies from state to state. PAs practice
medicine, so when the profession started, PA regula-
tion was almost always delegated only to a medical/
multidisciplinary “healing arts” board. Such sole
regulatory authority of PAs continues present-day,
except in nine states that have established separate
state PA boards.” No matter what the designated
board for PA regulation may be, ensuring patient
safety is a paramount responsibility it shares with
other health care regulators throughout the country.
It is therefore not surprising for officials to have
questions about how interstate licensure compacts
governing health care providers aim to maintain or
improve public health and safety; a failure to have
satisfactory safeguards in place can thwart a com-
pact’s enactment. For example, the power to prevent
areduction in competency standards and review a
licensee’s criminal history were cited as the rationale
by some Oregon officials for their inability to support
the NLC and the United States Emergency Medical
Services Compacts.'

To counter these competency and safety concerns,
the PA Compact imposes requirements on individual
licensees and the state. As noted above, individuals
must possess and maintain current NCCPA certifi-
cation—a higher standard of entry. Again, for states,
participation in the PA Compact is contingent on
full implementation of a criminal background check
requirement and the establishment, maintenance,
and utilization of a coordinated data and reporting
system (Data System) containing licensure, adverse
action, and investigative information on all licensed
PAs in participating states. If any participating state
takes adverse action, it must notify the administrator
of the Data System. The administrator is responsible
for subsequently notifying other participating states
of adverse actions taken by a participating state. As

a result, the PA Compact creates a licensure Data
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System designed to improve information sharing
between compact member states, including disciplin-
ary information.

State Sovereignty

A misconception about interstate compacts is that they
have the potential to invade state sovereignty, thereby
invalidating state laws. On the contrary, one of the
benefits of interstate compacts is their ability to permit
states to preserve sovereignty in matters customarily
reserved for the states with regional or national implica-
tions. The PA Compact has no impact on a state’s laws
and regulations except as defined within the compact—
there is no invalidation, preemption, or appropriation of
state regulatory authority. In short, states cannot specify
the laws and regulations a PA must follow in a remote
state. Thus, the compact works to respect the PA laws
and regulations of each individual state. States maintain
their regulation of the PA profession, including, but not
limited to matters pertaining to:

D Collaboration/supervision requirements
D Prescriptive authority

D Ratios

D Title change

PA Compact privilege holders must always abide by
the laws and regulations of the state in which they are
practicing at the time they deliver patient care. This
extends to providing telehealth services. PAs using the
compact privilege may render telehealth services in
accordance with the law and regulations of the state in
which the patient is located.

As it pertains to disciplinary action and investigations,
pursuant to the PA Compact, states can:

D Investigate compact privilege holders for action taken
in their state; states do not lose the right to enforce
compliance with state laws and regulations and can
take action, as long as the action is taken in their state

D Actonalicense or privilege issued by their state

D Participate in joint investigations with other compact
member states if they are also included

States cannot:

D Actonalicense or privilege issued by another
member state

D Deny a privilege or investigate a PA for lawful action/
lawful facet of scope of practice in another state

Scope of Practice

“Scope of practice” refers to the services a health care
professional may provide and includes two subcategories:
professional scope of practice and legal scope of practice.



The former encompasses services that members are
educated, trained, and competent to provide. The
latter refers to state laws and regulations that define
the services and procedures an occupation may or may
not provide by law. States are not uniform in their laws
regarding PA practice. Nevertheless, all 50 states, the
District of Columbia, and all U.S. territories authorize
PAs to be licensed to practice medicine as members

of the health care team with physicians, prescribe
non-controlled and/or controlled medications,!

and engage in a wide range of medical diagnostic

and treatment services. Each PA’s scope of practice

is determined by the PA’s education and experience,
state law, employer and facility policies, and the needs
of the patients.

Often coupled with matters pertaining to state
sovereignty, another point of contention concerns
the assumption that all compacts are an attempt to
expand a profession’s scope of practice. For example,
some groups who oppose the PA Compact view it

as a system through which PAs will be permitted to
attain independent practice or prescriptive authority
that does not currently exist, akin to efforts to enact
a multistate licensing compact for advanced practice
registered nurses.’> However, pursuant to the PA
Compact, PAs must follow the laws and regulations
of the state in which the care will be provided,
including those provisions governing the prescribing
of medications. The PA Compact cannot be used as

a mechanism to change PA scope of practice, grant
independent practice to PAs, or confer/remove
limitations on prescriptive authority.

Costs/Potential Lost Revenue

Compacts require funding for development, administra-
tion, and maintenance. States must be thoughtful in how
they will achieve these goals. While some compacts,
like the PA Compact, have initially benefited from seed
funding through grants from HRSA, those monies are
not provided in perpetuity. Developmental costs can
vary depending on a myriad of factors. For example,
since each compact is unique in how it addresses
different professions and issues associated with them,
some may warrant more complex and expensive
developmental considerations than others. Costs may
also differ due to the extent of stakeholder involvement
during the compact’s initial developmental phase when
they examine issues, current policy, best practices,
alternate structures, and establish recommendations

for a compact’s content prior to and post-drafting for
incorporation into the final product. Lastly, the level

of onsite education and technical assistance each state
desires to provide fluctuates. While costs for developing
the compact are not usually passed on to states, there

is concern from states around the cost to connect to

the Data System to share information, implement-

ing criminal background checks, and any expenses
associated with sending a delegate to in-person compact
commission meetings. With regards to the Data System,
the compact commission will likely look at the systems
states already have in place to ensure it is not overly
cumbersome or costly to the state. States also will have a
bit of time to ensure they are doing criminal background
checks for those wishing to join the compact, and those
costs are often passed on to applicants. Lastly, most
compact commission meetings will be virtual, and
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in-person engagements may be supplemented by the
HRSA grant and the compact budget.

States also are concerned that by joining a compact,
they will lose revenue from both licensing and ap-
plication fees. To address this concern, while there is

no fee for states to join the PA Compact, the Compact
Commission has the authority to generate revenues
through the establishment of fees, including through a
compact privilege fee, paid by applicants. Participating
states may also assess fees to PAs applying for a compact
privilege (including renewals).

Looking Ahead: The Future Is Bright

The future is bright for licensure compacts, including
the PA Compact. As stated, there are 17 professions
with available occupational licensure compacts, with

two more in development. Over 350 pieces of legisla-
tion to enact licensure compacts have been passed by
the states since 2016."* The PA Compact Commission
continues to meet, with the database expected to be
up and running by the end of the year and the hope
that PAs will be able to apply for privileges to practice
through the compact by early 2027.
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TRENDS IN HEALTH LAW

What the Health Care and Life
Sciences Industry Should Know
About the DOJ’s False Claims
Act Working Group

Jason P. Bologna and Mark A. Kasten, Buchanan Ingersoll & Rooney

With any new presidential administration, businesses
across industries must assess how shifts in regulation
and enforcement priorities impact the way their
organization operates. While fiscal year 2024 saw
settlements and judgments under the False Claims
Act (FCA) exceed $2.9 billion—the highest number
of qui tam actions filed in history—the second Trump
administration is looking to double down on fighting
fraud through the FCA.

In July 2025, the Department of Justice (DOJ),
alongside the U.S. Department of Health and Human
Services (HHS), announced' the formation of a work-
ing group to leverage the FCA to better combat health
care fraud. The DOJ listed six priority areas targeted
for FCA enforcement, all intensely focusing on the
health care and life sciences sectors, including:

D Medicare Advantage

D Drug, device or biologics pricing, including ar-
rangements for discounts, rebates, service fees and
formulary placement and price reporting

D Barriers to patient access to care, including viola-
tions of network adequacy requirements

D Kickbacks related to drugs, medical devices, durable
medical equipment and other products paid for by
federal healthcare programs

D Materially defective medical devices that impact
patient safety

D Manipulation of Electronic Health Records systems
to drive inappropriate utilization of Medicare
covered products and services.

During Buchanan’s Life Sciences + Healthcare Summit
this October, we shared key insights on how this new
working group, and other new regulatory priorities,
would affect organizations in the sectors.

Higher likelihood for civil and
criminal penalties

While the FCA has traditionally been used mostly to
secure civil penalties from violators, recent trends show
that the DOJ is increasingly seeking criminal penalties for
defendants as well. Typically, these criminal charges are
pursued in matters involving allegations of bribery and/
or kickbacks.

Further complicating matters is the fact that the DOJ can
begin an FCA investigation as a civil case, take testimony,
and later use those statements as evidence in a criminal
case. As with any investigation, having experienced legal
representation in these matters is essential.

Leveraging FCA to crack down on
cybersecurity customs violations

The DOJ has, in recent years, expanded the use of the
FCA beyond traditional healthcare fraud. That includes
increasing enforcement on companies with government
contracts who fail to comply with their contractual cyber-
security regulations. These DOJ lawsuits have ramped up
in the past 18 months and are expected to continue under
this administration.

Additionally, the DOJ is leveraging the FCA to target com-
panies seeking to dodge customs or duties for imported
goods. With most durable medical equipment and medical
consumables being manufactured overseas, those in the
health care and life sciences sectors must ensure their
practices are in full compliance with all customs require-
ments to avoid potential penalties under the FCA.

The Need for Experienced Legal Counsel

With a White House seeking to affect how the DOJ
operates more than previous administrations and
significant turnover happening at all levels of the DOJ,
government enforcement is as unpredictable as ever. At
Buchanan, our experienced attorneys can assess your
risk potential, address compliance issues, and support
you through any investigation or litigation you may face.

