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Valuation of Neurology Services: Regulatory Environment

The previous installments of this series examined the
competitive environment for neurology services and the
Medicare reimbursement framework applicable to
physician and telehealth services. This installment turns
to the regulatory environment, focusing on the two
federal fraud and abuse laws that most significantly shape
the operation and transaction structures of neurology
providers: the Anti-Kickback Statute and the physician
self-referral law, commonly known as the Stark Law.
This Health Capital Topics article is the third in a four-
part series on the valuation of neurology services.

Healthcare provider organizations face federal and state
constraints affecting their formation, operation, coding
and billing, and transactions. While both the Anti-
Kickback Statute (AKS) and the Stark Law address the
financial motivation behind patient referrals, they differ
in important respects. The AKS applies broadly to
payments between providers or suppliers in the
healthcare industry and reaches any item or service
payable under any federal healthcare program. The Stark
Law specifically addresses referrals from physicians to
entities with which the physician has a financial
relationship for the provision of defined services payable
by Medicare.! Additionally, while violation of the Stark
Law carries only civil penalties, violation of the AKS
carries both criminal and civil penalties.?

Anti-Kickback Statute

Enacted in 1972, the federal AKS makes it a felony for
any person to “knowingly and willfully” solicit or
receive, or to offer or pay, any “remuneration”, directly
or indirectly, in exchange for the referral of a patient for
a healthcare service paid for by a federal healthcare
program,’ even if only one purpose of the arrangement is
to offer remuneration deemed illegal under the AKS.*
Notably, a person need not have actual knowledge of the
AKS or specific intent to commit a violation for the
government to prove a kickback violation,> only an
awareness that the conduct in question is “generally
unlawful”.® Further, a violation of the AKS is sufficient
to state a claim under the False Claims Act (FCA).”

Criminal violations of the AKS are punishable by up to
ten years in prison, criminal fines up to $100,000, or both;
civil violations can result in administrative penalties,
including exclusion from federal healthcare programs,
and civil monetary penalties, which currently reach
$127,973 for conduct occurring after February 9, 2018,
plus treble damages.® If an AKS violation triggers
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liability under the FCA, defendants may incur additional
civil monetary penalties of $14,308 to $28,619 per claim,
plus treble damages.’

Due to the broad nature of the AKS, legitimate business
arrangements may appear to be prohibited.'? In response
to these concerns, Congress created a number of statutory
exceptions and delegated authority to HHS to protect
certain arrangements through the promulgation of safe
harbors.!! These safe harbors set out regulatory criteria
that, if met, shield arrangements unlikely to result in
fraud or abuse from liability.!? Failure to meet all of the
requirements of a safe harbor does not necessarily render
an arrangement illegal.'’> To meet the requirements of
many AKS safe harbors, compensation must not exceed
the range of Fair Market Value and must be commercially
reasonable.

In a December 2020 final rule, the HHS Office of
Inspector General (OIG) released several revisions to the
AKS, many of which parallel those made to the Stark
Law by CMS, as discussed below.'* Among the more
notable revisions are new safe harbors for value-based
arrangements and revisions to existing safe harbors. '
The OIG also added flexibility to the safe harbor for
Personal Services and Management Contracts,
eliminating the requirement that aggregate compensation
be set in advance and instead requiring only that the
compensation methodology be set in advance. That
methodology must, however, be consistent with Fair
Market Value and must not take into account the volume
or value of referrals or other business generated between
the parties.'®

Stark Law

The Stark Law prohibits physicians from referring
Medicare patients to entities with which the physicians or
their immediate family members have a financial
relationship for the provision of designated health
services (DHS).!7” When a prohibited referral occurs,
entities may not bill for services resulting from that
referral.'® Under the Stark Law, DHS includes clinical
laboratory services; physical therapy, occupational
therapy, and outpatient speech-language pathology
services; radiology and certain other imaging services;
radiation therapy services and supplies; durable medical
equipment and supplies; outpatient prescription drugs;
home health services; and inpatient and outpatient
hospital services, among others.! CMS updates the code
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list defining four of these categories annually; the current
list took effect January 1, 2026.2°

Financial relationships subject to the Stark Law include
ownership interests through equity, debt, or other means,
as well as ownership interests in entities that also have an
ownership interest in the entity that provides DHS.?!
Financial relationships also include compensation
arrangements, defined as any arrangement involving
remuneration, directly or indirectly, in cash or in kind,
between physicians and entities.?

