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SUMMARY: This final rule addresses any undue regulatory impact and burden of the physician
self-referral law. This final rule is being issued in conjunction with the Centers for Medicare &
Medicaid Services’ (CMS) Patients over Paperwork initiative and the Department of Health and
Human Services’ (the Department or HHS) Regulatory Sprint to Coordinated Care. This final
rule establishes exceptions to the physician self-referral law for certain value-based
compensation arrangements between or among physicians, providers, and suppliers. It also
establishes a new exception for certain arrangements under which a physician receives limited
remuneration for items or services actually provided by the physician; establishes a new
exception for donations of cybersecurity technology and related services; and amends the
existing exception for electronic health records (EHR) items and services. This final rule also
provides critically necessary guidance for physicians and health care providers and suppliers
whose financial relationships are governed by the physician self-referral statute and regulations.
DATES: These regulations are effective on January 19, 2021, except for amendment number 3,
which further amends section 411.352(i), which is effective January 1, 2022.
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SUPPLEMENTARY INFORMATION:
I. Background

A. Statutory and Regulatory History

Section 1877 of the Social Security Act (the Act), also known as the physician self-
referral law: (1) prohibits a physician from making referrals for certain designated health
services payable by Medicare to an entity with which he or she (or an immediate family member)
has a financial relationship, unless an exception applies; and (2) prohibits the entity from filing
claims with Medicare (or billing another individual, entity, or third party payor) for those
referred services. A financial relationship is an ownership or investment interest in the entity or
a compensation arrangement with the entity. The statute establishes a number of specific
exceptions and grants the Secretary of the Department of Health and Human Services (the
Secretary) the authority to create regulatory exceptions for financial relationships that do not
pose a risk of program or patient abuse. Section 1903(s) of the Act extends aspects of the
physician self-referral prohibitions to Medicaid. For additional information about section
1903(s) of the Act, see 66 FR 857 through 858.

This rulemaking follows a history of rulemakings related to the physician self-referral
law. The following discussion provides a chronology of our more significant and comprehensive
rulemakings; it is not an exhaustive list of all rulemakings related to the physician self-referral
law. After the passage of section 1877 of the Act, we proposed rulemakings in 1992 (related
only to referrals for clinical laboratory services) (57 FR 8588) (the 1992 proposed rule) and 1998
(addressing referrals for all designated health services) (63 FR 1659) (the 1998 proposed rule).
We finalized the proposals from the 1992 proposed rule in 1995 (60 FR 41914) (the 1995 final
rule), and issued final rules following the 1998 proposed rule in three stages. The first final
rulemaking (Phase I) was published in the Federal Register on January 4, 2001 as a final rule
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Federal Register on March 26, 2004 as an interim final rule with comment period (69 FR
16054). Due to a printing error, a portion of the Phase II preamble was omitted from the March
26, 2004 Federal Register publication. That portion of the preamble, which addressed reporting
requirements and sanctions, was published on April 6, 2004 (69 FR 17933). The third final
rulemaking (Phase III) was published in the Federal Register on September 5, 2007 as a final
rule (72 FR 51012).

In addition to Phase I, Phase II, and Phase III, we issued final regulations on August 19,
2008 in the Fiscal Year (FY) 2009 Inpatient Prospective Payment System final rule with
comment period (73 FR 48434) (the FY 2009 IPPS final rule). That rulemaking made various
revisions to the physician self-referral regulations, including: (1) revisions to the “stand in the
shoes” provisions; (2) establishment of provisions regarding the period of disallowance and
temporary noncompliance with signature requirements; (3) prohibitions on per unit of service
(“per-click”) and percentage-based compensation formulas for determining the rental charges for
office space and equipment lease arrangements; and (4) expansion of the definition of “entity.”

