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he Eliminating Kickbacks in Recovery Act of 2018'
(“EKRA”), prohibits knowingly and willfully solic-
iting or receiving any remuneration in return for
referring a patient or patronage to a recovery home,
clinical treatment facility, or laboratory.? The statute
was designed to prevent patient brokering arrangements
that involve “taking advantage of individuals with opi-
oid use disorders and referring them to substandard or
fraudulent providers in exchange for kickbacks.”® Prior
to EKRA's enactment, no federal law existed to prohibit
these types of exploitative arrangements when the ser-
vices were reimbursed by private health insurers; thus,
EKRA - unlike the federal Anti-kickback Statute* (the
“AKS”) - applies to items and services reimbursed by
federal healthcare programs and private payors.®
EKRA specifically prohibits a person from paying or
offering any remuneration either (i) to induce a refer-
ral of an individual to a recovery home, clinical treat-
ment facility, or laboratory, or (ii) in exchange for an
individual using the services of a recovery home, clini-
cal treatment facility, or laboratory.® Each EKRA viola-
tion may result in severe penalties, including fines of
up to $200,000 and imprisonment for up to 10 years.”
EKRA includes various statutory safe harbor provi-
sions that exempt certain arrangements from its scope.®
While these arrangements might otherwise implicate
EKRA, if the requirements of the safe harbors are
met, they are not treated as violations of the statute.
There are seven statutory safe harbors that cover the
following: certain health care provider discounts, cer-
tain payments made to employees and independent
contractors, Part D drug discounts, personal services
and management contract arrangements that meet
the requirements of the AKS safe harbor, 42 C.F.R. §
1001.952(h)(5), remuneration made pursuant to an

Journal of Health Care Compliance — January-February 2026




Recent Judicial Interpretation of EKRA

alternative payment model, the good-faith
and non-routine waiver of co-pays and
co-insurance, and certain payments to
federally qualified health centers.® EKRA
contains a preemption provision that
states that it does not apply to conduct
that is prohibited by the AKS.!® However,
conduct protected by the AKS may violate
EKRA if not included in the EKRA safe
harbors.

Although EKRA has been in effect since
2018, judicial interpretation of the statute
remains limited and has resulted in vary-
ing decisions. This lack of clarity has posed
challenges for clinical laboratories and
other stakeholders seeking to implement
arrangements that would allow them to
expand patients’ access to care and keep
pace with the constantly evolving health
care industry.

Fortunately, a recent Ninth Circuit deci-
sion, United States v. Schena,* offers valu-
able guidance on how clinical laboratories
may structure arrangements to comply
with EKRA. The decision is the first appel-
late court decision to interpret EKRA
and is notable because the Ninth Circuit
aligned its interpretation of EKRA with
case law interpreting the AKS.

This article (i) discusses the facts and
holdings of Schena; (ii) examines how the
court’s reasoning aligns with other cases
addressing third-party marketing arrange-
ments under the AKS; and (iii) offers prac-
tical guidance for laboratories and other
health care providers on structuring their
arrangements to comply with EKRA.

Recent Case LAw INTERPRETING EKRA

In United States v. Schena,'? the Ninth Circuit
affirmed an EKRA conviction involving a
laboratory testing company that allegedly
engaged in various misleading tactics to
encourage health care providers to order
laboratory tests that would then be per-
formed by the testing company. The Shena
court addressed two key issues:!?
m Whether EKRA covers payments to mar-
keters designed to induce referrals, or

whether the provision is limited to pay-

ments made to persons who are doing

the actual patient referrals, most typi-
cally doctors and other medical profes-
sionals; and

m What it means to “induce a referral”'*

under EKRA in circumstances where a

party is alleged to have made payments

to a marketing agent “to induce a referral
of an individual.”

The laboratory owner in Schena
instructed the company’s marketing per-
sonnel to promote certain blood allergy
tests to physicians who were not allergists,
did not specialize in allergy testing, and
who were unfamiliar with allergy testing,
i.e., “naive doctors.”’> The marketing per-
sonnel, in turn, informed such physicians
that the blood allergy tests were “highly
accurate” and “far superior” to allergy skin
tests, even though the blood allergy tests
could only assess whether a patient had
been exposed to an allergen and could
not actually assess whether a patient pos-
sessed an allergy. The laboratory could
bill third-party payors up to $10,000 for
each full suite of tests. Further, the labora-
tory tested each patient for 120 allergens,
not because this was medically necessary,
but because the panels included that num-
ber of allergens.

