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Foreword

This is the 37%" edition of the HEALTH LAW HAND-
BOOK, all edited by me. This book brings together 25
authors writing 14 stand alone articles addressing topics
which fall under the 4 following rubrics: (1) The Changing
Health Care System; (2) Transactional Issues; (3) Reimburse-
ment and Payment; and 4) Fraud and Abuse.

There are many ways in which the health care system is
changing, but the arrival of digital health and artificial intel-
ligence (AI) cannot be overstated as an issue all health
lawyers will have to confront. This is the topic tackled by
Vanessa Burrows and Carolyn Metnick. They distinguish the
two concepts and then survey the range of regulators who
have a role in this context. That range is broad, including
dueling Executive Orders on point, from one Presidential
administration to the next, and the FDA’s concepts of what
constitutes a medical device, which includes software.
European Union laws have extraterritorial impact to
consider as contrasted with the incipient dynamism in state
laws seeking to protect consumers from a variety of applica-
tions, particularly of Al, as used in prior authorizations and
determinations of medical necessity, for example. They pre-
sent examples of risks under traditional principles of law
and conclude with a discussion of enforcement efforts so far.
This is a brisk review of what is fast becoming a mandated
topic for all health lawyers to be familiar with.

Another wide ranging phenomenon is the advent of
private equity (PE) in healthcare. Whether you are pro, con
or agnostic regarding this development, understanding from
whence it has sprung and what drives it is important to ap-
preciate why their deals are structured as they are. Rather
than presenting the documents that make for a private
equity transaction, Matt Miller and Kim Harvey Looney of-
fer a broader consideration of the context and motivations of
private equity. They address how PE emerged as an invest-
ment vehicle and how PE differs from other types of
investments. They have analyzed four essential factors which
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influence PE behaviors and a framework (with a schematic)
to understand its goals and mechanisms. The law is one of
those factors. They present the current major criticisms of
PE and take into account some state legislative develop-
ments and federal enforcement efforts. This is a different
and illuminating approach to a high profile development in
healthcare.

The massive consolidation in the health care industry
has been noted by many commentators for a good number of
years now. This makes Wendy Arends’ piece on top trends in
merger enforcement a must read to understand what regula-
tors are doing. Major changes in the guidelines applicable to
mergers focus on market power and market consolidation.
She presents those guidelines along with what has happened
in the overhaul of Hart-Scott-Rodino rules. She offers
caselaw addressing government efforts and also addresses
the enforcers’ lens on private equity in health care as it re-
lates to antitrust. She moves onto labor markets and issues
that arise there including in non-healthcare sectors. She
touches on the ban on non-competes and concludes with a
consideration of developing state law developments. This is
a plain English presentation of complex issues in truly
dynamic times.

Turning to the second topic of transactional issues, all
healthcare transactional lawyers read and write representa-
tions in their deal documents. Ari Markenson and Chris
Conn offer a consideration of typical representations and
warranties in healthcare transactions. They elucidate the
topics usually covered and address qualifiers that can apply
to them. They offer model language for 13 separate represen-
tations and warranties and 9 definitions of critical terms.
This is a down to earth approach to terms any transactional
lawyer will encounter, specifically in the healthcare context.

In a thorough explication of issues in alternative dispute
resolution (ADR), Chris Sabis and Gary Qualls present a
sweep of information from the rules that govern ADR, to 8
benefits of using ADR while contrasting that with the
benefits of court litigation. They provide a framework to set
boundaries in agreements for ADR (invoking Star Trek along
the way) and give bountiful reasons as to why brief ADR
provisions are not necessarily the right answer. They ad-
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dress 11 sets of considerations to take into account, the op-
tions among them and then recommendations, often provid-
ing proposed language. They also offer some insight into the
differences among ADR service providers. This is an infor-
mative article from experts with real world experience in
their topic.

Focusing on the use of non-competes in physician employ-
ment, Jantzen Mace and Samuel Lillard provide an interest-
ing survey of the history of these contractual clauses going
back to 1414 (that is not a typo)! They then move to the ap-
plication of these restrictions in health care, examining
closely the AMA’s evolving position. They present arguments
pro and con non-competes in health care employment specifi-
cally, and then move on to federal attempts to regulate them.
Both the FTC and the NLRB have engaged in recent activity
in this regard; and the courts have confronted this dynamism
as well. The authors offer information about state level
restrictions on non-competes, and generally opine that the
overall movement is toward limits on them, but the issues
will remain in flux for some time.