'https://www.justice.gov/opa/pr/doj-hhs-false-claims-act-working-group
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Women’s Network

Jessica Alsop

Senior Vice President
and Chief Legal Officer,
WVU Health System

Alaina N. Crislip
Jackson Kelly PLLC

Alaina N. Crislip is a Vice Chair
of AHLA's Women's Leadership
Council. She brings over 20 years
of health care experience, includ-
ing service as in-house counsel
and senior administration at a
health system. She provides stra-
tegic, regulatory, and operational
advice to health systems, hospi-
tals, academic medical centers,
and physician organizations on
health information technology,
HIPAA, 340B, compliance, behav-
joral health, fraud and abuse, and
clinical research.

Day in the Life: Jessica Alsop

When you consider Jessica
Alsop’s fearlessness in tackling the
complex challenges of the modern
health care system, her sensitivity
and clear communication to her
team, and her quick reflexes to ad-
dress emergencies with a cool and
calm demeanor, it’s not hard to
picture her as a champion barrel
racer with an opportunity to join
the rodeo circuit as a teenager.
Fortunately for the West Virginia
University (WVU) Health System,
she chose law school instead.

Jessica does not have a normal
daily routine. The Senior Vice
President and Chief Legal Officer
of the WVU Health System, a private nonprofit

with 25 hospitals, 3,260 beds, and more than 35,000
employees in a four-state footprint, shoulders massive
responsibilities in both business development and
legal responsibilities. Describing a day, Jessica offers a
masterclass in leadership, excellence, and communica-
tion delivered with her characteristic thoughtful
discourse.

A recent day started with meetings at 8:00 am. Jessica
does not waste mornings. Raised in rural West Virginia
surrounded by close family who worked hard and
found joy in what they were doing, Jessica absorbed
that work ethic, and it is a part of her innate character.

Bob O’Neill, her predecessor, lured Jessica away from
an in-house position with an energy company to be
the eighth to join the WVU Health System legal de-
partment. With three young daughters and a husband
with a demanding career, Jessica carefully thought
through the ramifications. She knew the switch
would require her to learn a whole new industry, in
addition to handling what landed on her desk. That,
she explains, is not a “9 to 5” exercise. She committed
herself to learning the health care industry at night
and on weekends, spending her days learning the legal
issues from Bob. Her solid advice: learn your industry
and learn from your colleagues. The WVU Health
System legal department now numbers 40 lawyers.
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Around lunch, Jessica takes a
break to have her daughter’s
homecoming dress altered. How
did Jessica tackle this role with a
trio of active girls? She and her
husband, Rob, worked together
to figure out duties and schedules.
They leaned on others and family
members, hiring a “family.” The
unique work/life balance that
Jessica and Rob create plays out
during the day by, as Jessica puts
it, “piecing together the different
portions of your life.” Then she
was right back at it, dropping
back into her schedule.

Her role as a member of the
WVU Health System leadership team prompts Jessica
to be more visible to the public. These obligations
include events outside of the office, accompanying her
CEO, Albert Wright, to meetings and functions and
depositions. This wreaks havoc on her daily schedule.
Travel and meetings do not stem the tide of emails,
emergencies, and regular check-ins with her key
team members. Does Jessica have a secret weapon to
meet her obligations, stay on track, and thrive? As it
happens, she does.

“I'have a wonderful executive assistant who helps remind
me that I need space,” she explains. She plans 30 minutes
a day for Jessica to eat lunch. She is adept at making sure
that she is not overbooking Jessica or infringing on a
family commitment. Most importantly, she finds open
days for remote work or simply blocks of empty time on
her calendar. These blocks are critical, Jessica advises, in
thinking through solutions to problems so that she can get
out of a reactive mode and into an analytical, proactive
mode. The hospitals’ general counsels report directly to
Jessica. That gives her a granular, boots-on-the-ground
view of what is going on across the entire health care
system. Jessica can spot patterns or common problems
and having blocks of time helps her to both define the
challenge and craft the solution.

Her approach to scheduling also helps her to execute
another tip: embrace surprise. Sometimes the surprises
are schedule hogs that upend the flow to a day.



Other surprises allow Jessica to offer her favorite
response: “that’s not a big deal, don’t worry about
that.” That reassurance underscores the responsibili-
ties attendant to her dual role with the WVU Health
System.

The workday might be winding down, but Jessica’s day
is still going strong: she has a board meeting to attend
this evening.

A key part of Jessica’s job is assimilating a great deal
of information, sorting it by importance, and diving
deep where warranted. Jessica characterizes herself
as a high communication, low touch leader. She
accepts updates in the form of texts, calls, emails, and
memos—ijust do not put her in the position of being
surprised by a question from a board member or her
CEO. There are between five and ten priority items
set by Albert Wright, and on those issues, Jessica is

in the trenches with her team. The bottom line is that
Jessica trusts her team to make really good decisions.
So why is her favorite response “that’s not a big deal,
don’t worry about it”? Because that is an indication
that everything is working. The general counsels

are spotting issues, and Jessica’s experience and the
communication from her team help her to assess

and assuage instantly. She quickly offers grace to the
unnamed general counsel, explaining that it takes time
to understand what is important and what is less so;
you must be patient with yourself as you sort that out.

And now she’s at the board meeting, during which
she is responsible for giving solid advice. Again, we
are treated to a primer on professionalism. Jessica
carefully digs into issues to prepare. Then she crafts
her language to give the salient information to the
board and to her CEO without bogging down in legal
explanation so that she does not risk losing her audi-
ence. The board and her CEO trust her implicitly, and
she guards her reputation to maintain her effective-
ness. Part of this reputation is her excellent advice,
and the other part is that her board and CEO know
that she is not afraid to be candid with them always.
She understands that her advice is not always going to
be the path taken, but she wisely points out that once
advice is given, “sometimes you have to stay silent
instead of being right.”

Her preparation involves her senior attorneys, from
whom she requests input on both business and legal
matters. These trusted advisors are her resources. If
she’s considering a business initiative, she will actively
solicit feedback—and push back—to make sure that
she’s weighing all appropriate legal considerations in
conjunction with the business considerations. She’s
clear that her team can be comfortable telling her
things she might not want to know or want to hear.
When the process is over, ultimately, it is Jessica’s
call, but she will both explain her reasons and take
responsibility.

When the board meeting ends, Jessica takes a moment
to walk her dog and regroup for the evening.

The work culture Jessica creates is one in which she
knows each of her team personally and has created

a work family for her team. She repeatedly speaks of
the importance of trust amongst her team. This work
culture creates an inclusive environment that allows
smart, hardworking lawyers to thrive. She credits her
early law firm experience for surrounding her with
leadership, who just happened to be women, and
showing her that inclusivity thrives where people are
judged on talent and merits. Jessica’s approach creates
a naturally level playing field that means that she has
no trouble attracting talent.

So, as Jessica’s day ends, around 10 pm, the final piece
of her day falls into place—self care. She takes a phone
call from her daughter in college to walk her through
her own stressful day. She prioritizes sleep, good nutri-
tion, and movement. She takes mindful breaks. She

is fearless enough to admit when she is not operating
optimally so that she is not making a decision from a
weakened position. And then she spends time with
her family unplugging, laughing, sharing a meal, and
hearing about their days.

Jessica’s career and leadership success shines forth,

a modest and profound role model who advises
aspirants to be comfortable with yourself, work hard,
and take care of your health.

Women’s Network

AHLA's Women's
Leadership Council is
excited to present "A Day

in the Life,” where featured
health law professionals
walk you through their

day: the good, the bad,

the mundane, and the
inspiring. We hope that

this reflection offers some
insight into the busy lives of
our members. If you'd like to
contribute to "A Day in the
Life,” please email thirts@
americanhealthlaw.org.
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Bailey Cremeans
Epstein Becker Green

Bailey Cremeans is an associate
in the health care and life sci-
ences practice of the Columbus,
Onhio office of Epstein Becker
Green. Bailey helps health care
organizations navigate the legal
complexities of today's health
care landscape. Hospitals, health
systems, and other health care
providers count on Bailey for
assistance with health care fraud
and abuse, reimbursement, health
policy, medical staffing, and other
regulatory compliance matters.

Understanding False Claims Act
Enforcement in 2025: Trends,
Takedowns, and New Priorities

s an early career health care attorney,
staying informed about enforcement
trends in health law, such as enforce-
ment of the False Claims Act (FCA),
is essential.

The FCA is a federal law that imposes
liability on individuals and organizations that knowingly
submit false or fraudulent claims for payment to the U.S.
government. Combating health care fraud through the
FCA has long been a top priority for the Department
of Justice (DQJ).! In Fiscal Year 2024, DOJ recovered
more than $2.9 billion under the FCA, with over half
stemming from health care-related enforcement.?

FCA Enforcement Trends in 2025

In 2025 so far, DOJ has intensified its focus on FCA en-
forcement, especially as it pertains to health care fraud
schemes. Most notably, in June, the DOJ announced a
record-setting National Health Care Fraud takedown,
resulting in criminal charges against 324 defendants,
including 96 licensed health care professionals.’ This
operation uncovered nearly $13 billion in fraud, more
than double the previous record of $6 billion.*

In addition to this takedown, several other high-value
FCA settlements have been reached this year. For
instance:

D In early 2025, Pfizer, on behalf of its subsidiary
Biohaven Pharmaceutical Holding Company Ltd,
agreed to pay nearly $60 million to resolve FCA and
Anti-Kickback Statute (AKS) violations related to
providing remuneration to induce prescriptions of its
migraine medicine.’