Additionally, the evidence revealed that
during the COVID-19 pandemic, the labo-
ratory’s allergy testing volume substan-
tially decreased because patients stopped
seeking care related to allergies which,
therefore, resulted in a lower volume of
allergy blood tests. In response, the labo-
ratory owner instructed the company’s
marketing personnel to advertise the lab-
oratory’s COVID antibody blood test as
equal to or superior to COVID polymerase
chain reaction (“PCR”) tests, even though
the COVID antibody blood tests could only
detect COVID antibodies (and not active
COVID infections). Further, the marketing
personnel encouraged physicians to bun-
dle COVID blood tests and allergy blood
tests by falsely claiming that Dr. Anthony
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Fauci, the director of the National Institute
of Allergy and Infectious Diseases during
the COVID-19 pandemic, recommended
bundling allergy and COVID tests. The
laboratory owner also instructed mar-
keting personnel to misrepresent how
quickly the PCR tests could be resulted.
Finally, even when physicians only
ordered COVID PCR tests, the laboratory
owner instructed the laboratory’s person-
nel to run allergy tests on the specimens
as well.

At trial, one marketer testified that
the marketers “controlled” which labora-
tory the blood samples would be sent to.
Another marketer testified that the labo-
ratory’s financial incentives ensured that
marketers would “push” the blood allergy
tests and not mention the more accurate
skin tests. The marketing personnel were
compensated based on a percentage of the
revenue that they generated for the labo-
ratory based on referred testing.

As a result of this conduct, the Ninth
Circuit affirmed the laboratory owners’
convictions under EKRA and held that
EKRA covers payments to marketers
that are intended to induce referrals and
“marketing intermediaries who interface
with those who do the referrals.”!® “Under
EKRA, there is no requirement that the
payments be made to a person who inter-
faces directly with patients.”'” In reaching
this decision, the court provided addi-
tional context regarding what it means to
“induce a referral” for purposes of EKRA.
In doing so, the court relied on case law
interpreting the AKS and aligned its inter-
pretation with those cases.

First, the Ninth Circuit explained that
a person could “induce a referral” under
the meaning of EKRA by paying someone
who could in turn effect a referral (e.g., a
marketing agent), even if the person who
received the payment did not, on his own,
have the ability to order a laboratory test
or refer a patient to a treatment facility.!®
As discussed below, this interpretation
is consistent with decisions from other

courts that have interpreted what it means
to “induce a referral” under the AKS.!®

Second, however, the Ninth Circuit
explained that percentage-based compen-
sation structures, without more, would not
“induce a referral” in violation of EKRA.?°
Rather, to induce a referral, an arrange-
ment must involve undue influence, i.e.,
an intent to exercise influence over the
reason or judgment of another in an effort
to cause the referral of federal health
care program business. The Schena court
relied on its holding in Hanlester Network
v. Shalala®* and explained that:

[tjo induce...connotes an intent
to exercise influence over the rea-
son or judgment of another in an
effort to cause the referral of pro-
gram-related business.?” Such con-
duct is not merely influence; we
understand Hanlester, based on the
facts of the case, to require undue
influence.?

Thus, according to the Ninth Circuit,
in the context of EKRA, “induce” contem-
plates not just causation, but wrongful
causation.

INTENT TO INDUCE REFERRALS UNDER THE
FeperAL ANTI-KICKBACK STATUTE

The Ninth Circuit’s interpretation of EKRA
in Schena is consistent with decisions
from other courts that determined that an
arrangement with a third party intermedi-
ary could implicate the AKS, even when
the intermediary does not have the abil-
ity to directly make a referral. Importantly,
the court confirmed that EKRA applies
not only to health care providers but also
to marketers engaged in unlawful refer-
ral schemes, even if they have no direct
contact with patients. The court’s reliance
on AKS precedence potentially informs
EKRA enforcement. The central ques-
tion is whether the third-party intermedi-
ary exerts undue influence over a health
care provider's professional judgment.
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For example, in United States v. Polin,* the
Seventh Circuit affirmed an AKS convic-
tion involving an arrangement between
a pacemaker monitoring company, the
Center for Vascular Studies (the “Center”)
and a pacemaker sales representative.
In Polin, two key personnel of the Center
offered to pay the sales representative for
each Medicare patient that the sales rep-
resentative directed to the Center. The
sales representative was in a position to
direct patients to the Center because, in his
role, he regularly worked with hospitals to
ensure that patients who received a pace-
maker were properly monitored after the
pacemaker was implanted. If a patient’s
physician decided to use a third-party ser-
vice to monitor the patient after the proce-
dure, then the sales representative would
identify a third-party monitoring vendor
to provide such services for the patient.
Importantly, the sales representative testi-
fied that, though a physician had the right
to refuse any monitoring service that he
chose, the sales representative stated that
“he had never been overruled by a physi-
cian during his fourteen year career.” 2

Under the proposed arrangement, how-
ever, the sales representative would not
receive payment if the patient or the phy-
sician declined receiving services from the
Center, the patient died before the Center
began providing monitoring services, or
if the patient was a resident of a nursing
home that already had a monitoring con-
tract with the Center.