The third section of the book regarding reimbursement
and payment opens with Christina Hughes’ take on the long-
standing and shifting policy regarding provider-based
reimbursement in Medicare. Provider-based status permits a
hospital to be paid more under Medicare for its outpatient
services than other comparable outpatient settings. The fact
of this differential is not only relevant to hospitals them-
selves, but also to those who would do business with them.
The potential partners ought to understand why a hospital
would seek provider-based status and what is required to do
so. Christina unravels the complexities here from rules
regarding proximity, to integration and on and off campus
distinctions, including waivers. She addresses issues regard-
ing public awareness, special concerns with management
contracts and under arrangements relationships as well as
enrollment. She describes 6 advantages to taking on this
status, but also 4 disadvantages. In that context she
describes the developments regarding site neutral policies
which seek to tamp the effect of provider-based status. She
also observes a significant list of physician dissatisfactions
with provider-based status. This is a handy guide to some
complex issues in the hospital payment space which can
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impact others as well.

In the world of payment, managed care organizations
(MCOs) have come to dominate the Medicaid landscape, by a
lot. Where providers are dissatisfied with the determinations
of these private entities paid for with state and federal funds,
they turn to challenges based on constitutional issues under
Section 1983. The dichotomy of private entities taking on
significant functions of the state programs raises the issue of
whether the MCOs qualify as “state actors” subject to the
federal challenges often launched against them. Andrea
Kerstein, Heidi Brady and Alyssa Gregory examine the 4 dif-
ferent tests which can be dispositive of these decisions. They
reach back to the 1990s and review significant caselaw on
point up to the present. While the law generally favors the
MCOs and not the complainants, whether regarding opera-
tion of these programs, payment amounts, benefits or other
actions, the law also does not preclude any such challenges.
This is a crisp review of a lurking impediment to Medicaid
program challenges.

Next, in an in-depth consideration, Susan Banks con-
fronts the challenges associated with overpayments, primar-
ily in the Medicare fee for service program. Generously
footnoted, her article discusses the obligation to report and
return monies, including lookback periods, along with the
dynamism in the new rules regarding identifying overpay-
ment amounts; “quantification” is no longer the issue. It is
now investigations and the different time periods to conduct
them. She then moves on to distinguish what is and is not
an overpayment, since not all compliance errors actually
meet the standards. She assesses the implications of 5
landmark Supreme Court cases and then moves on to other
federal healthcare program overpayments, including to
beneficiaries. She concludes with practical guidance for
providers. Understanding the issues she presents, has
become fundamental for health lawyers who work on pay-
ment and compliance issues.

A principal government mechanism to determine whether
overpayments have occurred is through audits. In their
article, Lindsey Lonergan, Ross Burris and Evan Schrode
examine this technique for program integrity. They address
who the auditors are and on what they base their
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determinations. They explain the various types of audits and
when they are likely to occur, including how they can
escalate, They consider the overpayment and repayment
rules in this context, but also include two self-disclosure
processes and their application in this arena. They present
techniques to defend against audits including appeals, to
whom they ought be made and within what timeframes.
They follow with 6 specific pro-active strategies to prevent
audits and manage them within the provider setting, includ-
ing detailed guidance regarding how to implement their
suggestions. This is an excellent companion article to the
overpayment piece. Reading them in tandem is really useful.

In the fourth section, fraud and abuse remains at the
forefront of health care regulation. Taylor Chenery, John
Eason and Travis Lloyd contribute their now, almost
traditional, update on recent developments. They begin with
the new OIG industry specific compliance guidance for nurs-
ing facilities. They move to a Fraud Alert on Medicare
Advantage marketing. Noting 13 OIG Advisory Opinions in
2024, they highlight several of them, including two unfavor-
able opinions. They take the overpayment rule into account
with some specific criticism of its new form. They look at the
self-referral disclosure protocol for which there were an
amazing 6 and a half times more submissions in 2023 than
two years previously. Shifting to court decisions regarding
anti-kickback and Stark, they review the circuit splits that
characterize this topic. They present noteworthy settlements
which are such in terms of breadth, scope and volume of
them. Moving to the False Claims Act, the dynamism and
volatility of issues here continue, beginning with an opinion
declaring the qui tam provisions unconstitutional. Particular-
ity was the flaw in multiple cases in different ways. Present-
ment of false claims was the issue in other cases. Post-
Escobar, materiality continues to be addressed by the courts
and the authors. Scienter was at issue in a variety of ways
as was the public disclosure bar, damages, and retaliation
against whistleblowers. They conclude with some informa-
tion on criminal enforcements. Fraud and abuse is a major
issue for all health lawyers. Their treatment of it always
provides a solid foundation to understand developments that
keep occurring at breakneck speed.
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In 2016 I wrote about the then newly burgeoning phe-
nomenon of Medicare paying physicians for services that
involved no face to face time with the patient. Now almost
ten years later, not only have these types of payable services
expanded, the OIG has paid some attention with settlements
and investigations when physicians get these services wrong.
My article first addresses traditional forms of non-face time
services such as incident to, split/shared visits and care plan
oversight and then moves through the more modern services
of transitional care management, chronic care management,
remote physiologic monitoring and concluding with the 2025
new service of advanced primary care management. I explain
the details of what each requires, describe any relevant OIG
actions, and proffer where physicians are likely to fail in
documenting and billing effectively. I then review the
potential implications of the three significant Supreme Court
cases of Escobar, Allina and Loper Bright (as do others in
their articles). As the gradual shift to more value-based pay-
ments has mandated more coordination of care, these ser-
vices represent a potential benefit to pay physicians for what
they actually do; but they also present a real risk area for
them.