After passage of the Patient Protection and Affordable Care Act of 2010 (Pub. L. 111-
148) (Affordable Care Act), we issued final regulations on November 29, 2010 in the Calendar
Year (CY) 2011 Physician Fee Schedule (PFS) final rule with comment period that codified a
disclosure requirement established by the Affordable Care Act for the in-office ancillary services
exception (75 FR 73443). We also issued final regulations on November 24, 2010 in the CY
2011 Outpatient Prospective Payment System (OPPS) final rule with comment period (75 FR
71800), on November 30, 2011 in the CY 2012 OPPS final rule with comment period (76 FR
74122), and on November 10, 2014 in the CY 2015 OPPS final rule with comment period (79
FR 66987) that established or revised certain regulatory provisions concerning physician-owned
hospitals to codify and interpret the Affordable Care Act’s revisions to section 1877 of the Act.
On November 16, 2015, in the CY 2016 PFS final rule, we issued regulations to reduce burden
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new exceptions, clarified certain provisions of the physician self-referral regulations, updated
regulations to reflect changes in terminology, and revised definitions related to physician-owned
hospitals. On November 15, 2016, we included in the CY 2017 PFS final rule, at
§411.357(a)(5)(11)(B), (b)(4)(i1)(B), (1)(3)(i1), and (p)(1)(i1)(B), requirements identical to
regulations that have been in effect since October 1, 2009 that the rental charges for the lease of
office space or equipment are not determined using a formula based on per-unit of service rental
charges, to the extent that such charges reflect services provided to patients referred by the lessor
to the lessee (81 FR 80533 through 80534).

On November 23, 2018, in our most recent substantive update, the CY 2019 PFS final
rule (83 FR 59715 through 59717), we incorporated into our regulations provisions at sections
1877(h)(1)(D) and (E) of the Act that were added by section 50404 of the Bipartisan Budget Act
of 2018 (Pub. L. 115-123). Specifically, we codified in regulations our longstanding policy that
the writing requirement in various compensation arrangement exceptions in §411.357 may be
satisfied by a collection of documents, including contemporaneous documents evidencing the
course of conduct between the parties. We also amended the special rule for temporary
noncompliance with signature requirements at §411.353(g), removing the limitation on the use of
the rule to once every 3 years with respect to the same physician and making other changes to
conform the regulatory provision to section 1877(h)(1)(E) of the Act.

B. Health Care Delivery and Payment Reform: Transition to Value-Based Care

1. The Regulatory Sprint to Coordinated Care

The Department identified the broad reach of the physician self-referral law, as well as
the Federal anti-kickback statute and beneficiary inducements civil monetary penalty (CMP) law,
sections 1128B(b) and 1128A(a)(5) of the Act, respectively, as potentially inhibiting beneficial
arrangements that would advance the transition to value-based care and the coordination of care
among providers in both the Federal and commercial sectors. Industry stakeholders informed us

that, because the consequences of noncompliance with the physician self-referral law (and the



anti-kickback statute) are so dire, providers, suppliers, and physicians may be discouraged from
entering into innovative arrangements that would improve quality outcomes, produce health
system efficiencies, and lower costs (or slow their rate of growth). To address these concerns,
and to help accelerate the transformation of the health care system into one that better pays for
value and promotes care coordination, HHS launched a Regulatory Sprint to Coordinated Care
(the Regulatory Sprint), led by the Deputy Secretary of HHS. This Regulatory Sprint aims to
remove potential regulatory barriers to care coordination and value-based care created by four
key Federal health care laws and associated regulations: (1) the physician self-referral law; (2)
the anti-kickback statute; (3) the Health Insurance Portability and Accountability Act of 1996
(Pub. L. 104-191) (HIPAA); and (4) the rules under 42 CFR part 2 related to opioid and
substance use disorder treatment. Through the Regulatory Sprint, HHS aims to encourage and
improve—

» A patient’s ability to understand treatment plans and make empowered decisions;

* Providers’ alignment on an end-to-end treatment approach (that is, coordination among
providers along the patient’s full care journey);

* Incentives for providers to coordinate, collaborate, and provide patients with tools to be
more involved; and

* Information-sharing among providers, facilities, and other stakeholders in a manner
that facilitates efficient care while preserving and protecting patient access to data.