D In April, Walgreens agreed to pay a $300 million
settlement to resolve allegations that it filled
invalid prescriptions for opioids and other controlled
substances, in violation of the FCA.°

D InJune, a substance use disorder treatment provider
agreed to pay $18.5 million to resolve claims it paid
Medicaid patients to seek its treatment and engaged
in double billing.”

These settlements underscore the government’s
ongoing commitment to pursuing FCA violations
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tied to fraud and kickbacks. This focus is expected to
intensify under the current administration, which has
taken steps to prioritize and broaden the scope of health
care-related FCA enforcement by re-establishing the
FCA Working Group.

Re-Establishment of the FCA
Working Group

In July 2025, DOJ and the Department of Health and
Human Services (HHS) announced a re-launch of the
joint FCA Working Group, originally established in
2020 to address fraud related to the COVID-19 pandem-
ic.® The renewed group aims to strengthen enforcement
against health care fraud by leveraging interagency
collaboration and data analytics.’ It is comprised of
senior leaders from HHS’ Office of General Counsel,
the Centers for Medicare & Medicaid Services (CMS),
the HHS Office of Inspector General, and DOJ’s Civil
Division. Its mission includes coordinating investiga-
tions, accelerating enforcement actions, and targeting
fraud that undermines federal health care programs.'

The FCA Working Group has identified six key priority
areas for enforcement:

1. Medicare Advantage fraud;
2. Drug and device pricing abuses;
3. Barriers to patient access to care;

4. Kickbacks related to drugs, medical devices, and
durable medical equipment;

5. Defective medical devices affecting patient safety;
and

6. Manipulation of electronic health records to inflate
Medicare utilization."

While certain areas, like fraud, kickbacks, and drug
pricing abuses, have been long-standing priorities for
enforcement—others, like barriers to patient access

to care, reflect new enforcement priorities. The
specific contours of how DOJ will pursue these new
priorities remain to be seen. However, in May 2025,
DOJ filed a FCA complaint against three of the nation’s
largest health insurance companies, alleging unlawful
kickbacks totaling hundreds of millions of dollars paid



to brokers in exchange for enrollments into the insurer’s
Medicare Advantage plans.'> The complaint alleges that
the insurers conspired with brokers to discriminate
against beneficiaries with disabilities, who they deemed
to be less profitable.”® This represents an example of the
type of enforcement that might fall under “barriers to
patient access to care.”

The July announcement of the FCA Working Group’s
reestablishment also referenced high-priority FCA
enforcement areas outlined in a June 11, 2025
memorandum from Assistant Attorney General Brett
Shumate to DOJ Civil Division staff,'* such as combat-
ting discrimination and protecting women and children
through the FCA." Specifically, the administration
promises to pursue investigations involving claims
submitted to federal health care programs for non-
covered services related to gender affirming care.'®
According to the memorandum, DOJ will “aggressively
pursue claims under the False Claims Act against health

care providers that bill the federal government for
impermissible services,” including “those who attempt
to evade state bans on gender dysphoria treatments by

submitting claims with false diagnosis codes.”"”

Looking Ahead

The first half of 2025 has seen significant FCA enforce-
ment, particularly within the health care sector. With
the re-establishment of the DOJ-HHS FCA Working
Group, this trend is expected to continue and expand
throughout the end of the year, targeting new areas of
focus. As enforcement evolves, entities participating
in health care programs and early health care legal
professionals must stay informed and vigilant to ensure

compliance with the expanding scope of FCA priorities.

1 Nicole M. Argentieri, Principal Dep. Ass’t Att’y Gen., Combating
Health Care Fraud: 2024 National Enforcement Action, U.S. Dep’t
of Justice (July 1, 2024), https://www.justice.gov/opa/blog/
combating-health-care-fraud-2024-national-enforcement-action.

2 U.S. Dep’t of Justice, Fraud Statistics - Overview (Sept. 30, 2024),
https://www.justice.gov/archives/opa/media/1384546/dl.

3 U.S. Dep’t of Justice, National Health Care Fraud Takedown Results
in 324 Defendants Charged in Connection with Over $14.6 Billion
in Alleged Fraud, June 30, 2025, https://www.justice.gov/opa/
pr/national-health-care-fraud-takedown-results-324-defendants-
charged-connection-over-146.

4 Id.

5 U.S.Dep't of Justice, Press Release, Pfizer Agrees to Pay Nearly
60M to Resolve False Claims Allegations Relating to Improper Physi-
cian Payments by Subsidiary (Jan. 24, 2025), https://www.justice.
gov/opa/pr/pfizer-agrees-pay-nearly-60m-resolve-false-claims-
allegations-relating-improper-physician.

6 U.S. Atty’s Office for the Northern Dist. of Ill., Press Release,
Walgreens Agrees to Pay Up to $350M for Illegally Filling Unlawful
Opioid Prescriptions and Submitting False Claims (Apr. 21, 2025),
https://www.justice.gov/usao-mdfl/pr/walgreens-agrees-
pay-350m-illegally-filling-unlawful-opioid-prescriptions-and.

7 U.S. Atty’s Office for the Dist. of Minn., Press Release, NUWAY Al-
liance Agrees to Pay $18,500,000 Settlement in Medicaid Kickbacks
Scheme, False Claims Act Violations (June 26, 2025), https:/ /www.
justice.gov/usao-mn/pr/nuway-alliance-agrees-pay-18500000-set-
tlement-medicaid-kickbacks-scheme-false-claims-act.

8 U.S.Dep’t of Justice, Press Release, DOJ-HHS False Claims Act
Working Group (July 2, 2025), https://www.justice.gov/opa/pr/
doj-hhs-false-claims-act-working-group.

9 Id

10 Id.

11 Id.

12 U.S. Dep’t of Justice, Press Release, The United States Files False
Claims Act Complaint Against Three National Health Insurance
Companies and Three Brokers Alleging Unlawful Kickbacks and
Discrimination Against Disabled Americans (May 1, 2025), https://
www.justice.gov/opa/pr/united-states-files-false-claims-act-
complaint-against-three-national-health-insurance.

13 Id.
14 Id.

15 Memorandum from Assistant Attorney General, Civil Division
Enforcement Priorities, (June 11, 2025), https://www.justice.
gov/civil/media/1404046/dI?inline.

16 Id; see also Memorandum from Attorney General, Preventing the
Mutilation of American Children, at 4 (Apr. 22, 2025).

17 Id. at 3.
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» One registration provides
access to all sessions
across both conferences

» Complete flexibility to
customize your schedule

» Unparalleled networking
across diverse practice
areas

» All conference recordings
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Virtual Attendance

» Register for conferences
individually based on your
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» Interactive experience
with live Q&A
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post-conference
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Two Conferences,
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Today's health care legal challenges don't exist in isolation. The AHLA 2026 Winter
Institute brings together our most relevant conferences—Advising Providers: Legal
Strategies for AMCs, Physicians, and Hospitals and The Complexities of Al in
Health Care—creating an opportunity to gain comprehensive insights that address
the full spectrum of modern health care law.
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Advising Providers: Legal Strategies
for AMCs, Physicians, and Hospitals

This comprehensive program delivers strategies and solutions for the legal,
operational, and business issues challenging health care providers today.
Expert presenters address critical topics including:

» Preparing for Major Medicaid » Transactions and Fraud

Changes » Graduate Medical Education

» The Trump Administration’s
Use of the False Claims Act and
OCR Authority in Health Care
Enforcement

» Federal Funding for Clinical
Research

» Disputes with Payers
» And More

30 Health Law Connections | November/December 2025


http://americanhealthlaw.org/
WinterInstitute

The Complexities of Al in Health Care

Prepare to navigate the rapidly evolving Al landscape in health care. This con-
centrated learning experience enhances your Al proficiency across key areas:

» Fundamentals of Al in health care » Bias implications and ethical

» Risk mitigation through contracts considerations

and strategic planning » Latest federal and state legisla-

» Data use and privacy tion, regulation, and litigation

considerations
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intersect with emerging Al technologies.
This co-located format ensures you're
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egies and cutting-edge Al insights to serve
your clients effectively in 2026 and beyond.

» Academic Medical Centers Track:
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Providers Conference address the unique
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enhance each other

» Comprehensive Coverage: From practical
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the complete health care law update
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the health law community
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Network with advisors
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medical centers to commu-
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colleagues at every stage

of Al implementation to
discover practical solutions

and proven strategies.
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Jamie Mclintyre
Stout

Lake Worth, Fl
jmcintyre@stout.com

What skill would you most like to learn?

Two: fly fishing and car restoration. | do a fair
bit of fishing, but not on fly. | am also com-
pleting my second vintage car restoration—a
1956 Mercedes 190SL. The first was a 1956
Ford Thunderbird—same color, model, and
options as the one Suzanne Somers drove
in “American Graffiti" It was a gorgeous car,
and ended up being featured in Hemmings
Magazine. While | did some detailing, interior
work, and chrome, | didn't do any of the
mechanical restoration myself.

Where is the coolest place you traveled?

