Overview. In the Final Rule revising the federal Physician Self-Referral Law (Stark Law), the Centers for
Medicare and Medicaid Services (CMS) implemented several important changes to the special rules on
compensation.

Introduction. CMS published a Final Rule in the Federal Register on December 2, 2020, overhauling the
regulations governing the federal Stark Law. These revisions include clarifying the phrase “set in
advance,” modifying the requirements for directed referrals, and providing an objective test for
determining whether compensation takes into account the volume or value of referrals. Importantly,
these changes reduce unnecessary regulatory burden on health care physicians and other providers and
suppliers, create flexibility for physicians and other providers to structure certain compensation
arrangements, and reduce confusion, consistent with many other changes in the Final Rule. These
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The referral requirement does not apply if:

I The patient expresses a preference for a different clinician, practitioner, or supplier;
f The patient’s insurer determines the clinician, practitioner, or supplier; or
I The referral is not in the patient’s best medical interests (in the physician’s judgment).

Compensation Arrangements that Take into Account the Volume or Value of Referrals or Other
Business Generated (OBG).
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DISCLAIMER: The



PRACTICE NOTE: Key implications of the new definition include the following:

f Relevant Compensation that is a fixed or flat aggregate amount, such as a guaranteed salary,
will not create an indirect compensation arrangement, regardless of whether the Relevant
Compensation is FMV or not.

f Unit-based compensation, such as a rate of compensation per work RVU, resulting in
aggregate compensation that “varies with” the number or value of the physician’s referrals
or other business generated for a down-the-chain DHS entity (because of the correlation
between the two), will only create an indirect compensation arrangement with the DHS
entity if the “individual unit of compensation” is not FMV
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