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EKRA Heats Up: What U.S. 
Laboratories and Investors 
Need to Know
Jennifer Csik Hutchens, Mara Cusker Gonzalez, Sozi Pedro Tulante, 
Clare Putnam Pozos, and Lindsay N. Zanello*

In this article, the authors explain that while the U.S. federal government 
continues to prioritize healthcare fraud enforcement, the year also brought 
the first appellate ruling involving the Eliminating Kickbacks in Recovery Act, 
which scrutinized certain referral practices by a medical testing laboratory.

Healthcare fraud enforcement remains a top priority of the 
current Trump administration, with federal agencies ramping up 
efforts around healthcare fraud and abuse. Notable recent develop-
ments include:

	■ In May 2025, the U.S. Department of Justice (DOJ) unveiled 
its White-Collar Enforcement Plan, noting, among other 
things, the continued investigation and prosecution of 
healthcare fraud.1

	■ In June 2025, the DOJ and other federal agencies reported 
that the 2025 National Health Care Fraud Takedown 
brought charges against 324 defendants linked to over 
$14.6 billion in alleged fraud schemes, marking one of the 
largest crackdowns in recent years.2 Prosecutions involv-
ing the federal Eliminating Kickbacks in Recovery Act 
(EKRA)3 were included among the charges.

	■ In July 2025, the DOJ and the U.S. Department of Health 
and Human Services (HHS) reinvigorated the DOJ-HHS 
False Claims Act Working Group, signaling a renewed 
commitment to tackling issues like drug pricing and ser-
vice fee arrangements, kickbacks, and materially defective 
medical devices, with an emphasis on collaboration among 
federal agencies and targeted enforcement.4

The focus on healthcare fraud enforcement by federal agen-
cies marks a salient time for private equity, strategics, and other 



108	 The Journal of Federal Agency Action	 [4:107

investors in the healthcare sector—one that rewards informed, 
proactive engagement. Recent False Claims Act (FCA)5 matters 
show that investors with direct operational involvement and actual 
knowledge of portfolio company misconduct can face increased 
scrutiny and lawsuits.6 Even absent direct knowledge, enforce-
ment activity at a portfolio company can have downstream effects 
for investors, such as reputational harm, legal costs, and financial 
losses. But with thoughtful structuring, targeted diligence, and 
proper compliance oversight, investors can pursue opportunities 
with confidence.

The U.S. Government’s Approach to 
Anti‑Kickback Enforcement

Because the federal government remains focused on investi-
gating and prosecuting kickbacks in healthcare, laboratories and 
investors should be familiar with the robust set of tools used by 
the DOJ, including the FCA, the federal Anti-Kickback Statute 
(AKS),7 and EKRA. The FCA, enacted in 1863, holds individuals 
and companies liable for knowingly defrauding the government by 
submitting false claims for payment. The AKS, adopted as part of 
the Social Security Amendments of 1972, prohibits remuneration 
intended to induce services covered by federal healthcare programs 
and has long been a cornerstone of enforcement. AKS violations can 
also give rise to FCA claims. During the past five years, EKRA has 
become part of the DOJ’s toolkit for scrutinizing certain referral 
practices in healthcare, with a particular focus on medical testing 
laboratories, clinical treatment facilities, and recovery homes.

EKRA: Evolving Enforcement Landscape

Enacted in 2018 as part of the Substance Use-Disorder Preven-
tion that Promotes Opioid Recovery and Treatment for Patients 
and Communities Act (SUPPORT Act), EKRA prohibits the 
knowing and willful solicitation, receipt, or payment of kickbacks 
in exchange for referrals to recovery homes, clinical treatment 
facilities, or medical testing laboratories, regardless of whether the 
services are reimbursed by federal healthcare programs or private 
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payors.8 This broad scope distinguishes EKRA from AKS, which 
is limited to federal healthcare programs.

Violations of EKRA carry significant penalties, including up to 
10 years in prison and fines of up to $200,000 per violation. EKRA 
has safe harbor provisions regarding payments to employees or 
independent contractors, but they are more limited in scope than 
AKS’s safe harbors.9 In particular, EKRA currently recognizes seven 
statutory safe harbors and no regulatory safe harbors. The safe har-
bors cover properly disclosed price discounts, non-referral-based 
employee compensation, Part D drug discounts, AKS-compliant 
personal services payments, nonroutine coinsurance/copay waiv-
ers, payments to federally qualified health centers, and payments 
under defined or approved alternative payment models. The statute 
also includes a “preemption” provision stating that EKRA does “not 
apply to conduct that is prohibited” under AKS.10 On the other 
hand, conduct protected by an AKS safe harbor (and not included in 
the safe harbor provisions of EKRA) could be subject to EKRA. For 
example, AKS broadly protects payments to bona fide employees, 
whereas EKRA’s employment safe harbor is narrower and imposes 
additional conditions, protecting only compensation that does not 
vary with referral volume, making some arrangements that are 
protected under AKS potentially risky under EKRA.