The Department believes that the realization of these goals would meaningfully improve
the quality of care received by all American patients. As part of the Regulatory Sprint, CMS, the
HHS Office of Inspector General (OIG), and the HHS Office for Civil Rights (OCR) each issued
requests for information to solicit comments that may help to inform the Department’s approach
to achieving the goals of the Regulatory Sprint (83 FR 29524, 83 FR 43607, and 83 FR 64302,

respectively). We discuss our request for information in this section of this final rule.



2. Policy Considerations and Other Information Relevant to the Development of this Final Rule
a. Medicare Payment was Volume-Based when the Physician Self-Referral Statute was Enacted

When the physician self-referral statute was enacted in 1989, under traditional fee-for-
service (FFS) Medicare (that is, Parts A and B), the vast majority of covered services were paid
based on volume. Although some services were “bundled” into a single payment, such as
inpatient hospital services that were paid on the basis of the diagnosis-related group (DRG) that
corresponded to the patient’s diagnosis and the services provided (known as the Hospital
Inpatient Prospective Payment System, or IPPS), in general, Medicare made a payment each time
a provider or supplier furnished a service to a beneficiary. Thus, the more services a provider or
supplier furnished, the more Medicare payments it would receive. Importantly, these bundled
payments typically covered services furnished by a single provider or supplier, directly or by
contract; payments were not bundled across multiple providers, with each billing independently.
This volume-based reimbursement system continues to apply under traditional Medicare to both
services paid under a prospective payment system (PPS) and services paid under a retrospective
FFS system.

As described in this final rule, the physician self-referral statute was enacted to address
concerns that arose in Medicare’s volume-based reimbursement system where the more
designated health services that a physician ordered, the more payments Medicare would make to
the entity that furnished the designated health services. If the referring physician had an
ownership or investment interest in the entity furnishing the designated health services, he or she
could increase the entity’s revenue by referring patients for more or higher value services,
potentially increasing the profit distributions tied to the physician’s ownership interest.
Similarly, a physician who had a service or other compensation arrangement with an entity might
increase his or her aggregate compensation if he or she made referrals that resulted in more
Medicare payments to the entity. The physician self-referral statute was enacted to combat the

potential that financial self-interest would affect a physician’s medical decision making and



ensure that patients have options for quality care. The law’s prohibitions were intended to
prevent a patient from being referred for services that are not needed or steered to less
convenient, lower quality, or more expensive health care providers because the patient’s
physician may improve his or her financial standing through those referrals. This statutory
structure was designed for and made sense in Medicare’s then-largely volume-based
reimbursement system.

b. The Medicare Shared Savings Program, the Center for Medicare and Medicaid Innovation,
and Medicare’s Transition to Value-Based Payment

Since the enactment of the physician self-referral statute in 1989, significant changes in
the delivery of health care services and the payment for such services have occurred, both within
the Medicare and Medicaid programs and for non-Federal payors and patients. For some time,
CMS has engaged in efforts to align payment under the Medicare program with the quality of the
care provided to our beneficiaries. Laws such as the Medicare Prescription Drug, Improvement,
and Modernization Act of 2003 (Pub. L. 108-173) (MMA), the Deficit Reduction Act of 2005
(Pub. L. 109-171) (DRA), and the Medicare Improvements for Patients and Providers Act of
2008 (Pub. L. 110-275) (MIPPA) guided our early efforts to move toward health care delivery
and payment reform. More recently, the Affordable Care Act required significant changes to the
Medicare program’s payment systems and provides the Secretary with broad authority to test
innovative payment and service delivery models.

