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E
liminating healthcare fraud has long been a top priority of 
the United States government. The ramifications of health-
care fraud are far reaching: (1) it depletes billions of dollars 

from Medicare and Medicaid and other government-funded 
programs; (2) it adversely impacts the provision of objective 
quality healthcare; and (3) it bilks federal and state taxpayers out 
of billions in tax dollars. Improper patient referrals, a long-
standing healthcare fraud scheme, place personal profit above 
patient care and burden the nation with enormous financial 
costs. As a result, the government has formed legions of task 
forces, whose sole purpose is to reduce and prosecute healthcare 
fraud. Emphasizing the government’s reinvigorated focus on this 
goal, Lewis Morris, the former Chief Counsel of the Depart-
ment of Health and Human Services (HHS) Office of Inspector 
General (OIG), has declared repeatedly that healthcare fraud “is a 
serious problem that demands an aggressive response.”1 

Despite this powerful and unequivocal rhetoric, the govern-
ment has yet to enforce aggressively a significant statute that 
offers perhaps the easiest means of recouping countless dollars 
lost to healthcare fraud: Section 1877 of the Social Security Act,2 
more commonly referred to as the “Stark Law.” Closer examina-
tion of enforcement litigation data reveals that the government’s 
proclamations on enforcing the Stark Law are inconsistent 
with its enforcement track record.3 Despite the lack of robust 
enforcement efforts by the government, Stark Law compliance 
continues to be an area of concern to all healthcare providers, in 
no small measure due to the success of whistleblowers utilizing 
the reinforced federal False Claims Act to litigate alleged Stark 
Law violations. To date, the majority of public Stark Law actions 
initiated, filed, decided, and settled have been pursued by 
private whistleblowers—and not initiated by the government.4 
These actions have clarified some complexities and nuances of 
the Stark Law, and likely heightened provider vigilance, thereby 
helping to deter healthcare fraud.5 The government’s reluctance 
to enforce the Stark Law given the results achieved by whistle-
blowers also raises the question: why has the government lagged 
behind the efforts of private litigants?

Stark Law Overview
Legislative History
In 1989, Congress passed legislation, known as Stark I,6 which 
precluded physicians from referring patients to clinical labora-
tories with which a physician or immediate family member had 
a financial relationship.7 Stark I was passed to address concerns 
that physicians ordered additional, and often medically unnec-
essary, laboratory tests when they stood to benefit financially. 

In 1993, as part of the Omnibus Reconciliation Act of 1993, 
Congress enacted Stark II, which greatly expanded the federal 
physician self-referral ban to apply to a total of ten categories 
of designated health services (DHS).8 Stark II was based on a 
premise similar to that of Stark I; namely, that DHS was highly 
susceptible to overutilization when the referring physician 
stood to benefit financially. 

In enacting Stark II, Congress defined prohibited physi-
cian financial relationships more broadly to include both 
direct and indirect ownership as well as investment interests 
and compensation arrangements. Underscoring the statute’s 

importance, the Stark Law was enacted, in large part, as a 
strict liability statute, requiring the lowest possible standard of 
proof for establishing a violation. Thus, proof of specific intent 
to violate the Stark Law is not required to prove liability. In 
sum, the Stark Law was intended to serve as a bright-line rule 
for prohibited referrals, thus providing the government with 
the greatest chance of meeting its burden at trial.

Congress authorized the HHS Secretary to create addi-
tional regulatory exceptions to the Stark Law, to issue advisory 
opinions, and to issue regulations interpreting the Stark Law.9 
Under the Secretary’s authority, the Centers for Medicare & 
Medicaid Services (CMS) published three phases of regulations 
interpreting the Stark Law: Phase I was issued on January 4, 
2001, and effective January 4, 2002;10 Phase II was issued on 
March 26, 2001, and effective on July 26, 2004;11 and Phase III 
was issued on September 5, 2007, and, with certain exceptions, 
effective December 4, 2007.12 Additional changes to the Stark 
Law also were implemented as part of the Fiscal Year 2009 
Medicare Inpatient Prospective Payment System13 and the 
Affordable Care Act.14 CMS’ interpretation of the Stark Law 
has evolved with each phase of regulations. 

Prohibited Conduct
The Stark Law prohibits a physician from making referrals 
for certain DHS payable by Medicare or Medicaid to an entity 
with which he or she (or an immediate family member) has a 
financial relationship (ownership or compensation), unless an 
enumerated exception applies.15 The Stark Law also prohibits 
the submission, or causing the submission, of claims for 
DHS that are furnished as a result of a prohibited referral.16 
Compliance with the Stark Law is a prerequisite for payment 
of all Medicare claims. Accordingly, amounts paid on claims 
submitted to Medicare based on prohibited referrals are 
improper overpayments. The Stark Law’s breadth reaches any 
financial relationship between a referring physician and an 
entity furnishing DHS—even if the relationship itself is wholly 
unrelated to the DHS payable by Medicare or Medicaid. The 
financial relationship, moreover, may be direct or indirect. The 
Stark Law essentially includes all possible financial relation-
ships. Of course, not every Stark Law violation requires any 
type of enforcement action or should be the focus of litigation.