In 2017, | fulfilled a lifelong dream of going

to the Galapagos. | started my trip in Quito,
touring monasteries and the old city before
heading to the edge of the Andes Mountains
where | got to view Andean condors and
dozens of species of hummingbirds in the
wild. | also visited Pululahua, a village situated
in the caldera of an inactive volcano. In the
Galapagos, every minute was incredible. From
thousands of flying fish being chased by
sharks, to the blue-footed boobies, marine
iguanas, newborn sea lions, the albatross do-
ing their “courtship dance,” and of course, the
tortoises, there wasn't a dull moment. | don't
usually have a voice in my head, but for that
week, it was definitely David Attenborough.

What is your favorite random fact?

Wombats poop cubes. They are also noctur-
nal—which pretty much means they sleep all
day and shoot dice all night.

What does your average weekend look like?

| have a knack for avoiding whatever strikes
me as “average.” A seemingly endless stream
of hobbies helps with that: antiquing, SCUBA

diving, fossiling, day trips, photography, hiking,
birding, fishing, car shows, thrifting, trying new
restaurants, scoping out the best happy hours,
and exchanging loving glances with my dog,

a rescue pit-lab. That is to say, when I'm not
spoiling the tiny humans in my life.

Who is the smartest person you ever met?

| don't know that I'd say any one person is
smarter than the next. That said, | met Donna
Shalala at the NIH in Washington when | was
15 and immediately wanted her job. That
probably isn't in the cards, but | did go on to do
a lot of things | could say she partially inspired:
| worked on both the yearbook and newspaper,
studied politics and international relations,

and completed a year of public service in the
National Health Corps.

What is one thing that instantly makes your
day better?

A FaceTime with any of my nieces and/or neph-
ews. Two girls, who are five and six, and three
boys, all of whom are three. In order: Isla, Harper,
Havok, Luca, and Nolan. Our calls are always full
of silly faces, laughter (real and conjured, for all
of the mutually unintelligible jokes), and lots of
discussion about superheroes, art projects, kid
philosophy, and Kindergarten/Pre-K.
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What songs are on the soundtrack to
your life?

Anything sentimental about the Carolinas—
think Kenny Chesney crooning “l go back to the
smell of an old gym floor and the taste of salt on
the Carolina shore!" As a proud Gamecock, I'm
also obligated to admit that “2001 Space Odys-
sey," “Step to the Rear,” and the “Carolina Fight
Song" always get me. The one that's on loop is
Lee Ann Womack's “| Hope You Dance"—my dad,

a weight lifter and blue collar “guy's guy” heard
it on the radio and it immediately became his
song for me. When my family dropped me off
at college, he gave me a book of the lyrics with
the CD single and a hand-written note tucked
inside. He died unexpectedly when | was 21, six
weeks before I'd become the first person in his
family to ever attend or graduate college. That
song will always be a reminder of how proud he
was, how much he loved his family, and what his
dreams were for my sisters and .

Would you like to
be featured in our
Member Spotlight
section? Please
contact agreene@
americanhealthlaw.
org. We'd love to
hear from you!

Mark S. Kopson, the leader of
Plunkett Cooney's Health Care
Industry Group, was recently
selected by Michigan Lawyers
Weekly (MiLW) as a member of
its 2025 Class of Leaders in the
Law. According to MiLW, Kopson
and this year's other honorees were selected for,
among other things, their significant contributions
to the practice of law in Michigan, their experi-
ence and expertise as practitioners, and their
leadership efforts within the bar and community.

Holland & Knight is pleased to
announce that Michelle Huntsman
has joined as a partner in the firm's
Houston office. Ms. Huntsman
focuses her practice on the rep-
resentation of health care industry
clients in mergers and acquisitions
and other transactional matters. Through her work
on numerous health care transactions, she has
significant experience in health care due diligence,
as well as regulatory and reimbursement implica-
tions of changes of ownership.

Doug Mancino: In Memoriam

Itis with deep sadness that we
inform you of the passing of a
longstanding AHLA colleague and
friend, Douglas M. Mancino, on
Wednesday, September 10, 2025.

Doug was a partner at Seyfarth
in Los Angeles, CA. For over four decades,

he represented all types of health care and
nonprofit organizations on tax, business, and
financial matters. He served as counsel to health
care clients in a case that defined the limits of
tax-exempt organizations participating in health
care joint ventures and represents tax-exempt
health plans throughout the United States.
Doug authored or co-authored five books and
treatises including AHLA's authoritative “Taxation
of Hospitals and Health Care Organizations,’ and
more than 110 articles concerning tax-exempt
organizations and health care issues.

Doug served as President of the American
Health Lawyers Association from 1993-1994

and was inducted as a Fellow in 2005. He was a
frequent lecturer/speaker on many legal, tax, and
health care subjects, and distinguished himself
as one of the country’s top health care and
tax-exempt organization lawyers.

Beyond his legal practice, Doug was deeply
committed to civic and charitable activities,
serving as Chairman of the Board of Trustees

of the Children’s Burn Foundation and on

the boards of various organizations including
the Irvine Health Foundation, The Center on
Philanthropy & Public Policy, Health Net, Inc., the
Music Center Leadership Council, the Kent State
University Foundation, and the National Center
on Philanthropy and the Law. His dedication to
both the legal profession and community service
exemplified the values that AHLA holds dear.

americanhealthlaw.org 33


http://www.americanhealthlaw.org
mailto:agreene%40americanhealthlaw.org?subject=
mailto:agreene%40americanhealthlaw.org?subject=
mailto:agreene%40americanhealthlaw.org?subject=

Member Updates

Complete Your Volunteer Profile
and View Opportunities in the
Volunteer Town Square

Members can complete a
Volunteer Profile in AHLA's new
Volunteer Town Square, https://
mynetwork.americanhealthlaw.
org/volunteeropportunities/
i-volunteer. This will help us tailor
opportunities based on your
preferences, areas of focus, and
experience, and send them to you
by email. Visit the Volunteer Town
Square today to view current
opportunities to serve AHLAI

Volunteer Recognition

August and
September 2025

2025 Tax Issues for Health Care Organizations

Edward Berkovitz, NYU Langone Health System
Catherine Bernard, Sanford Health
David Biller, Northwestern Memorial HealthCare
Justin Caltabiano, HonorHealth
Robert J. Cepielik, Berkeley Research Group LLC
Amy Ciminello, Plante Moran, PLLC
John Crawford, Ernst & Young LLP
Rebekuh Eley, RSM US LLP
Michael N. Fine, Wyatt Tarrant & Combs LLP
Robert W. Friz, PwC
Gerald M. Griffith, Jones Day
Justin Hughes, Digital Assurance Certification
Alicia Janisch, Deloitte Tax LLP
Edward J. Jennings, University of Michigan
Andrew D. Kloeckner, Baird Holm LLP
Brittney Kocaj, Crowe LLP

Michael Kuczynski, Polsinelli PC
Rachel Leiser Levy, Deloitte
Cynthia M. Leon, CommonSpirit Health
Linda Sauser Moroney, Manatt Phelps & Phillips LLP
Matthew Muma, Joint Committee of Taxation
Stephanie Neumann, Cleveland Clinic
Jennifer R. Noel, Christiana Care Health Services
Preston Quesenberry, KPMG LLP
Alexander L. Reid, BakerHostetler
Scott D. Schitter, Bon Secours Mercy Health

James G. Sheehan, Office of the New York State
Attorney General

Emily J. Smithson, BayCare Health System
Wendi G. Stockstill, Novant Health
Mary Torretta, Grant Thornton Advisors LLC
Karen L.P. Wolfson, Beth Israel Lahey Health
Duane Wright, Bloomberg Finance LP

AHLA Webinars

Disruptive Medicine Innovation: Next Generation of
Combination Product Technologies

Courtney Evans, Suttons Creek
Danielle Sloane, Bass, Berry & Sims PLC
James P. Wabby, AbbVie Inc

Expanded Restrictions on SNF Contracting and
Enforcement Options Against Third Parties

Erin Saylor, Stotler Hayes Group, LLC
Emily M. Solum, Husch Blackwell LLP

Health Care’s Due Diligence Dilemma: Understanding
and Addressing Cybersecurity and Data Privacy Risks
in Mergers and Acquisitions

Jordan Todd Cohen, Akerman LLP
Andrew Mahler, Clearwater Compliance

Managed Care Litigation Trends: Insights from
Payer and Provider Perspectives

Evelien Krijnen Hall, BRG
Jonathan Herman, Herman Law Firm
Jennifer Simmen Lewin, King & Spalding

Rural Health Care: Preparing for Medicaid
Spending Cuts
Andrew Burnett, Tennessee Hospital Association
Timothy Dale Norton Il, Augusta Health
Jacquelyn Papish, Barnes & Thornburg LLP
Allison Petersen, Integris Health
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The Future of Providing Care with Advanced Practice
Providers - New Market Models and Challenges

Joe Aguilar, HMS Valuation Partners

Alaina N. Crislip, Jackson Kelly PLLC
Emily Black Grey, Breazeale Sachse & Wilson LLP

The Limits of the Anti-Kickback Statute in
Marketing Situations
Annie Kastanek, Jenner & Block
Stewart W. Kameen, Bass Berry & Sims PLC
Stephen Chahn Lege, Law Office of Stephen Chahn Lee
Mark Sorensen, Symed Inc.