Dan Shay tackles issues in Medicare enrollment begin-
ning with a history of the progression of the actual enroll-
ment forms and the approaches they represent. He addresses
two styles of advice—one regarding general advice and the
other in defense against false claims allegations. He consid-
ers multiple Supreme Court cases going beyond the triumvi-
rate many of us discuss here. He confronts the regulatory hi-
erarchy of regulations, forms and manuals in light of
caselaw. He addresses the differences in analysis among
cases under the Administrative Procedures Act, the Medicare
Act and the Paperwork Reduction Act. His close reading of
these cases as applicable in the specific context of defense is
enlightening. He concludes with real life scenarios and
practical challenges. This is a well thought out consideration
of thorny Medicare issues.

Federal payers are not the only agents who assess claims
for payment as part of their program integrity efforts. Clini-
cal validation is a little understood process by which health
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plans over-ride clinical judgments of physicians as submitted
by hospitals in their claims for DRG payments. Richelle
Marting lifts the shroud on this process with which most
lawyers are unfamiliar. She explains ICD-10 coding and its
role in determining DRGs. She distinguishes validation
techniques between DRG validation and clinical validation.
She further differentiates resulting adjustments to claims
versus denials. She observes that there is not only a lack of
uniformity in the way health plans conduct clinical valida-
tion, but the standards themselves are not uniform. She
then considers some legal implications from all of this includ-
ing who is making these determinations and whether there
are state law requirements regarding licensure, operation of
utilization management and utilization review programs, as
well as determinations of medical necessity. Her article is a
shining light on a dark but impactful phenomenon.

Several of the articles in the book address the same
Supreme Court cases which have rattled healthcare in recent
years. It is not often that health lawyers have to confront
constitutional issues. Other groups of articles touch on is-
sues which relate to each other, but from differing
perspectives. To me, this is one of the great values of the
contributions here. To read all the articles is a truly valuable
undertaking. I have done it 37 times; and I am convinced it
has made me a better lawyer. I encourage our readers to do
the same. To the contributors, I offer my profound gratitude
for their willingness to share their intellectual capital with
colleagues, here. They are the essence of professionalism. I
hope our readers appreciate the level of effort they have
expended. I offer my thanks to those who have written as
well as those who will read.

Alice G. Gosfield
Philadelphia, PA
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About the Editor

ALICE G. GOSFIELD, Esq.’s entire legal career has
been restricted to health law with a focus on non-institutional
reimbursement including from Medicare, as well as man-
aged care, fraud and abuse compliance and avoidance, medi-
cal staff issues and utilization management and quality is-
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representation of physicians and their group configurations.
A graduate of Barnard College and New York University
School of Law, since 1973 her varied health law career has
ranged from an OEO (“War on Poverty”) and then DHEW
funded research program to develop a consumer-oriented
analysis of the PSRO law, to drafting codes of regulations for
state health care agencies, and since 1978 to include the
private practice of law.

Ms. Gosfield served as Chairman of the Board of Direc-
tors of the National Committee for Quality Assurance
(www.ncqa.org), reelected to serve five terms from 1998
through 2002. She was a member of the Board from 1992
through 2002. In the public policy arena, she has served on
four committees of the Institute of Medicine of the National
Academy of Sciences studying issues involving utilization
management and clinical practice guidelines and has served
as an advisor to the Agency for Health Care Policy and
Research in both evaluating one of their first three clinical
practice guidelines and in developing methodologies to
translate guidelines into medical review criteria, perfor-
mance measures and standards of quality. She has been
called on by the Congressional Budget Office, the General
Accounting Office, the Robert Wood Johnson Foundation, the
Federal Agency for Healthcare Research and Quality and
others to advise on issues pertaining to Medicare reimburse-
ment, medical evidence, legislation dealing with medical ne-
cessity in managed care and tort reform.

