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Two recent court actions may serve as harbingers for the 

future of healthcare fraud and abuse laws. In September 

2024, a federal judge in the Southern District of West 

Virginia ordered parties in a qui tam False Claims Act 

and Stark Law case to brief the court on the implications 

of Loper Bright Enterprises v. Raimondo on the 

interpretation of the Stark Law to the case at hand. 1 That 

same month, a federal judge in the Middle District of 

Florida dismissed a qui tam lawsuit on a novel theory that 

the False Claims Act’s whistleblower provisions are 

unconstitutional. This Health Capital Topics article 

discusses these cases and the potential impact on federal 

fraud and abuse laws.  

The Stark Law prohibits physicians from referring 

Medicare patients to entities (such as hospitals) with 

which the physicians or their family members have a 

direct or indirect financial relationship for the provision 

of designated health services (DHS).2 DHS include, but 

are not limited to, the following: 

(1) Inpatient and outpatient hospital services; 

(2) Radiology and certain other imaging services; 

(3) Radiation therapy services and supplies; 

(4) Certain therapy services, such as physical therapy; 

(5) Durable medical equipment; and, 

(6) Outpatient prescription drugs.3 

Under the Stark Law, financial relationships include 

ownership interests through equity, debt, other means, 

and ownership interests in entities also have an 

ownership interest in the entity that provides DHS.4 

Additionally, financial relationships include 

compensation arrangements, which are defined as 

arrangements between physicians and entities involving 

any remuneration, directly or indirectly, in cash or in 

kind.5  

On its face, the Stark Law may prohibit legitimate 

business arrangements.  However, the law contains a 

large number of exceptions, which describe ownership 

interests, compensation arrangements, and forms of 

remuneration to which the Stark Law does not apply.6 An 

arrangement must fully fall within one of the exceptions 

in order to be shielded from enforcement of the Stark 

Law.7 Notably, “the Stark Law statutory framework is 

relatively skeletal and its application to many common 

situations is ambiguous.”8 Therefore, parties must rely on 

the “extensive, complex” regulations that have been 

developed over the past three decades to provide 

guidance and clarify those ambiguities.9 

Civil penalties under the Stark Law include overpayment 

or refund obligations, a potential civil monetary penalty 

of $15,000 for each service, plus treble damages, and 

exclusion from Medicare and Medicaid programs.10  

Further, violation of the Stark Law can also trigger a 

violation of the False Claims Act (FCA), which prohibits 

any person from knowingly submitting, or causing to 

submit, false claims to the government.11 FCA violators 

are liable for treble damages (i.e., “three times the 

government damages”), as well as a monetary penalty 

linked to inflation.12 Not only does the FCA give the U.S. 

government the ability to pursue fraud, it also enables 

private citizens to file suit on behalf of the federal 

government through what is known as a “qui tam,” 

“whistleblower,”  or “relator” suit.13 Notably, Congress 

increased incentives for whistleblowers in 1986, 

significantly increasing the number of qui tam suits 

brought each year.14 Both of the lawsuits noted above 

were originally filed under the qui tam provisions of the 

FCA, but in both cases, the government ultimately 

decided not to intervene.  

On June 28, 2024, the U.S. Supreme Court issued a 

seismic decision explicitly overruling the “Chevron 

doctrine.”15 Under this doctrine, more commonly 

referred to as Chevron deference, courts were mandated 

to defer to a federal agency’s interpretation of an 

ambiguous federal statute as long as it was reasonable.16 

However, the June 2024 ruling in Loper Bright 

Enterprises v. Raimondo (Loper Bright) has shifted the 

authority to interpret statutes and regulations to the 

courts, and placed significantly more scrutiny on 

executive agencies such as the Department of Health and 

Human Services (HHS) and their ability to implement 

omnibus laws passed by Congress.17 In its decision, the 

Court stated that courts must determine a statute’s “best 

reading,” i.e., the “statute’s meaning ‘at the time of 

enactment” and…‘the reading the court would have 

reached if no agency were involved.’”18 

The question of when and how the Loper Bright decision 

will affect courts’ interpretation of fraud and abuse laws 

will first be answered by parties in United States ex rel. 