Thought Leader Webinar: Al for Health Care Contract
Review: Improving Speed and Compliance

Joseph Sgro, TriHealth
Corey Longhurst, LegalOn Technologies

Thought Leader Webinar: Dispute It or Not:
Insights, Trends, and Pitfalls of Statistical Sampling
in Health Care
Stefan Boedeker, StoneTurn
Okem Nwogu, StoneTurn
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AHLA has a wonderful tradition of members sharing their expertise and insight with each
other. Members generously donate their time and energy through speaking, writing, and
other service to the organization. Volunteers are the heart of the Association—thank you

for all you do!

Publications, Resources, and Periodicals

Health Law Connections

DOJ'’s Shifting View of Guidance Documents:
Implications for Health Care Fraud Enforcement

Anthony J. Burba, Barnes & Thornburg LLP
Megha Mathur, Barnes & Thornburg LLP

Protecting the Tax Exemption Privilege: Guidance on
Taxes, Audits, and More for Nonprofit Hospitals

Nicholas Kump, King & Spalding LLP
Vincente Tennerelli, Community Medical Centers

Maintaining a Culture of Safety in the Face of
Workplace Violence Trends in Health Care

Jonathan C. Bumgarner, Hall Render Killian Heath & Lyman PC
Kathryn Jones, Hall Render Killian Heath & Lyman PC
Mary Kate Liffrig, Hall Render Killian Heath & Lyman PC

Women's Network—Day in the Life: Asha Scielzo
Asha B. Scielzo, American University Washington College of Law
Early Career Professionals—Opening the Doors:
Undergraduate Exposure to Health Law Professionals

Grace Wang, University of Pennsylvania

Health Law Weekly
August 15, 2025

A Union’s Duty to Accommodate Employee Religious
Objection to Joining Union and Paying Union Dues

Tom Wiencek, Roetzel & Andress LPA
David Sporar, Roetzel & Andress LPA

August 22, 2025
Informed Consent and Tissue Ownership

Matthew Deutsch, Husch Blackwell LLP
Peter J. Enko, Husch Blackwell LLP
Trevor Foster, Husch Blackwell LLP
Stephen Gardner, Husch Blackwell

August 29, 2025

Risk & Reward: Private Equity in Health Care and the
False Claims Act

Scott R. Grubman, Chilivis Grubman Dalbey & Warner LLP

September 5, 2025

CMS Makes Significant Updates to and Expands
Scope of Medicare Advantage RADV Audits

Tyler Marshall, Berkeley Research Group LLC

September 19, 2025

Bed Reservation Agreements: A Strategic Tool for
Hospital-SNF Collaboration in Complex Discharges
Robert L. Hess, Husch Blackwell LLP
Rebecca Rodman, Husch Blackwell LLP

September 19, 2025

Counting Every Dose—How the FDA Tracks Drug
Shortages (and What They Might Be Missing)

Meredith Price Vanderbilt, Bartko LLP

September 26, 2025

Key Considerations in Negotiating and Renewing
Employment Agreements for Health Care
Professionals

Beth Langley, Brooks Pierce
Claire O'Brien, Brooks Pierce

AHLA/Lexis Publication

Taxation of Hospitals and Health Care Organizations,
2025 Cumulative Supplement to the Third Edition

Douglas M. Mancino, Seyfarth Shaw LLP
Ofer Lion, Seyfarth Shaw LLP

AHLA's Federal Health Care Laws & Regulations,
2025-2026 Edition

Dee Anna D. Hays, Ogletree Deakins
John C. Hood, Akerman LLP
David G. Lazarus, Foley Hoag LLP
Dionne C. Lomax, Affiliated Monitors Inc
John A. Meyers, Ervin Cohen & Jessup LLP
Faraz Siddiqui, Memorial Sloan Kettering Cancer Center
Donald B. Stuart, Holland & Knight LLP
Kelly Ann Thompson, Emblem Health
Judith A. Walltz, Foley & Lardner LLP

PG Bulletins

Understanding Workplace Protections for
Transgender Employees in 2025: Title VII, Bostock,
and Beyond

Jenna Paige Brofsky, Husch Blackwell LLP
Ayissa Maldonado, Husch Blackwell LLP

The Bankruptcy Option: Flipping the Leverage When
the Government Turns Off Receivable Payments

Sam J. Alberts, Dentons US LLP

Member Updates
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Appeals Closed: HIPAA Reproductive Health Care
Privacy Rule Remains Vacated

Jennifer Kreick, Haynes and Boone LLP
Thomas Tanabe

Bringing Al Down to Earth—What to Know About the
Services Model for Health Care

Astrid Monroig, Barnes & Thornburg LLP

In re MultiPlan Multi-District Litigation: Implications
for the Health Care Industry

Eric D. Chan, Athene Law, LLP
Long X. Do, Athene Law LLP

Shifting Schedules: Unpacking the Competing 2025
Vaccine Schedule Changes

Clinton D. Hermes, Bass Berry & Sims PLC
Heather M. Pearson, Bass Berry & Sims PLC

PG Briefings

America’s Maternal Mortality Crisis: The Crucial Role
of Medicaid

Elicia Grilley Green, Sheppard Mullin Richter & Hampton LLP

Handling Mass Layoffs in the One Big Beautiful Bill
Act Era

Jenna Paige Brofsky, Husch Blackwell LLP
Robin Koogler, Husch Blackwell LLP

HALT Fentanyl Act: Clarification of the Campus DEA
Research Registration

Hoyt Y. Sze, Sheppard Mullin Richter & Hampton LLP
Madeline Townsley, Sheppard Mullin Richter & Hampton LLP

Past is Prologue or Déja Vu All Over Again? Ten
Things for Manufacturers to Know About Texas v.
Lilly and Product Support

Mary R. Kohler, Kohler Health Law, PC

PG Toolkit
State-Level Merger Filing Toolkit

Sarah Zhang, Baker Botts LLP
Jeffrey Oliver, Baker Botts LLP
Rachel Rasp, Baker Botts LLP

Podcasts
The Current Landscape of Vaccine Law and
Regulation
Brian D. Abramson, National Vaccine Law Conference
Vanessa K. Burrows, Simpson Thacher & Bartlett LLP
René Najera, College of Physicians of Philadelphia

Health Care Corporate Governance: The Important
Role of the Finance Committee

Robert Andrew Gerberry, Summa Health System
Michael W. Peregrine, McDermott Will & Schulte LLP

Career Journeys in Health Care Law Firms

Caroline K. Abbott, Greenberg Traurig
Tenia L. Clayton, Baker Donelson Bearman Caldwell & Berkowitz PC
Alé Dalton, Bradley Arant Boult Cummings LLP
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Cybersecurity in the Crosshairs: Legal and Financial
Risk in FDA-Regulated Medical Devices

Allyson Maur, McGuireWoods LLP
Hal Porter, Clearwater

Succeed or Struggle: How Health Care Joint
Ventures Can Either Flourish or Flatline
Jerry M. Chang, Berkeley Research Group LLC
Brynne R. Goncher, Piedmont Healthcare
Thomas H. Hawk, King & Spalding LLP

Health Care Contracts: Strategies for Success

Michael Donnelly, Cobblestone Software
Kristin Riviello, CobbleStone Software

In-House Counsel, External Counsel, and Consul-
tants: Navigating Financial and Regulatory Pressures
Alaina N. Crislip, Jackson Kelly PLLC
Payal Shah, Vituity
Kathryn Anne Taylor, ECG Management Consultants
Katie Tarr, LBMC

Health Care Data Breach Preparedness and
Response Best Practices

Jonathan Andrew Moore, Clearwater Compliance LLC
Christine Moundas, Ropes & Gray LLP

“Icing on the Cake": A Health Law Career Is a Journey

Lisa D. Vandecaveye, Epstein Becker & Green PC
Priya J. Bathija, Nyoo Health

Health Care Corporate Governance:
The Fiduciary Duty of Candor
Michael W. Peregrine, McDermott Will & Schulte LLP
Robert Andrew Gerberry, Summa Health System

How Will the One Big Beautiful Bill Act
Transform Medicaid?
Lloyd A. Bookman, Hooper Lundy & Bookman PC
Harsh Parikh, Nixon Peabody LLP
Anne Winter, FTI Consulting

Beyond Privacy Implications: Data Breaches in
Clinical Trials

Dianne Bourque, Holland & Knight LLP
Hal Porter, Clearwater

Gender Affirming Care Updates: Skrmetti, Federal
Actions, State Developments, and Provider Responses

Adam Haynes Laughton, Greenberg Traurig LLP
Jennifer M. Nelson Carney, Epstein Becker & Green PC

Risky Business: The Most Challenging Workforce
Issues Facing Health Care Employers Today

Timothy A. Hilton, Husch Blackwell LLP
Gary M. McLaughlin, Mitchell Silberberg & Knupp LLP

The Current Landscape of Health Care
Antitrust Enforcement

Herbert F. Allen, Honigman LLP
Jeffrey Stephen Oliver, Baker Botts LLP



Mental Health Care Is Health Care: Integrating
Behavioral Health into Health Care Delivery Systems
Anna Stewart Whites, Anna Whites Law Office LLC

Matthew W. Wolfe, Baker Donelson Bearman Caldwell &
Berkowitz PC

Regulations vs. Recruitment: Crafting Compliant,
Competitive Provider Offers

Kathryn Anne Taylor, ECG Management Consultants
Bruce J. Toppin, North Mississippi Health Services Inc

Know Your Audit! Operational Considerations for
Every Kind of Audit

R. Ross Burris, Polsinelli PC
Lindsey Lonergan, Wellspan Health

Virtual Forums
What Keeps You Up At Night?