Although EKRA was initially enacted to help combat the opioid 
abuse crisis, recent cases signal that the DOJ is broadening EKRA 
enforcement beyond the opioid and addiction treatment space to 
a broader area of diagnostic testing and laboratory activities. For 
example, in 2021, the owner and operator of a diagnostic testing 
laboratory in Louisiana enrolled in federal and private health-
care benefit programs was charged with AKS, EKRA, and other 
healthcare-related violations for soliciting and accepting kickbacks 
in return for urine specimen referrals for medically unnecessary 
testing and offering to pay kickbacks for COVID-19 and respira-
tory pathogen testing referrals.11

Despite being in effect since 2018, case law interpreting EKRA 
remains limited, likely because of its narrower scope, overlap with 
the better-established AKS, and initial legal uncertainty. However, 
prosecutions have begun to increase. Importantly, a recent deci-
sion by the U.S. Court of Appeals for the Ninth Circuit decision 
has provided greater clarity on the law. 
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Key Takeaways from the Ninth Circuit’s Decision 
In Schena

In United States v. Schena,12 the Ninth Circuit became the first 
appellate court to address the reach of EKRA. The decision marks 
a significant step in defining EKRA’s boundaries and enforcement 
standards, including as they relate to the dynamics between test-
ing laboratories and their marketing and sales teams. In particular, 
the decision offers useful guidance to laboratories on how sales, 
marketing, and referral arrangements will be evaluated, and labo-
ratories and investors should consider EKRA safe harbors when 
structuring compensation arrangements.

The Ninth Circuit upheld the conviction of Mark Schena, a 
laboratory executive and operator of a medical testing laboratory, 
on nine counts of healthcare and securities fraud, including two 
EKRA violations based on commission-based payments to market-
ing agents tied to referred testing revenue and misleading claims 
promoting allergy and COVID-19 antibody tests and bundled 
offerings.13 Schena received a 96-month sentence and was ordered 
to pay more than $24 million in restitution.14

Notably, the court clarified that EKRA applies not only to 
healthcare providers but also to marketers involved in illegal refer-
ral schemes even without direct patient contact.15 The court drew 
on AKS case law to interpret EKRA, signaling that established 
principles under the AKS may inform EKRA enforcement.16 Impor-
tantly, the court held that percentage-based compensation is not a 
per se violation of EKRA, underscoring the need for a fact-specific 
analysis in each case.17 Although undefined in the statute, the court 
clarified that “the term ‘induce’ connotes not mere causation, but 
wrongful causation,” and requires “undue influence” as opposed 
to just “influence” or encouragement.18

The court left it to future cases “to give content to the specific 
circumstances in which payments to a marketing agent reflect a 
wrongful effort to unduly influence the decisions of doctors and 
medical professionals making referrals,” but suggested that “com-
panies and marketing agents seeking to steer clear of EKRA may 
consider whether it is preferable to structure their compensation 
arrangements in accordance with [EKRA’s] safe harbor.”19 While 
Schena is binding only on the district courts within the Ninth Cir-
cuit, courts in other jurisdictions may find this decision persuasive.
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EKRA Considerations for Laboratories and 
Investors

As the government continues to prioritize healthcare fraud 
investigations, we may see more cases addressing EKRA’s bound-
aries, including in connection with laboratories, particularly as 
the DOJ and other federal agencies broaden EKRA prosecutions 
beyond addiction treatment.

Given the Ninth Circuit’s guidance in Schena, to mitigate risk, 
companies should consider:

	■ Proactively reviewing their compensation structures and 
marketing materials;

	■ Aligning compensation and referral arrangements with 
EKRA’s safe harbor provisions; and

	■ Adopting more robust compliance programs to address poten-
tial vulnerabilities in referral and payment arrangements.

Similarly, private equity firms, strategics, and other investors 
in laboratories should:

	■ Conduct thorough due diligence on targets and portfolio 
companies;

	■ Assess laboratories’ compliance with EKRA and other 
healthcare statutes; and

	■ Establish oversight mechanisms to reduce exposure to 
regulatory enforcement and liability.
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