As a result of this conduct, the key per-
sonnel were convicted by the trial court of
violating the AKS. On appeal, the defen-
dant-appellants argued, among other
things, that the arrangement did not con-
stitute a payment for a “referral” for pur-
poses of the AKS because each patient’s
physician, not the sales representative,
actually referred the patient to the Center
to receive monitoring services. The defen-
dant-appellantsarguedthatthe alleged con-
duct constituted a “recommendation” for
services because the sales representative’s

permission was not required for a patient
to receive the monitoring services. The
defendant-appellants asserted that this
distinction was important because the
charging documents tracked the lan-
guage of 42 U.S.C. § 1320a-7b(b)(2)(A)
(i.e., the AKS provision that prohibits pay-
ing for improper referrals) and not the
language of 42 U.S.C. § 1320a-7b(b)(2)(B)
(i.e., the AKS provision that prohibits pay-
ing for improper recommendations).

The Seventh Circuit rejected this argu-
ment and affirmed the AKS convictions,
explaining that the sales representative’s
conduct constituted making referrals (not
recommendations) under the meaning of
the AKS:

“We do not believe, as appellants
suggest, that 42 U.S.C. § 1320a-7b(b)
(2)(A) and (B) are two separate sub-
sections that address ‘different and
non-overlapping’ types of conduct.
Counsel for the government aptly
summarized the similarities in this
situation when he said, ‘Refer is to
recommend, is to turn over, is to
mabke a selection, is to give the busi-
ness_away; and that’s what Mac
[sic] Haberkorn was in the posi-
tion to do’ The evidence bears this
out. Once it was decided that the
patient would be sent to an outside
service for monitoring, Haberkorn
would suggest [the Center] or a sim-
ilar service to the physician. Never
in his fourteen year career was
Haberkorn'’s suggestion rebuked by
a physician. Indeed, after his rec-
ommendation was made, he would
call [the Center] and arrange for
the patient’s follow-up himself. Of
course, [the Center] would have
to_receive the physician’s autho-
vization beforve commencing ser-
vice, but that permission seemed
to be more of a formality or rub-
ber _stamping of Haberkorn’s

referval ."?®
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Similar to Polin, there are several Fifth
Circuit cases that have determined that
an arrangement with a third party inter-
mediary that exercises undue influence
over a health care provider’s professional
decision-making could implicate the AKS,
even when the intermediary does not have
the ability to make a referral on its own.
For example, in United States v. Marchetti,?’
the Fifth Circuit affirmed an AKS convic-
tion related to an arrangement in which
Vantari Genetics LLC, a medical labora-
tory specializing in pharmacogenetic test-
ing, paid a distributor a percentage of its
revenue for each Medicare referral that it
received. The court held that while much
of the conduct at issue did not implicate
the AKS, the portion of the arrangement
that involved its conduct with one of its
distributors violated the AKS because
there was evidence that the distributor
exercised control over the laboratory that
specimen would be sent to, contrary to the
directions of the ordering physicians.?

In contrast, in United States v. Miles,?
the Fifth Circuit overturned convic-
tions under the AKS involving pay-
ments that Affiliated Professional Home
Health (“APRO”), a Medicare home health
agency, made to Premier Public Relations
(“Premier”), a public relations firm. In
Miles, Premier delivered promotional
materials (e.g., literature, business cards,
and plates of cookies) to encourage local
physicians to use the services of APRO.
In exchange, Premier was paid for each
Medicare patient who became a client of
APRO.

In distinguishing the facts from Polin,
the Miles court emphasized that payments
for advertising services differ fundamen-
tally from payments for referrals to indi-
viduals who can influence health care
decisions. Specifically, the Fifth Circuit
emphasized that Premier merely sup-
plied promotional materials to physicians
describing APRO’s capabilities. Only after
a physician decided to send a patient to
APRO would the physician arrange for

Premier to send the patient’s billing infor-
mation to APRO. The Fifth Circuit stated
that “[t]here was no evidence that Premier
had any authority to act on behalf of a
physician in selecting the particular home
health care provider.”®® The Fifth Circuit
in further distinguishing Miles from Polin,
noted that in Polin the sales representa-
tives actively recommended monitoring
services to physicians, and those recom-
mendations were consistently accepted.®

Although not relied upon by the Ninth
Circuit in Shena, in an April 2025 deci-
sion, the Seventh Circuit in United States
v. Sorenson® reversed a conviction under
the AKS, finding insufficient evidence
that payments made to advertising and
marketing companies that worked with a
manufacturer to sell orthopedic braces for
Medicare patients constituted illegal kick-
backs under the AKS. The Seventh Circuit
held that the payments “were not made for
‘referring’ patients within the meaning of
the statute.”® In reaching its decision, the
court relied upon United States v. George,*
which holds that a payment is made to
induce referrals if the payee can “lever-
age fluid, informal power and influence
over healthcare decisions.”®> The court
found that the individuals and businesses
paid were advertisers and a manufacturer,
not physicians in a position to refer their
patients or other decision-makers in a
position to exercise power or influence
over healthcare decisions.