K. Tyler Dysart, King & Spaulding LLP
Hal McCard, Spencer Fane LLP
Aletheia Lawry, Lifekind Heath
Katie Taylor, Case Western Reserve University School of Law

Michael Anthony Health Law
Scholarship Judging Panel
Reuben Bank, Mc Dermott Will & Schulte LLP
Andrew Halstead, Adler Pollock & Sheehan PC
Sarah Kitchell, Mc Dermott Will & Schulte LLP
Ari Markenson, Venable LLP

Fatima Naeem, Naeem Law Firm, PLLCVivian Obiamalu,
Adimkpayah Obiamalu Law Firm

William Spratt, Strategic Health Management Solutions LLC

Honoring Generosity: Donors Who Made a Difference in
August and September 2025

In a world of compassion and giving, we celebrate the remarkable donors who made charitable
contributions in August and September 2025. Their unwavering commitment to nurturing
Sfuture health law professionals inspires us all. Let their generosity motivate us to make a
difference and create a brighter, more compassionate future.

Carl S. Beattie
Michael Bertoncini

K. Michael Nichols
Roger L. O'Sullivan
Scott C. Palecki

Whitney Ford
David Joel Gellen

Stuart Yael Gordon

George W Bodenger
Mark A. Bonanno
Michael Robert Calahan
Carol Carden
Eric D. Chan
Emily Jane Cook

Thomas W. Greeson
Emily Black Grey
Megan D. Hargraves
Christy L. Hendricks
Brynn Hvidston

Arlene Rochelle Pérez-Borrero
Katherine Alexis Proctor
Lynne Reid-McQueen
Salvatore G. Rotella Jr
Todd Sagin
Susan O. Scheutzow

Ida Anthonia Ivowi

Michael H. Cook
Harriet E. Cooperman
Donald Scott Davidson

Kimberly Day
William Delahay
Gaurav J. Dhiman
Kirk L. Dobbins
Jennifer L. Druckman
Sarah Duniway
Kevin D. Feder

Leslie Joseph
Kevin Jussel
Laura F. Laemmle-Weidenfeld
Julie Watson Lampley
Aletheia Lawry
Bruce A. Levy
Michael S. Malloy

Taryn Nasr
Eric P. Neff

William G. Schiffbauer
Timothy A. Shultz
Sarah E. Swank
Ramona Helen Thomas
Ralph V. Topinka
Matthew E. Wetzel
Emily Wey
Michael V. Woodhouse

Member Updates

View a complete list of AHLA
donors here: americanhealthlaw.

org/donors
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H. AMERICAN HEALTH LAW ASSOCIATION
New Edition

Representing Physicians Handbook
Fifth Edition

TABLE OF CONTENTS

Editors: Michael F. Schaff, Jason J. Krisza
Contributing Editor: John D. Barry

1. Types Of Physician Practice
Organizations

Key Federal Fraud And Abuse Laws

3. Licensure, Fee-Splitting, And Corporate
Practice Of Medicine

4. Privacy And Security Of Patient
Information

5. Malpractice Insurance And Risk
Management

6. Labor And Employment

7. Introduction To Antitrust

8. Tax Law And Choice Of Entity
9. The Buy-In And The Buy-Out

10. Tax Principles For Buy-Outs And
Related Compensation

1. Sale And Purchase Of A Medical
Practice

12. Private Equity Transactions (New
Chapter)

13. Physician-Hospital Affiliation Models
(New Chapter)

14. Physician Joint Ventures

15. Practice Breakups And Physician
Departures

16. Reimbursement Of Physician Services

17. Physician-Hospital Relationships
18. Hospital-Based Physician

ADVISING CLINICIANS REQUIRES Representation
SPECIALIZED KNOWLEDGE R . 19. Physician Agreements
Physiceif‘;t fleSSIe-InaIllI(lﬂgSOOk 20. Physician Recruitment Agreements

21. Employment Agreements And Other

Fifth Edition Relationships

Running a physician or other
clinical practice entails 22. Non-Competition Covenants In

. . Physician Employment
coh5|derat|on of a host of 23. Compliance For Physician Practices
unique and oft-overlooked Iegal 24. Financial Relationships With Industry
and business issues. This book
gathers experts in a wide range of
physician representation issues
to share their substantive and
practical insight. The new edition
has been reorganized, updated,

and expanded to reflect the complex legal, business, and
operational issues facing all manner of physician organizations,

from solo practitioners to large groups. Order Today at:
lexisnexis.com/ahla-physicians

25. Physician Ancillary Services

26. Physician In-Office Drug Dispensing And
Compounding

27. Advanced Practice Practitioners

28. Telemedicine
29. Concierge Care
30. Medical Spas (New Chapter)
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D. Wolters Kluwer | b | Heaumiaw
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A Health Care Compliance
Professional’s Manual for
ALL the professionals on

your compliance team

Developed with AHLA expertise to support your entire compliance team

Master the compliance strategies to safeguard health
care organizations. Wolters Kluwer has partnered with

_ AHLA on the new edition of the Health Care Compliance
HEALTH CARE Professional’s Manual:

COMPLIANCE - Get the breadth and depth of practical knowledge
PROFESSIONAL’S that has made the Manual an indispensable guide for

MANUAL decades

- The fresh perspective of AHLA experts guided the
development of new risk-assessment and facility-
focused tools

VOLUME 1

- Save time with sample forms, policies, procedures, and
checklists designed for practical use by your entire
Compliance team.

Call 866-529-6600 or visit WoltersKluwerLR.com/HCCPM
AHLA members: Use the code AHLA10 for an exclusive 10%
discount.
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Resource Guide

2025 Resource Guide

This marks the twenty-fifth year of AHLA’s Resource
Guide, which is a supplement to Health Law Con-
nections that provides members with a directory of

If your firm or company is interested in advertising
opportunities with AHLA, contact Valerie Eshleman
at veshleman@americanhealthlaw.org or call (202)

833-0784.

products and services that are pertinent to health
law professionals. Keep this issue close: the Resource
Guide will help you locate sources from around the
nation or right next door throughout the year.

Access our online Business Directory at www.
americanhealthlaw.org/resources to find the latest
listings of products and services.

We want to thank the advertisers in this year’s
Resource Guide, along with those who
advertise in each issue of Health Law

o (e

Connections. Their support helps Ana Greene
AHLA remain a strong and Editor in Chief
vibrant presence in the health
care legal community.
Categories
Accountants 42 Medicare/Medicaid 50
Appraisers 42 Practice Management/Physician Management 50
Billing & Coding 42 Security Risk Assessment 50
Business Transactions 42 Tax & Tax-Exemption 50
Business Valuations 44 Value-Based Care 50
Compensation 44
SZ;‘;ﬂﬁ‘;’;ﬁj :2 Index to Advertisers
Contract Lifecycle Management 46 Arete Compliance Solutions 43,45,46, 48,49
Cybersecurity 46 Bass Berry & Sims PLC 47
Economic & Financial Analysis 46 BerryDunn 42,44,45,46,47, 48,49, 50
Expert Witnesses 47 Buchanan Ingersoll & Rooney PC 25,41, 49
Financing, 47 Forvis Mazars 42,44, 45, 46, 47, 48, 49, 50
Fraud & Abuse 47 HealthCare Appraisers (now part of Stout)............... 42,44, 45, 46, 47, 48, 49, 50
Health Information Technology 47 J. Taylor & Associates LLC 44,46,47,49
Health System Transactions 47 PYA 3,42,44,45,46,47, 48,49, 50
Health Care Liability and Litigation 48 StoneTurn 46,48, 49
HIPAA Compliance 48 SullivanCotter 46
Hospitals/Health Systems 48
Independent Review Organizations 48
Interim Management/Executive Search 49
Labor & Employment 49
Law Firms 49
Life Sciences (drugs, devices, and biotech) 49
Litigation Support 49
Long Term Care A
Managed Care 49
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Strengthening Our
Healthcare System

Through Thoughtful
Strategic Partnerships

We specialize in healthcare mergers driven by shared synergies,
complementary offerings and mutually beneficial value creation. In the past
few years alone, we’ve led a total of $14 billion in healthcare deals.

Contact our M&A Deal Team

Dale Webber Michelle Garvey Brennfleck

Healthcare Section Chair Healthcare Industry Group Co-Leader
dale.webber@bipc.com michelle.brennfleck@bipc.com

John Washlick Jan Wenzel Andrew Weissenberg
Healthcare Shareholder Healthcare Shareholder Healthcare Counsel
john.washlick@bipc.com jan.wenzel@bipc.com andrew.weissenberg@bipc.com

e Legal and Government Relations Services
' 18 Offices Nationwide | BIPC.com/Healthcare


http://BIPC.com/Healthcare

2025 Resource Guide

Accountants

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565.6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in

a variety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience® to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Appraisers

HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer

42 Health Law Connections | November/December 2025

a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients

in all 50 states from offices across the
country, PYA is an independently
owned, national certified public ac-
counting and health care management
consulting firm. PYA’s undeterred focus
on relationship-building and radical
responsiveness has led to many national
and international recognitions, including
being consistently ranked a Top 20
health care consulting firm by Modern
Healthcare.

See our ad on page 3.

Billing & Coding

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565.6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and I'T consulting. Our
compliance experts advise clients in

a variety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience’ to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health

care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Business Transactions

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565-6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in
avariety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience® to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.
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Recognized
compliance
leaders

experience.. .