Violations of the Stark Law can result in significant 
civil penalties. These penalties include civil fines of up to 
$100,000 for a circumvention scheme, a penalty for each claim 
submitted for services provided pursuant to a prohibited 
referral, the denial of payment for DHS rendered, and the 
refund of all payments made for DHS provided in violation 
of the Stark Law. Providers, moreover, may be excluded from 
federal healthcare programs for violating the Stark Law. 

Government Enforcement of the Stark Law
CMS is primarily responsible for enforcing the Stark Law. CMS 
also is responsible for issuing guidance and advisory opinions. 
While advisory opinions provide CMS with an opportunity to 
further clarify the Stark Law, the agency has issued only nine 
advisory opinions between 1998 and 2012, and most of those 
related to the limited issue of physician-owned hospitals. Suffice 
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it to say, CMS has adopted a conservative approach to its enforce-
ment obligations. Considering its current responsibilities, CMS 
arguably lacks the resources to enforce the Stark Law more 
aggressively, which could explain why it seems to have assumed a 
more reactive, rather than proactive, enforcement posture. 

Most recently, Congress included a provision in the 
Affordable Care Act that specifically requires the Secretary 
to establish a self-disclosure protocol to allow providers to 
self-disclose actual or potential violations of the Stark Law.17 
While requiring CMS to undertake a greater role in addressing 
disclosed violations, the self-disclosure protocol nonetheless 
allows CMS to remain in a mostly reactive posture. 

Although it is the primary agency responsible for enforcing 
the Stark Law, CMS has not appeared to investigate vigorously or 
refer cases to other government agencies for enforcement. This 
approach has resulted in little government-initiated enforcement 
litigation. Instead, qui tam relators have been the primary drivers 
of Stark enforcement actions for better and, at times, for worse. 

In addition to CMS, the OIG is authorized to seek civil 
monetary penalties and exclusion of providers from participa-
tion in federal healthcare programs for Stark Law violations. 
The OIG also investigates suspected fraud and routinely refers 
cases to the U.S. Department of Justice (DOJ) for criminal 
or civil actions. The DOJ, with the assistance of the Federal 
Bureau of Investigation, has authority to investigate and 
prosecute violations of the Stark Law if such violations are in 
conjunction with violations of the Anti-Kickback Statute or 
the False Claims Act. For practical reasons, however, it seems 
the DOJ often follows its client CMS’ less-aggressive lead with 
respect to Stark Law enforcement.18 

The Federal False Claims Act Overview
The Federal False Claims Act (FCA)19 provides the government 
with a powerful tool for combating fraud, abuse, and waste of 
government funds. Since the FCA was amended in 1986, over 
$34 billion has been recovered under the statute.20 In the last 
two decades, the number of FCA actions filed has increased 
significantly. For instance, in 1988, only 43 FCA actions were 
filed. In 2011, however, approximately 638 actions were filed, of 
which 417 were healthcare-related.21 Indeed, nearly 75% of all 
FCA recoveries have come from healthcare cases, amounting 
to $15.8 billion.22 Moreover, 18 of the top 20 FCA recoveries are 
from healthcare cases.23 The federal government is recovering 
$15 for every $1 invested in FCA healthcare investigations and 
prosecutions.24

The Fraud Enforcement and Recovery Act of 2009 (FERA) 
and the Affordable Care Act of 2010 both included provisions 
to strengthen the FCA. These amendments expanded the scope 
of liability under the FCA and provide relators and the govern-
ment with enhanced investigative powers. 

Despite this powerful tool, the government has not utilized 
the FCA extensively to enforce the Stark Law. Whistleblowers 
have brought the vast majority of public cases alleging Stark Law 
violations, with or without government intervention, pursuant to 
the FCA’s qui tam provision,25 which permits private individuals 
to file false claims actions on behalf of the federal government. 
The FCA provides a lucrative incentive to encourage private 
individuals to pursue false claims actions, namely, the ability to 
receive a share of any recovery. The potential recovery includes 
both the Stark Law penalties and the penalties for violating the 
FCA, which are especially prohibitive.26 Astonishingly, of the 
approximately 100 published legal actions alleging, inter alia, 
violations of the Stark Law, only two cases appear to have been 
brought directly by the United States government without any 
apparent involvement of a whistleblower.27