A highly sought after speaker, Ms. Gosfield has been
invited to lecture throughout the country and internation-
ally to diverse audiences including physicians and other
health care professionals, chief executives and chief financial
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officers, boards of trustees and directors, group managers,
managed care executives and others throughout the health
care industry. She is noted for her practical yet provocative,
incisive, down-to-earth style and ability to make complex
technical information understandable as well as
entertaining. She has lectured often for a variety of organiza-
tions including the American Health Lawyers Association
(AHLA), the American Medical Association (AMA), the Medi-
cal Group Management Association (MGMA), the American
Association of Health Plans (AAHP), the Health Care
Compliance Association, and the American College of Cardi-
ology as well as other national, state and regional groups.

A frequent author in a wide range of health care publica-
tions, she has authored or co-authored more than 200
published articles, 11 monographs and three other books.
Her first book “PSROs: The Law and The Health Consumer”
was published in 1975. Her second book—Guide to Key Legal
Issues in Managed Care Quality—was written primarily for
non-lawyers and published in 1996 by Faulkner and Gray.
Since 19890 she has been the editor of this HEALTH LAW
HANDBOOK. She also co-authors with Daniel F. Shay
MEDICARE AND MEDICAID FRAUD AND ABUSE, an an-
nually updated treatise. She has served on the editorial
boards of multiple diverse journals and newsletters includ-
ing Healthplan (published by AAHP), Medical Economics,
Managed Care, Family Practice Management, and The
Journal of Health Care Compliance.

Ms. Gosfield served as President of the American Health
Law Association (formerly the National Health Lawyers As-
sociation, (www.healthlawyers.org) from 1992-1993 and
Chaired their Physician and Physician Organizations
Institute for six years. She also chaired their last and final
Masters Program. She has been a member of several
physician-organization sponsored consulting networks
including those of the AMA, the American College of Physi-
cians, the American Academy of Family Physicians, and the
American Society of Plastic and Reconstructive Surgeons.

She has been listed in The Best Lawyers in America
(Health Law) in every edition since the inception of the
health law category in 1991. She has been recognized
internationally for her health law expertise by the Interna-
tional Centre for Commercial Law in the United Kingdom as
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one of The Legal 500, a select group of 500 law firms in the
United States recommended for their specific abilities in
particular areas of the law. She is recognized as a band 1
national lawyer by Chambers which describes her as a
“luminary” in the field. She was named one of the top 30
health lawyers in the country in 2007 by the Best of the Best
and among the top 25 health lawyers nationally in 2009. She
is listed in many other rankings of top lawyers nationally,
including being named by CEO Time magazine as one of the
most visionary women leaders of 2024.
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Susan Banks is a partner at Holland & Knight LLP
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Susan has deep knowledge and experience with Medicare
reimbursement mechanisms, including associated coverage
policies and billing rules. She regularly counsels clients
regarding compliance matters and assists them with internal
investigations of potential federal health care program
overpayments and, when needed, helps them make appropri-
ate self-disclosures and voluntary refunds. She also has ex-
perience advising and representing clients in connection with
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Heidi Brady is a partner in Troutman Pepper Locke’s
Chicago office and has substantial experience representing
clients in the insurance, reinsurance, and health care
industries. Concentrating her practice on complex litigation,
arbitration, and health care regulation, she handles matters
involving breach of commercial or government contracts,
business torts, trade secret and unfair competition claims,
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insurance fraud. Heidi assists clients throughout the entire
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charge disputes, and major health care insurance
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Ross Burris is a shareholder in the Atlanta office of
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and Dispute group. Ross focuses his practice on representing
providers facing payor audits, overpayment demands, and
False Claims Act investigations. He provides tailor-made,
practical solutions to reimbursement issues and audits by
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sues through the labyrinth of federal and state payor ap-
peals and arbitration litigation. His compliance work encom-
passes advice on federal and state health law regulations,
including Medicare Reimbursement Audits, Medicaid issues
and Commercial Payor disputes and Medicare billing
guidelines. Nationally known, Ross has been recognized
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Vanessa K. Burrows is a partner in Simpson Thacher
& Bartlett LLP’s Washington, DC office. Vanessa has ad-
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