
 
 

CMS to Review Stark Law Relevance Once Again 
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On June 25, 2018, the Centers for Medicare & Medicaid 

Services (CMS) issued a Request for Information (RFI) 

related to the regulatory burden of the physician self-

referral law (known as the Stark Law), on both providers 

and the overall healthcare industry.1 The aim of this 

request is to determine whether revision(s) of healthcare 

fraud and abuse laws is needed in order to remove any 

regulatory impediments to the accelerating shift toward 

value-based reimbursement (VBR) and coordinated care, 

and further innovation in the U.S. healthcare delivery 

system. 

Government regulators perceive many types of 

healthcare business arrangements, which in other 

industries are often seen as typical motivations in 

commercial relationships, as exhibiting the potential for 

a significant risk of fraud. For example, referral 

relationships, which in other industries are lawful and 

exhibit the potential for increased profit, may violate 

federal fraud and abuse laws, such as the Stark Law, 

when existing between healthcare providers. However, 

there is an inherent conflict between fraud and abuse laws 

and VBR, as the pursuit of VBR and coordinated care by 

providers has driven the pursuit of closer relationships 

between hospitals (that are seeking to amass the various 

specialties needed to provide a full continuum of care in 

a cost-effective manner) and physicians (who are 

experiencing tightening reimbursement at the same time 

that they are being required to heavily invest in healthcare 

information technology for quality reporting purposes), 

through various alignment strategies, e.g., practice 

acquisitions, direct employment, provider services 

agreements (PSAs), co-management, and joint venture 

arrangements.2 

One result of provider alignment in pursuit of VBR goals, 

particularly when aligning through employment 

arrangements with hospitals and health systems, may be 

that hospitals or health systems sustain practice losses.3 

This may be due to a number of reasons, including: (1) 

encountering a more adverse payor mix in a hospital 

setting; (2) needing to pay more competitive salaries to 

employed providers; and, (3) the treatment of ancillary 

services by the hospital or health system (i.e., treating 

vertically integrated physician practices as stand-alone 

economic enterprises, which, when stripped of their 

ancillary service and technical component (ASTC) 

revenue, and relying solely on professional services, i.e., 

work relative value unit [wRVU] related revenue, and 

paying physicians at FMV, are almost certain to generate 

“book financial losses”).4 Corresponding with this 

increased provider alignment, there has been enhanced 

federal, state, and local regulatory oversight regarding 

the legal permissibility of these arrangements.5 Most 

notably, there has been more intense regulatory scrutiny 

related to the Anti-Kickback Statute and the Stark Law, 

especially as these fraud and abuse laws relate to 

potential liability under the False Claims Act (FCA).6  

The 2018 CMS RFI specifically seeks input on the undue 

regulatory impact that the Stark Law has placed on VBR 

and coordinated care, and strategies to reduce this 

burden.7 This request is part of the U.S. Department of 

Health and Human Services (HHS) initiative, Regulatory 

Sprint to Coordinated Care, which is in line with their 

goal to transform the U.S. healthcare industry from a 

volume-based to a value-based reimbursement system, 

with care coordination being a key aspect of this shift.8 

The list of information sought from healthcare industry 

stakeholders is extensive, but it includes requests on 

topics involving alternative payment models (APMs), 

additional exceptions to the Stark Law to facilitate 

innovation, changes to the current provisions of Stark 

Law, changes to existing compensation formulas, and 

exceptions necessary to protect accountable care 

organizations (ACOs) and bundled payment models.9  

On July 17, 2018, the House Committee on Ways and 

Means hosted a hearing to gain insight from relevant 

stakeholders on modernizing the Stark Law to ensure a 

successful transition from volume to value-based 

Medicare reimbursement.10 Of note, HHS Deputy 

Secretary, Eric Hagan, emphasized during the hearing the 

agency’s interest in regulatory reforms for both Stark 

Law and the Anti-Kickback Statute (AKS); Hagan stated 

both laws could be stifling innovative arrangements, and 

thus, hindering better patient outcomes.11 To address this, 

HHS plans to issue a separate RFI on AKS reforms 

imminently.12  

The hearing also made apparent that HHS plans to make 

these modifications to Stark Law administratively (i.e., 

not through Congress), which it will seek to accomplish 

by creating a proposal to address the comments that CMS 

receives and other efforts to streamline coordination of 

care.13 Also, as discernable from the comments of the 

panel of healthcare professionals, the Stark Law acts as a 

barrier to innovation, specifically in implementing 

APMs; the professionals note their desire to have the 
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fraud and abuse waivers enjoyed by ACOs (which are a 

type of APM) be extended to all APMs.14 Regarding the 

panelists’ comments, panelist Michael Lappin, Chief 

Integration Officer for Advocate Aurora Health, stated 

his desire to have Congress involved in any reforms, 

specifically to define key terms such as Fair Market 

Value and other terms that would offer physicians bright-

line guidance to ensure proper compliance.15 However, 

panelist Claire Sylvia, a healthcare attorney, advised 

lawmakers to proceed with caution, because paying for 

value and/or coordinated care does not completely 

eliminate the financial motive for physicians to 

“overlook” a patient’s best interests.16 Ms. Sylvia’s 

concern is in line with that of Representative Sander 

Levin (D-MI9), who argued that this move to VBR may 

potentially weaken “important tools for protecting 

Medicare beneficiaries from inappropriate referrals and 

overutilization of care.”17 

This is not the first time that Congress has sought 

information regarding the inherent conflict between the 

shift toward VBR and the enforcement of the Stark Law. 

In December 2015,18 the U.S. Senate Finance Committee, 

along with the House Committee on Ways and Means, 

invited federal prosecutors, former CMS officials, and 

healthcare attorneys to take part in a roundtable 

discussion regarding significant potential changes to the 

Stark Law.19 These participants were asked to identify 

two main issues: “(1) changes to the Stark Law to 

implement health care reform, specifically [the Medicare 

Access and CHIP Reauthorization Act of 2015] MACRA, 

and (2) the distinction between technical and substantive 

violations.”20 Beyond these two main categories, the 

comments received by the Finance Committee addressed 

other “non-MACRA” issues; most notable among these 

topics were changes to Stark Law definitions, such as fair 

market value, taking into account the volume or value of 

referrals, and commercial reasonableness.21 On June 30, 

2016, the Committee published a white paper recapping 

the meeting, which included discussions of the two issues 

specifically identified by the Finance Committee, as well 
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This 2018 CMS RFI and hearing could be an important 

opportunity for providers and the healthcare industry to 

again express their experiences and challenges with the 

Stark Law to CMS, and has the potential to shape how 

the Stark Law (as well as the Anti-Kickback Statute) is 

implemented in the future.26 As CMS Administrator, 

Seema Verma, stated, “We are looking for information 
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