Kyer v. Thomas Health System, Inc. (Kyer). An FCA case 

brought in the Southern District of West Virginia by a 

former nurse for the defendant health system broadly 

alleges that various direct and indirect physician 

compensation arrangements violated the Stark Law and 

Anti-Kickback Statute, giving rise to FCA liability.19 

After the Department of Justice (DOJ) declined to 
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intervene for the time being (but reserved its “right to 

intervene for cause at a later time”), the relator filed her 

amended complaint and the defendants filed a motion to 

dismiss the case – all of which pleadings were filed prior 

to the Loper Bright decision.20 On September 12, 2024, 

the federal district judge ordered the parties to brief the 

effect of Loper Bright, if any, on the relator’s Stark Law 

claim, as both the amended complaint and the motion to 

dismiss “rely heavily” on Stark regulations.21 The judge 

noted that “the Stark Law has grown complex, nuanced, 

and reliant on agency regulation to define key terms and 

safe harbors,” and “under Chevron, federal courts could 

wade through Stark Law claims by deferring and 

defaulting to an agency’s interpretation.”22 However, 

Loper Bright has made such deference unacceptable. In 

order to assess the relator’s claims and rule on the motion 

to dismiss, the court must determine “the contours of the 

[Stark] statute…without blindly deferring to any agency 

interpretation.”23 

In response to the judge’s order, both parties argued 

similarly – that the relator’s Stark Law claim can be 

decided without deferring to an agency interpretation of 

the law – but for different reasons. The relator argues that 

the amended complaint does not challenge an agency 

action, so Loper Bright would not be implicated at this 

stage. Further, the relator asserts that the amended 

complaint sufficiently alleges that the defendants had a 

compensation arrangement involving remuneration with 

physicians, the exact action policed by the plain language 

of the Stark Law statute.24 On the other hand, the 

defendants argue that “[t]his Court can determine – from 

the Stark Law itself – that relator has not stated a claim 

upon which relief may be granted.”25 

Meanwhile, on September 30, 2024 a judge in the Middle 

District of Florida dismissed an FCA whistleblower case. 

In United States ex rel. Zafirov v. Florida Medical 

Associates, LLC, a former physician of the defendant 

medical practice alleged that the defendant had 

misrepresented patient diagnoses to Medicare in seeking 

reimbursement (i.e., they filed false claims). Notably, the 

DOJ declined to intervene in the case. Subsequently, the 

defendants moved for a judgment on the pleadings.26 In 

its motion, the defendants argued in part that the FCA’s 

“qui tam provisions empower relators to act as officers of 

the United States without being duly appointed, violating 

the Appointments Clause of Article II of the U.S. 

Constitution.”27 The judge agreed, reasoning that relators 

are Officers of the United States (as defined by the 

constitution and the Supreme Court) because they 

“possess[] civil enforcement authority on behalf of the 

United States…and the position mirrors the role of a bank 

receiver or special prosecutor in its duration and non-

personal nature.” Because the relators are Officers 

occupying a continuing position established by law, they 

are consequently subject to the constitution’s 

Appointments Clause.28 While this is the first federal 

court decision finding the FCA qui tam provisions 

unconstitutional,29 it is not a wholly novel concept or 

argument. First, although the FCA was enacted over 160 

years ago during the Civil War, “the widespread use of 

the FCA qui tam provision appears to be of relatively 

modern vintage.”30 Second, the arguments utilized in the 

defendants’ motion and the court’s decision echo a U.S. 

Supreme Court dissent issued in 2023. In US ex rel. 

Polansky v. Executive Health Resources Inc., Justice 

Thomas questioned the constitutionality of the FCA’s qui 

tam provision: “There are substantial arguments that the 

qui tam device is inconsistent with Article II and that 

private relators may not represent the interests of the 

United States in litigation.”31 Justices Kavanaugh and 

Barrett concurred, indicating that at least three Supreme 

Court justices may be open to visiting the circuit split that 

now exists as a result of the ruling of Judge Kathryn 

Kimball Mizelle who, notably, clerked for Justice 

Thomas.32 In fact, Judge Mizelle’s decision breaks from 

a number of other federal circuits.33 It is expected that the 

decision will be appealed to the Eleventh Circuit. 

By themselves, either of these cases are groundbreaking 

news, representing a significant potential change in the 

interpretation, and adjudication, of fraud and abuse laws. 

Taken together, however, these cases could be the 

harbingers of paradigm shifts in federal fraud and abuse 

enforcement. Over 75% of all FCA cases are brought by 

relators, and in approximately 10% of those cases, the 

government declines to intervene.34 If the Supreme Court 

ultimately ruled the FCA’s qui tam provision to be 

unconstitutional, those cases would likely never be 

adjudicated; while the federal government could 

potentially choose to stay on those cases in which it might 

otherwise have declined to intervene, resource 

constraints render that option improbable. The impact of 

Loper Bright on Stark and other complex federal 

healthcare laws reliant on agency regulation is yet 

unknown. But Judge Joseph Goodwin of the Southern 

District of West Virginia rightly forecasts that 

“[i]nevitably, Loper Bright will begin to ripple through 

the Stark Regulations. The only question for courts is 

when and how.”35 Certainly, the burden placed on the 

government if every case involving the Stark Law must 

rest upon a complete de novo consideration of the 

regulations implicated in the case could force the DOJ to 

reduce its workload. In other words, depending on the 

ultimate outcome of these cases, these potential trends 

could ultimately result in reduced regulatory 

enforcement.  
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