
 

 

 
 
 
 
December 31, 2019 
 
 
Seema Verma 
Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Service 
Attention: CMS-1720-P  
P.O. Box 8013 
Baltimore, MD 21244-1850 
 
RE: CMS–1720–P Proposed Rule—Modernizing and Clarifying the Physician Self-Referral 
Regulations 
 
Dear Ms. Verma: 
 
On behalf of the Missouri Hospital Association and its 141 member hospitals, thank you for the 
opportunity to comment on the Centers for Medicare & Medicaid Services’ (CMS) proposed rule 
on Stark Law reforms to enable value-based arrangements and reduce other regulatory burdens.  
 
As health care has changed, our members are working to deliver more value-based care to 
patients. The Stark Law has been an impediment to many collaborative arrangements between 
hospitals and physicians and has prohibited the development of innovative payment 
arrangements. Therefore, we applaud CMS’s efforts to remove the effect the Stark Law has on 
innovation and the unnecessary burdens it has created as our members have attempted to 
integrate care. We also welcome the changes that will eliminate the need for CMS to grant 
targeted waivers to providers who participate in CMS-administered innovation programs. 
 
Under the proposed rule, new exceptions would be made for value-based arrangements, thereby 
allowing physicians and other health care providers to design and enter into such transactions 
without fear that legitimate activities to coordinate and improve the quality of care for patients 
and lower costs would violate the Stark Law. MHA supports the exceptions that have been 
created in response to ours and other stakeholder requests. These exceptions will allow for non-
abusive, beneficial arrangements between physicians and other health care providers. We see 
these exceptions as a major step in removing the impediments faced by our members in 
implementing value-based payment arrangements that reward providers for delivering high-
quality, cost effective care with better outcomes. 
 
For example, the new cybersecurity exception will allow providers to share data tools, which 
play an increasing role in the provision of quality care, while ensuring the privacy and security of 
patients’ medical information. The exceptions will also improve care transitions and 
coordination, as physicians will be better able to direct care along the continuum, especially in 
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rural communities, where physicians often serve in multiple roles. A hospitalist serving as the 
medical director of the nearest rehabilitation facility will be better able to assist patients in 
navigating appropriate post-acute care without fear of reprisal. 
 
Similarly, the new rule will allow providers greater latitude in collaborating and risk sharing to 
manage patients who are socio-economically disadvantaged, through the lack of insurance, 
housing and food insecurity, transportation issues and other impediments to accessing care. The 
rule paves the way for innovative solutions to resolve non-medical issues that have a substantial 
impact on patient health. 
 
Along with the American Hospital Association, we agree that the regulations should not require 
specified arrangements for carrying out value-based activities, or that only defined payment 
models be allowed protection under the new exceptions. We also encourage latitude for 
including government and/or commercial enrollees in the target patient population. As CMS 
recognizes the need for innovation within the confines of Stark, it is important that the 
regulations allow for the continued evolution of health care.  
 
We also support the framework establishing four purposes on which to base arrangements and 
allowing providers flexibility in selecting a purpose on which to focus. However, we suggest that 
“appropriately reducing costs” also include reduced costs for providers who participate in these 
arrangements. This provision should not be limited to reducing the costs of payers alone.  
 
We join others in the healthcare industry in urging CMS to find a better way to address its 
concerns regarding the definition of “target patient population.” Requiring the criteria for 
population selection to be “legitimate” creates ambiguity and likely disputes over the term’s 
meaning. We urge CMS to clearly define requirements for a target patient population and agree 
that the selection criteria for the population should be verifiable. 
 
MHA also has concerns about the “full financial risk” exception, as this would require the value-
based enterprise (VBE) to take on full financial risk from a payer for all patient care and services 
related to a targeted patient population for a period of time. If a member of the targeted 
population has knee replacement surgery and then develops breast cancer, the exception would 
arguably require the VBE to be at financial risk for the patient’s cancer care that is totally 
unrelated to the VBE’s value-based purpose. We urge that the focus be on whether the 
arrangement has full financial risk for the items and services to which the protected remuneration 
relates.  
 
We recommend a 10% threshold for the “meaningful financial risk” exception and that the 
proposed “Value-Based Arrangements” (no financial risk required) exception be finalized as 
proposed. This latter exception is the only one of the three exceptions that does not require the 
acceptance of significant risk, giving providers who may not otherwise have the capacity to 
participate in innovative payment models a viable option for moving to value-based care.  
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Additionally, we would like to see any compliance monitoring obligations specified in the rule. 
In its commentary, CMS references “implicit” compliance monitoring obligations, which creates 
ambiguity. If the intent is to create an enforceable duty, the rule should so state, especially in a 
strict liability system such as Stark. As currently stated it is not clear if an entity that discovers 
administrative errors may make its situation worse if it terminates an arrangement before the 
errors are corrected. MHA strongly encourages CMS to clarify the expectations for monitoring 
compliance in the final rule. 
 
We join industry stakeholders in recognizing the value of the clarifications provided to 
distinguish commercial reasonableness, taking into account volume or value of referrals, and fair 
market value. These are welcome changes, as substantial resources have been devoted to 
compliance efforts under this portion of the law. These clarifications will reduce barriers to 
creating effective and legitimate partnerships that further quality patient care.  
 
Finally, the proposed revisions to the definition of “designated health service” will positively 
impact the Stark analysis for certain hospital-based specialties. Clarifying that a service provided 
to an inpatient does not constitute a designated health service, and thus is not a referral if it does 
not affect the amount of Medicare’s payment to the hospital, will remove existing regulatory 
impediments to the provision of quality care.  
 
Again, we thank you for your focus on improving value for patients and providers and for your 
consideration of our comments.  
 
Sincerely,  
 
 
 
Jane Drummond 
General Counsel and Vice President of Legal Affairs 
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