Debbie Troklus Ryan Meade Steven W. Ortquist Jeffrey F. Driver Sheryl Vacca Sarah Elizabeth Campbell
Managing Director Managing Director Founder and Principal Managing Director Managing Director Senior Director
Managing Director

We provide management consulting services focused on assisting organizations
with the design, implementation, operation and improvement of compliance programs.

Let’s co-create a solution that works for you.

@ Compliance Program o :?! o, Board Advisory Coding and Claims
Evaluation & Expert Services Reviews

@ Al Compliance *' } Interim and Outsourced Coordinating Quality
Governance Compliance Staffing of Care and Compliance

@ Independent Review 282 Risk Assessment Investigation and
Organization WA and ERM Litigation Support

HelpingYou
Succeed.

Visit us to learn more at: www.aretecompliance.com



http://www.aretecompliance.com

2025 Resource Guide

JTaylor

4800 Overton Plaza, Suite 360
Fort Worth, TX 76109

(817) 924-5900
hmidkiff@jtaylor.com
www.jtaylor.com

Serving a wide range of entities within
the health care industry, JTaylor’s highly
acclaimed team of consultants specialize
in M&A due diligence, valuation, quality
of revenue/earnings analysis, fair market
value analysis, managed care contract
analysis, and physician compensation
plan development. JTaylor’s experts
provide their clients with the vital
information they need.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Business Valuations

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565-6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in

a variety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
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issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

JTaylor

4800 Overton Plaza, Suite 360
Fort Worth, TX 76109

(817) 924-5900
hmidkiff@jtaylor.com
www.jtaylor.com

Serving a wide range of entities within
the health care industry, JTaylor’s highly
acclaimed team of consultants specialize
in M&A due diligence, valuation, quality
of revenue/earnings analysis, fair market
value analysis, managed care contract
analysis, and physician compensation
plan development. JTaylor’s experts
provide their clients with the vital
information they need.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Compensation

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565-6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in

a variety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience” to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

JTaylor

4800 Overton Plaza, Suite 360
Fort Worth, TX 76109

(817) 924-5900
hmidkiff@jtaylor.com
www.jtaylor.com

Serving a wide range of entities within
the health care industry, JTaylor’s highly
acclaimed team of consultants specialize
in M&A due diligence, valuation, quality
of revenue/earnings analysis, fair market
value analysis, managed care contract
analysis, and physician compensation
plan development. JTaylor’s experts
provide their clients with the vital
information they need.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.
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Compliance

Arete Compliance Solutions LLC
20 E. Thomas Road, Suite 2200
Phoenix, AZ 85012

(800) 674-8450
info@aretecompliance.com
www.aretecompliance.com

Our services include compliance program
design and implementation, compliance
program effectiveness reviews, billing

& coding audits, interim compliance staff-
ing, compliance training, claims review
and focus arrangement independent
review organization (IRO) services, risk
assessment, enterprise risk management,
expert witness, audits and investigations,
and board expert and board compliance
training. Our goal in every engagement is
to help our client organizations succeed.

See our ad on page 43.

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565-6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced

)
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accounting, and IT consulting. Our

compliance experts advise clients in
a variety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience’ to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer

a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.
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Consultants

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565-6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in

a variety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience® to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

HealthCare Appraisers (now part of
Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

JTaylor

4800 Overton Plaza, Suite 360
Fort Worth, TX 76109

(817) 924-5900
hmidkiff@jtaylor.com
www.jtaylor.com

Serving a wide range of entities within
the health care industry, JTaylor’s highly
acclaimed team of consultants specialize
in M&A due diligence, valuation, quality
of revenue/earnings analysis, fair market
value analysis, managed care contract
analysis, and physician compensation
plan development. JTaylor’s experts
provide their clients with the vital
information they need.
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PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

StoneTurn

75 State Street, Suite 1710
Boston, MA 02129

(617) 570-3700
info@stoneturn.com
Wwww.stoneturn.com

StoneTurn, a global professional services
firm, advises law firms, corporations,
and government agencies on high-stakes
matters. With expertise in investigations,
compliance, economics, technology,
cybersecurity, and business and litigation
advisory, our multidisciplinary teams
deliver practical solutions worldwide.
Since 2004, StoneTurn has been
recognized for collaboration, integrity,
and independence across five continents.

SullivanCotter, Inc.

200 W Adams St., #2900
Chicago, IL 60606

(888) 739-7039
info@sullivancotter.com
https://sullivancotter.com/

For over 30 years, SullivanCotter

has helped health care organizations
effectively manage complex regulatory
risk from their financial relationships
with both employed and independent
physicians. With our unique combina-
tion of industry expertise, regulatory
insight, and market-leading physician
compensation data, we work with
organizations to mitigate risk through an
array of comprehensive fair market value
and commercial reasonableness assess-
ments, physician affiliation strategy and
model development, as well as M&A
and valuation advisory support.

Contract Lifecycle
Management

Arete Compliance Solutions LLC
20 E. Thomas Road, Suite 2200
Phoenix, AZ 85012

(800) 674-8450
info@aretecompliance.com
www.aretecompliance.com

Our consultants have extensive
experience assisting complex health
care organizations with design of
contract management processes and
implementation of contract manage-
ment systems. We have worked with
multiple health systems and other
provider organizations to implement
compliance programs that, in concert
with their contract management systems
and processes, help ensure compliance
with the Stark and Anti-Kickback legal
and regulatory requirements

See our ad on page 43.

Cybersecurity

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience® to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Economic & Financial
Analysis

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare
Forvis Mazars provides an Unmatched
Client Experience’ to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.
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HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

JTaylor

4800 Overton Plaza, Suite 360
Fort Worth, TX 76109

(817) 924-5900
hmidkiff@jtaylor.com
www.jtaylor.com

Serving a wide range of entities within
the health care industry, JTaylor’s highly
acclaimed team of consultants specialize
in M&A due diligence, valuation, quality
of revenue/earnings analysis, fair market
value analysis, managed care contract
analysis, and physician compensation
plan development. JTaylor’s experts
provide their clients with the vital
information they need.

PYA

6016 Brookvale Lane
Knoxville, TN 37919
865-673-0844

pyainfo@pyapc.com
WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Expert Witnesses

HealthCare Appraisers (now part of
Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Financing

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience® to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

Fraud & Abuse

Bass Berry & Sims PLC
21 Platform Way South
Suite 3500

Nashville, TN 37203

(615) 742-6200
healthlaw@bassberry.com
www.bassberry.com

One of the largest health care firms in the
U.S., Bass Berry & Sims PLC represents
health care providers in connection with
mergers and acquisitions, operational
needs, and fraud and abuse matters,
including governmental inquiries. Our
attorneys are experienced in successfully
representing providers in related FCA
litigation. And, we routinely counsel
health care providers on implementing
state-of-the-art compliance programs.

HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-

port our clients with their most complex
issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Health Information
Technology

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565.6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in
avariety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Health System
Transactions

Bass Berry & Sims PLC
21 Platform Way South
Suite 3500

Nashville, TN 37203

(615) 742-6200
healthlaw@bassberry.com
www.bassberry.com

One of the largest health care firms in the
U.S., Bass Berry & Sims PLC represents
health care providers in connection with
mergers and acquisitions, operational
needs, and fraud and abuse matters,
including governmental inquiries. Our
attorneys are experienced in successfully
representing providers in related FCA
litigation. And, we routinely counsel
health care providers on implementing
state-of-the-art compliance programs.
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Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience’ to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

HealthCare Appraisers (now part of
Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Health Care Liability
and Litigation

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in
all 50 states from offices across the coun-
try, PYA is an independently owned,
national certified public accounting and
health care management consulting firm.
PYA’s undeterred focus on relationship-
building and radical responsiveness has
led to many national and international
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recognitions, including being consistently
ranked a Top 20 health care consulting
firm by Modern Healthcare.

See our ad on page 3.

StoneTurn

75 State Street, Suite 1710
Boston, MA 02129

(213) 459-1734
sboedeker@stoneturn.com
WWww.stoneturn.com

StoneTurn partners with counsel and
health care organizations on liability
and litigation matters, offering expertise
in compliance reviews, damages
analysis, and statistical evaluations.
Our experts provide consulting and
testimony in disputes involving billing,
reimbursement, fraud, and regulatory
issues, delivering practical, data-driven
solutions to complex challenges across
the health care sector.

HIPAA Compliance

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565-6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in

a variety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Hospitals/Health
Systems

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience’ to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

Independent Review
Organizations

Arete Compliance Solutions LLC
20 E. Thomas Road, Suite 2200
Phoenix, AZ 85012

(800) 674-8450
info@aretecompliance.com
www.aretecompliance.com

We regularly serve as an Independent
Review Organization (IRO) for

clients subject to Corporate Integrity
Agreement (CIA) requirements. We
have substantial experience with IRO
requirements for both claims review
and focus arrangements CIAs. We can
also provide “mock” IRO reviews to
help your client ensure readiness for an
upcoming IRO engagement by another
IRO service provider.

See our ad on page 43.

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565.6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in

a variety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience® to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.
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Interim Management/
Executive Search

Arete Compliance Solutions LLC
20 E. Thomas Road, Suite 2200
Phoenix, AZ 85012

(800) 674-8450
info@aretecompliance.com
www.aretecompliance.com

We regularly fill Compliance Officer and
other related roles (e.g., Privacy Officer,
Compliance Director, Compliance
Auditor, Compliance Audit Director) on
an interim basis. We are able as interim
managers to evaluate compliance pro-
gram structures and operation, and to
provide feedback and make recommen-
dations for improving the effectiveness
of the compliance program.