Civil penalties under the Stark Law include overpayment
or refund obligations, a civil monetary penalty that
currently reaches $31,670 for each service billed after a
prohibited referral, plus treble damages, and exclusion
from the Medicare and Medicaid programs; schemes to
circumvent the referral prohibition carry penalties of up
to $211,146 per scheme.?® Similar to the AKS, a violation
of the Stark Law can also trigger liability under the
FCA.*

The Stark Law contains numerous exceptions describing
ownership interests, compensation arrangements, and
forms of remuneration to which the prohibition does not
apply.? To meet the requirements of many exceptions
related to compensation between physicians and other
entities, compensation must: (1) not exceed the range of
Fair Market Value; (2) not take into account the volume
or value of referrals generated by the compensated
physician; and (3) be commercially reasonable. Unlike
the AKS safe harbors, an arrangement must fully satisfy
one of the Stark Law exceptions to be shielded from
enforcement, because the statute imposes strict liability.2

In December 2020, CMS released a number of significant
revisions to the Stark Law in a final rule, including
revised definitions for Fair Market Value, General
Market Value, and Commercial Reasonableness,

1 “Comparison of the Anti-Kickback Statute and Stark Law”
Health Care Fraud Prevention and Enforcement Action Team
(HEAT), Office of Inspector General (OIG),
https://oig.hhs.gov/documents/provider-compliance-
training/939/Starkand AKSChartHandout508.pdf (Accessed

8/12/26).
2 Ibid.
3 “Criminal Penalties for Acts Involving Federal Health Care

Programs” 42 U.S.C. § 1320a-7b(b)(1).

4 “Re: OIG Advisory Opinion No. 15-10” By Gregory E. Demske,
Chief Counsel to the Inspector General, Letter to [Name
Redacted], July 28, 2015,
https://oig.hhs.gov/fraud/docs/advisoryopinions/2015/AdvOpn1
5-10.pdf (Accessed 8/12/26), p. 4-5; “United States of America
v. Greber” 760 F.2d 68, 69 (3d Cir., 1985).

5 “Patient Protection and Affordable Care Act” Pub. L. No. 111-
148, §§ 6402, 10606, 124 Stat. 119, 759, 1008 (March 23, 2010).

6 “Health Care Fraud and Abuse Laws Affecting Medicare and
Medicaid: An Overview” By Jennifer A. Staman, Congressional
Research Service, September 8, 2014,
https://www.fas.org/sgp/crs/misc/RS22743.pdf (Accessed
8/12/26), p. 5.

7 “Health Care Reform: Substantial Fraud and Abuse and Program
Integrity Measures Enacted” McDermott Will & Emery, April
12, 2010, p. 3; “Patient Protection and Affordable Care Act”
Pub. L. No. 111-148, § 6402, 124 Stat. 119, 759 (March 23,
2010).

8  “Criminal Penalties for Acts Involving Federal Health Care
Programs” 42 U.S.C. § 1320a-7b(b)(1); “Civil Monetary

©OHEALTH CAPITAL CONSULTANTS

and new permanent exceptions for value-based
arrangements.?” The value-based exceptions protect full
financial risk arrangements, arrangements in which the
physician assumes meaningful downside financial risk,
and arrangements at any level of risk, the last of which is
intended to encourage participation by physicians
assuming only upside risk.?®

Fraud & Abuse Enforcement

Enforcement activity illustrates the fraud and abuse risks
to neurology arrangements. In July 2021, an
electroencephalography testing company and its private
investment firm manager paid $15.3 million to resolve
allegations that the company induced referrals by
furnishing free electroencephalogram (EEG) test-
interpretation reports, which allowed non-neurologist
physicians to bill Medicare as though they had personally
interpreted the studies.”” In December 2024, an
intraoperative neuromonitoring company, its founder,
and a referring neurosurgeon paid a combined $2.008
million to resolve allegations that remuneration was
routed to the surgeon through a joint venture in exchange
for ordering neuromonitoring services.® Both matters
proceeded under the AKS and the FCA rather than the
Stark Law and both turned on remuneration flowing to a
referral source outside any applicable safe harbor.

The regulatory framework governing neurology service
arrangements is extensive, and the penalties for
noncompliance are severe. The AKS, the Stark Law, and
the FCA collectively create substantial exposure for
providers. Central to compliance with many exceptions
and safe harbors is the requirement that compensation not
exceed Fair Market Value and be commercially
reasonable. The fourth and final installment of this series
will examine the technological environment, including
health information technology, telehealth delivery
systems, and artificial intelligence in neurology.
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