Whistleblower Enforcement of the Stark Law
The lack of government-initiated Stark Law litigation has 
resulted in a paucity of case law interpreting the statute. Most 
of the legal advances in Stark Law jurisprudence have been 
made predominantly as a result of public whistleblower actions 
under the FCA. In addition to helping advance the law inter-
preting the statute, whistleblower actions involving Stark Law 
violations have achieved recoveries on behalf of the govern-
ment, which, in turn, has had a deterrent effect on healthcare 
fraud. Without these whistleblower actions, in many of which 
the government declined to intervene, the Stark Law, while 
admittedly complex, would remain even less defined.28

Significant Decisions
Beginning as early as the mid-1990s, whistleblowers have 
been achieving legal victories that have helped pave the way 
to establishing Stark Law violations.29 More recent decisions 
confirm that these legal advances are the result of whistle-
blower actions. In United States v. Rogan,30 the court held 
that the former owner and chief executive officer of a medical 
center caused the medical center to submit false claims to 
Medicare and Medicaid for services to patients referred by 
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physicians with whom the medical center had prohibited 
financial relationships in violation of the Stark Law and the 
Anti-Kickback Statute. The court awarded the government 
$64 million in damages and penalties. An equally significant 
victory was achieved in United States ex rel. Kosenske v. Carl-
isle HMA Inc.,31 a case in which the government declined to 
intervene, where the Third Circuit confirmed that false certi-
fication of compliance with the Stark Law is actionable under 
the FCA. It appears increasingly likely that whistleblowers and 
their counsel will pursue alleged Stark Law violations under 
the FCA even where the government declines to intervene. 

Whistleblowers continued to achieve legal success in United 
States ex rel. Singh v. Bradford Regional Medical Center,32 where 
the relators alleged that the medical center submitted false 
claims to Medicare in violation of the Stark Law and Anti-
Kickback Statute based on improper lease and compensation 
arrangements to physicians. The court denied the defendants’ 
motion for summary judgment and held that the lease and 
compensation arrangements constituted either “direct or indi-
rect” arrangements for which no exception applied.33

Most recently, in United States ex rel. Drakeford v. Tuomey 
Healthcare,34 the Fourth Circuit analyzed whether part-time 
employment agreements with physicians violated the Stark 
Law. The federal district court entered a $44 million judgment 
against Tuomey Healthcare System based on the court’s find-
ings that certain part-time employment agreements violated 
the Stark Law. The Fourth Circuit vacated the district court’s 
order, holding that it violated Tuomey’s Seventh Amendment 
right to a jury trial. In reaching its decision, the Fourth Circuit 
analyzed whether Tuomey had compensated physicians based 
on the volume or value of anticipated referrals in violation of 
the Stark Law, although the appeals court ultimately remanded 
the case for a jury to decide this issue. 

While the above decisions have advanced the legal prec-
edent on which future Stark Law actions could be based, none 
of the violations at issue in these cases seemed particularly 
complex or involved so-called technical violations of the Stark 
Law, undermining a frequent contention that the govern-
ment’s reluctance to bring enforcement actions is based on the 
complexity of the statute or concerns about its overutilization. 

Significant Stark-Related Settlements
Media attention to large whistleblower settlements also likely 
has encouraged providers to focus on Stark Law compliance, 
despite the dearth of aggressive enforcement initiatives in this 
area. In addition to the precedential decisions that have resulted 
from whistleblower actions utilizing the FCA, whistleblowers 
have negotiated significant settlements in cases alleging Stark 
Law violations. For instance, recently whistleblowers successfully 
settled an FCA claim based on the Stark Law with the Odyssey 
HealthCare for $25 million and an FCA claim based on the Stark 
Law with Christiana Care Health System for $3.3 million. 

Conclusion
Despite the government’s pronounced resolve to eliminate 
healthcare fraud, whistleblowers thus far have served as the 
primary enforcers of the Stark Law. The lack of government 

enforcement of the Stark Law—especially 
when compared to the successes achieved 
by whistleblowers—should be carefully 
re-evaluated. Indeed, the statute has the lowest 
standard of proof possible and damages for viola-
tions can be substantial. Tremendous bipartisan 
congressional effort spanning almost 20 years has gone 
into honing and expanding the Stark Law to ferret out 
multiple types of inappropriate physician self-referrals. While 
the Stark Law, in all of its permutations, remains a complex 
and intricate statute, the cases brought by whistleblowers 
largely have focused on clearly identifiable violations, and have 
recouped significant dollars lost to healthcare fraud and abuse. 
If the government were to investigate Stark Law violations 
more aggressively, and most importantly, vigorously litigate 
those cases, a 20-year-old law would achieve more significant 
recoveries to taxpayers, as well as provide a significant deter-
rent to non-compliant providers.
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