
 

 

 
 
 
 
 
December 31, 2019 
 
 
Joanne Chiedi 
Acting Inspector General 
Office of Inspector General 
Department of Health and Human Service 
Cohen Building 
330 Independence Avenue, S.W., Room 5521 
Washington, DC 20201 
 
RE: OIG_0936-AA10-P Proposed Rule – Medicare and State Healthcare Programs: Fraud 
and Abuse; Revisions to Safe Harbors Under the Anti-Kickback Statute, and Civil Monetary 
Penalty Rules Regarding Beneficiary Inducements  
 
Dear Ms. Chiedi: 
 
On behalf of the Missouri Hospital Association and its 141 member hospitals, thank you for the 
opportunity to comment on the Department of Health and Human Services Office of Inspector 
General (OIG) proposed rule revising the safe harbors under the federal anti-kickback statute 
(AKS) and civil monetary penalty rules regarding beneficiary inducements.  
 
MHA appreciates the OIG’s decision to promulgate new safe harbors intended to provide 
flexibility for financial arrangements in value-based payment systems. However, MHA believes 
that OIG should broaden its proposed safe harbors to better align with the changes proposed by 
the Centers for Medicare and Medicaid Services (CMS) to the Stark rule. The AKS was enacted 
to combat overutilization of volume-based care; however emerging payment models protect 
against that by aligning clinical and economic performance as benchmarks for value. This 
alignment is diluted in the proposed AKS safe harbors that are too narrow to allow for true 
innovation. 
 
We join the American Hospital Association in recommending that the OIG create a robust safe 
harbor for non-risk value-based arrangements, similar to the model proposed by CMS in the 
proposed revisions to Stark. These arrangements foster improved care transitions through 
appropriate referrals that ensure coordinated care. Timely referrals direct patients to the 
treatments they need to manage their condition(s), improve outcomes and avoid excessive 
readmissions. These non-risk value-based arrangements are especially needed in rural areas 
where few physicians or other health care providers have the financial resources to invest in the 
infrastructure necessary for coordinated clinical care networks. Additionally, patients in rural 
areas can be disproportionately impacted due to the limited number and types of providers in 
their vicinity. 



Joanne Chiedi 
December 31, 2019 
Page 2 
 
 
 
Similar to our comments to CMS on the proposed Stark rules, MHA has concerns about the “full 
financial risk” definition. This definition 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 suggest the focus be on whether the arrangement has full financial risk for the items 
and services to which the protected remuneration relates.   
 
MHA also suggests the OIG revise its proposed safe harbor for non-risk based care coordination 
arrangements. As written, it may actually stifle the very innovative practices the OIG intends to 
enhance. By requiring physicians to share at least 15 percent of the cost of protected 
remuneration and retaining the cornerstone requirements of the current safe harbors (commercial 
reasonableness, fair market value, taking into account volume or value of referrals), the proposal 
does not alleviate the complexity of the law’s prohibitions and will continue to require providers 
to incur significant legal and consultative costs to ensure compliance with the safe harbor 
exceptions.  
 
Fewer restrictions on care coordination arrangements would significantly lessen the effects of 
social determinants of health (SDOH) by providing patients with crucial assistance as they 
navigate the health care system. The ability to coordinate treatment plans throughout the health 
care delivery system is necessary to obtain the highest value from care coordination.  Integration 
of care is most important for those patients who have complex sociodemographic characteristics 
that create barriers to access.  

The effects of SDOH are apparent. The top three SDOH codes in Missouri over the first 30 
months of ICD-10 implementation were homelessness, physical and sexual abuse, and 
unemployment. All three have a detrimental impact on health and health outcomes. 
Homeless patients have difficulty navigating the health care system and lack access to 
transportation for follow-up care. As a result, they are more likely to utilize the emergency 
department as their primary point of access to health care. Individuals with a history of 
physical and sexual abuse require trauma-informed care, which needs to be communicated 
among all providers to ensure appropriate, coordinated care planning. Employment status 
greatly limits access as individuals lack the ability to pay for follow-up care. Treatment 
modalities must be adapted through enhanced collaboration to ensure the greatest likelihood 
of success for individuals with social complexity.  

All providers along the care continuum must be free to coordinate care and care planning 
without the threat of financial reprisal, so long as overt financial conflicts of interest are 
avoided. The ability to address the social factors most likely to affect a patient’s health will 
reduce utilization, improve outcomes and moderate downstream costs. Therefore, we urge 
OIG not to distinguish between certain categories of SDOH. We also suggest removing the 
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requirements that physicians share in the risk of losses in order to participate in care coordination 
arrangements. Limiting the categories worthy of protection will invariably exclude some of the 
obstacles faced by socially complex patients in accessing and responding to care. SDOH affect 
how individuals navigate the health care system, comply with instructions or advice and respond 
to treatment. These issues and their financial impact on the health care system would be 
addressed by further reduction in regulatory burdens that prevent providers from moving to 
value-based systems of care, not by attempting to define all social determinant categories that are 
worthy of protection or placing a percentage of cost sharing requirement on physicians’ 
participation. 

In sum, MHA appreciates the OIG’s intent to remove impediments to a value-based care system 
and believes the proposed rule provides a framework for better collaboration and improved care. 
However, MHA suggests the OIG consider an AKS rule that aligns more readily with the 
exceptions proposed by CMS to the Stark rule to open the door to provider innovation and 
transformation of the health care delivery system. Again, we thank you for your consideration of 
our comments and your efforts to address these important issues.  
 
Sincerely,  
 
 
 
Jane Drummond 
General Counsel and Vice President of Legal Affairs 
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