See our ad on page 43.

Labor & Employment

StoneTurn

75 State Street, Suite 1710
Boston, MA 02129

(213) 459-1734
sboedeker@stoneturn.com
Www.stoneturn.com

StoneTurn supports clients and

counsel through every stage of labor and
employment matters. From class certifi-
cation analysis, compliance audits, and
risk assessments to expert testimony,
settlement analysis, and post-litigation
distribution, our economists, statisti-
cians, and industry leaders provide
rigorous, practical solutions that address
complex wage, hour, discrimination, and
compliance challenges.

Law Firms

Buchanan Ingersoll & Rooney
501 Grant Street

Pittsburgh, PA 15241

(412) 562-3985
kimberly.schriver@bipc.com
www.bipc.com/healthcare

Our health care team—legal, legislative,
regulatory, and business pros—can help
predict and respond to today’s most
pressing challenges. Modern Healthcare
ranks us as one of the largest health care
law firms in the nation and we represent
national clients, including five of the ten
largest U.S. hospitals and health systems.

See our ads on pages 25 and 41.

Life Sciences (drugs,
devices, and biotech)

HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

Litigation Support

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565-6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in
avariety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience’ to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals offer
a complete range of investment banking,
transaction, accounting and reporting,
valuation, and dispute-related services.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Long Term Care

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience® to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

Managed Care

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience® to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

JTaylor

4800 Overton Plaza, Suite 360
Fort Worth, TX 76109

(817) 924-5900
hmidkiff@jtaylor.com
www.jtaylor.com

Serving a wide range of entities within
the health care industry, JTaylor’s highly
acclaimed team of consultants specialize
in M&A due diligence, valuation, quality
of revenue/earnings analysis, fair market
value analysis, managed care contract
analysis, and physician compensation
plan development. JTaylor’s experts
provide their clients with the vital
information they need.

Resource Guide
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2025 Resource Guide

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Medicare/Medicaid

BerryDunn

2211 Congress Street

Portland, ME 04102

(800) 565-6565

info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice Group
offers a wide breadth and depth of health
care expertise including compliance,
credentialing, revenue cycle manage-
ment, audit, tax, valuations, security risk
assessments, outsourced accounting, and
IT consulting. Our compliance experts
advise clients in a variety of areas, includ-
ing revenue integrity, litigation support,
HIPAA, IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience® to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

Practice Management/
Physician Management

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience” to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

50 Health Law Connections | November/December 2025

Security Risk
Assessment

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565-6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in

a variety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience’ to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

Tax & Tax-Exemption

BerryDunn

2211 Congress Street
Portland, ME 04102
(800) 565-6565
info@berrydunn.com
www.berrydunn.com

BerryDunn’s Health Care Practice
Group offers a wide breadth and depth
of health care expertise including
compliance, credentialing, revenue cycle
management, audit, tax, valuations,
security risk assessments, outsourced
accounting, and IT consulting. Our
compliance experts advise clients in

a variety of areas, including revenue
integrity, litigation support, HIPAA,
IRO services, and more.

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience’ to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

PYA

6016 Brookvale Lane

Knoxville, TN 37919

(865) 673-0844

pyainfo@pyapc.com

WWW.pyapc.com

Founded in 1983 and serving clients in all
50 states from offices across the country,
PYA is an independently owned, national
certified public accounting and health
care management consulting firm. PYA’s
undeterred focus on relationship-building
and radical responsiveness has led to
many national and international recogni-
tions, including being consistently ranked
a Top 20 health care consulting firm by
Modern Healthcare.

See our ad on page 3.

Value-Based Care

Forvis Mazars

910 East St. Louis Street

Suite 400

Springfield, MO 65801

(417) 865-8701
healthcare@us.forvismazars.com
www.forvismazars.us/healthcare

Forvis Mazars provides an Unmatched
Client Experience’ to organizations
across the health care continuum
through the delivery of assurance, tax,
and consulting services. We consult with
purpose to deliver value and help those
we serve unlock their full potential.

HealthCare Appraisers (now part
of Stout)

2101 NW Corporate Blvd, Suite 400
Boca Raton, FL 33431

(561) 330-3488
healthcare@stout.com
www.stout.com/healthcare

Stout provides a continuum of valuation,
transactional, and advisory services to
health care organizations in order to help
them achieve their objectives. We sup-
port our clients with their most complex
issues. Our health care professionals
offer a complete range of investment
banking, transaction, accounting and
reporting, valuation, and dispute-related
services.
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Upcoming Events

2025
November 2-4

Fundamentals of Health Law
Chicago, IL

HallRender and Ntracts have
provided sponsorship in
support of this program.

November 11

The One Big Beautiful Bill Act
Explained: Provider Taxes
and More

November 12

State Health Care Transaction
Review Laws: Practical
Guidance

November 18

Unigue Challenges Impacting
Smaller Health System
Transactions in the Current
Market — How to Survive

and Thrive

December 2

State Perspectives on Health
Care Data Privacy: Insights
from State Attorneys General

December 4

How to Make a Group
Practice Perfect: From
Formation to Termination

December 9-12

Health Care Arbitration
Training
Virtual

December 11

Navigating Billing and
Compliance Issues
for Advance Practice
Professionals

2026
February 4

Optimizing Investigations
in Peer Review and Legal
Considerations

February 11-13

Winter Institute: Advising
Providers & Al in Health Care
Conferences

Las Vegas, NV and Virtual

February 23-25

Long Term and Post-Acute
Care Law and Compliance
Nashville, TN

March 18-20

Institute on Medicare and
Medicaid Payment Issues
Baltimore, MD

April 13-15

Health Care Transactions
Nashville, TN

June 28

In-House Counsel Program
New York, NY

29-July 1
Annual Meeting
New York, NY

Connections to Learning

Focus On
Risk Manage-
ment Tools

4 PYA

WE SERVE
"°SOLVE

PYA

One Cherokee Mills

2220 Sutherland Avenue
Knoxville, TN 37919
WWw.pyapc.com

X: x.com/

pyahealthcare

Linkedln: linkedin.com/
company/pyapc
Facebook: facebook.com/
pyapc

For more information
on all AHLA events and
to register, go to www.
americanhealthlaw.
org/education-events
or call (202) 833-1100,
prompt #2.
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Career Center

AHLA's Online Career Center will allow
you to:

Manage Your Career: Recruit for Open Positions:
Search and apply to more health law jobs than in any Post your job in front of the most qualified group of health law
other job bank. professionals in the industry.
Upload your anonymous resume and allow employers Promote your jobs directly to candidates via the exclusive Job
to contact you through the AHLA Career Center’s Flash email.
messaging system.

Search the anonymous resume database to find qualified
Set up Job Alerts specifying your workplace type, job candidates.

type, core interest (job function) and location(s) to
receive email notifications when a job is posted that
matches your criteria.

Manage your posted jobs and applicant activity easily on this
user-friendly site.

Access career resources and job searching tips and tools.

Have your resume critiqued by a resume-writing expert.

For more information and to start the journey to enhance your career or organization,
please visit the AHLA Career Center at careercenter.americanhealthlaw.org.

VISION Accessibility Statement
A diverse health law community working to advance health care AHLA is committed to ensuring equitable access to our educational content
and website. We are continually improving the user experience for everyone
and applying relevant accessibility standards. If you experience accessibility issues,
please contact accessibility@americanhealthlaw.org

MISSION
To deliver authoritative educational content and serve as a
professional home for all who engage with health law
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H., AMERICAN HEALTH LAW ASSOCIATION

Congratulations to the 2025
PATRICIA T. MEADOR
LEADERSHIP AWARDEE

This Award is presented annually to a member-volunteer
who has demonstrated extraordinary commitment

and dedication to fraud and compliance educational
efforts and mentoring.

| » Gregory E. Demske,
Learn more about this year's award recipient: !
americanhealthlaw.org/PatriciaMeadorAward GOQdW| N

AHLA Names the 2025

Michael F. Anthony Health Law
Scholarship Recipients

This Scholarship honors Michael F. Anthony's
contributions to health law by supporting
students enrolled in accredited US law school

programs as they pursue health law education
through AHLA resources.

'}“Et . americanhealthlaw.org/MichaelFAnthony/
v HealthLawScholarship

Jahnavi Arun, University of Houston Law Center &
Kyle Sadosky, SMU Dedman School of Law

To see more AHLA awards and recognitions, visit:
americanhealthlaw.org/Awards-and-Recognition
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k. AMERICAN HEALTH LAW ASSOCIATION

AHLA 2026
WINTER INSTITUTE

Featuring Advising Providers &
Al In Health Care Conferences

February 11-13, 2026 | Las Vegas, NV & Virtual

Two Conferences, Maximum Value, Streamlined Experience

Today's healthcare legal challenges don't exist in isolation. The Winter Institute brings
together our most relevant conferences—Advising Providers: Legal Strategies for
AMCs, Physicians, and Hospitals and The Complexities of Al in Health Care—
creating an opportunity to gain comprehensive insights that address the full spectrum
of modern healthcare law.

Learn more about AHLA's 2026 Winter Institute in this issue, page 30.

americanhealthlaw.org/Winterinstitute
Register and book your hotel room by Tuesday, September 16th to save.



http://americanhealthlaw.org/WinterInstitute