The arrangement in Sorenson was mul-
tifaceted. Sorenson owned a durable medi-
cal equipment (“DME”) distributor, SyMed
Inc., which contracted with a DME man-
ufacturer and several marketing firms.
The marketing firms published advertise-
ments for orthopedic braces for patients.
If patients responded to an advertisement
providing their names, addresses, and
doctor’s information, a sales agent would
contact the patient and obtain his or her
consent to contact their treating physi-
cians. The marketing firm would then fax
a pre-filled (but unsigned) prescription
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form to the patient’s physician. The phy-
sicians who received these prescription
forms could then choose to sign the form
and return the form to SyMed. If the
physician signed and returned the form,
then SyMed would arrange for the DME
manufacturer to ship the braces to the
patient and would then submit the claim
for reimbursement by Medicare. SyMed
paid the manufacturer 79% of the funds
reimbursed by Medicare. The manufac-
turer then paid the marketing firms based
on the number of leads they each gener-
ated. The evidence at trial demonstrated
that the physicians regularly ignored the
pre-filled prescription forms that they
received from the marketing firms (e.g.,
80% of the order forms sent by one of the
marketing firms were not returned and
the physicians regularly ignored the pre-
scription forms sent by the second mar-
keting firm).3°

In holding that Sorenson’s payments to
the manufacturer and marketing firms did
not violate the AKS, the Seventh Circuit
concluded that there was no evidence that
the entities Sorenson paid “leveraged any
sort of informal power and influence over
healthcare decisions.”” The “physicians
always had ultimate control over their
patients’ healthcare choices and applied
independent judgment in exercising that
control.”® Although the court charac-
terized Sorenson’s tactics as “aggressive
advertising efforts,” such efforts were
not equivalent to the unlawful referral of
patients.?®

It is important to note that although the
Seventh Circuit analyzed the meaning of
induce a referral under Section (b)(2)(A)
of the AKS, i.e., the AKS provision that
prohibits paying for improper referrals,
the court failed to address whether the
conduct at issue violated Section (b)(2)(B),
i.e., the AKS provision that prohibits the
payment for arranging for or recommend-
ing items or services reimbursed by fed-
eral healthcare programs. The court’s
failure to directly address whether the

conduct involved arranging or recom-
mending items or services reimbursed
by federal health care programs cautions
against relying on Sorenson to protect
similar arrangements.

IMPORTANT TAKEAWAYS

These decisions offer several key take-
aways. First, the recent cases clarify that
to “induce a referral” under both EKRA
and the AKS, the third-party intermediar-
ies’ conduct must involve undue influence.
When third-party intermediaries improp-
erly influence the medical decision-mak-
ing of the ordering/referring provider,
payments to third-party intermediaries
would induce a referral under both EKRA
and the AKS. Furthermore, within the
Ninth Circuit, a commission-based com-
pensation structure alone does not violate
EKRA if the third-party intermediary does
not exert undue influence over referrals.
Accordingly, when implementing market-
ing arrangements, clinical laboratories and
other affected stakeholders should adopt
policies and procedures that (i) minimize
the risk of improper influence on clini-
cal decision-making and (ii) ensure that
all marketing information shared with
health care providers and potential referral
sources is accurate and supported by cred-
ible evidence. Second, clinical laboratories,
treatment centers, recovery homes, and
other health care stakeholders should note
that EKRA has limited case law precedent
and that the Shena decision only has prec-
edential value for arrangements within the
Ninth Circuit’'s jurisdiction. Due to this,
clinical laboratories, treatment centers,
and recovery homes that have national
operations should continue to be mind-
ful of potential risk and structure their
arrangements to mitigate potential risk
under EKRA to account for any potential
future circuit splits regarding the interpre-
tation of these statutes. Health care stake-
holders should also monitor and evaluate
state laws that are similar to EKRA that also
implicate patient-brokering arrangements
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that involve clinical laboratories, treatment
centers, or recovery homes.*

These opinions serve as a reminder that

clinical laboratories, treatment centers,
and recovery homes should carefully scru-
tinize their compensation structures and
marketing arrangements to mitigate risk
under EKRA.
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