Section 3022 of the Affordable Care Act established the Medicare Shared Savings
Program (Shared Savings Program). The Congress created the Shared Savings Program to
promote accountability for a patient population and coordinate items and services under
Medicare Parts A and B and encourage investment in infrastructure and redesigned care
processes for high-quality and efficient service delivery. In essence, the Shared Savings
Program facilitates coordination among providers to improve the quality of care for Medicare

FFS beneficiaries and reduce unnecessary costs. Physicians, hospitals, and other eligible



providers and suppliers may participate in the Shared Savings Program by creating or
participating in an accountable care organization (ACO) that agrees to be held accountable for
the quality, cost, and experience of care of an assigned Medicare FFS beneficiary population.
ACOs that successfully meet quality and savings requirements share a percentage of the
achieved savings with Medicare. Since enactment, we have issued numerous regulations to
implement and update the Shared Savings Program. For example, in keeping with the
Secretary’s vision for achieving value-based transformation by pioneering new payment models,
in 2018, we finalized changes to the Shared Savings Program that are intended to put the
program on a path toward achieving a more measurable move to value, demonstrate savings to
the Medicare program, and promote a competitive and accountable marketplace (83 FR 67816).
Specifically, we finalized a significant redesign of the participation options available under the
Shared Savings Program to encourage ACOs to transition to two-sided risk models (in which
they may share in savings and are accountable for repaying shared losses), increase savings and
mitigate losses for the Medicare Trust Funds, and increase program integrity.!

Section 1115A of the Act, as added by section 3021 of the Affordable Care Act,
established the Center for Medicare and Medicaid Innovation (the Innovation Center) within
CMS. The purpose of the Innovation Center is to test innovative payment and service delivery
models to reduce expenditures for the care furnished to patients in the Medicare and Medicaid
programs and the Children’s Health Insurance Program (CHIP) while preserving or enhancing
the quality of that care. Using its authority in section 1115A of the Act, the Innovation Center
has tested numerous health care delivery and payment models in which providers, suppliers, and
individual practitioners participate. Most Innovation Center models generally fall into three
categories: accountable care models, episode-based payment models, and primary care

transformation models. The Innovation Center also tests initiatives targeted to the Medicaid and
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Service-Payment/sharedsavingsprogram/index.html.



CHIP population and to Medicare-Medicaid (dual eligible) enrollees, and is focused on other
initiatives to accelerate the development and testing of new payment and service delivery
models, as well as to speed the adoption of best practices.?

The Congress also granted the Secretary broad authority to waive provisions of section
1877 of the Act and certain other Federal fraud and abuse laws when he determines it is
necessary to implement the Shared Savings Program (see section 1899(f) of the Act) or test
models under the Innovation Center’s authority (see section 1115A(d)(1) of the Act).?
c. Commercial Payor and Provider-Driven Activity

Although payments made directly from a payor to a physician generally do not implicate
the physician self-referral law unless the payor is itself an entity that furnishes designated health
services, remuneration between physicians and other health care providers that provide care to a
payor’s enrolled patients (or subscribers) likely does implicate the physician self-referral law.
Commercial payors and health care providers have implemented and continue to develop
numerous innovative health care payment and care delivery models that do not include or
specifically relate to CMS. Even though the physicians and health care providers that participate
in these initiatives do not necessarily provide designated health services payable by Medicare as
part of the initiatives, financial relationships between them may nonetheless implicate the
physician self-referral law, which, in turn, may restrict referrals of Medicare patients.
d. Request for Information Regarding the Physician Self-Referral Law (CMS-1720-NC)

The Secretary identified four priorities for HHS, the first of which is transforming our
health care system into one that pays for value. Dramatically different from the system that
existed when the physician self-referral statute was enacted, a value-driven health care system

pays for outcomes rather than procedures. We believe that a successful value-based system

2 For more information about the Innovation Center’s innovative health care payment and service delivery models,
see https://innovation.cms.gov/.

3 For more information about waivers issued using these authorities and guidance documents related to specific
waivers, see https://www.cms.gov/Medicare/Fraud-and-Abuse/PhysicianSelfReferral/Fraud-and-Abuse-
Waivers.html.



requires integration and coordination among physicians and other health care providers and
suppliers. The Secretary laid out four areas of emphasis for building a system that delivers
value: (1) maximizing the promise of health information technology (IT); (2) improving
transparency in price and quality; (3) pioneering bold new models in Medicare and Medicaid;
and (4) removing government burdens that impede care coordination. (See
https://www.hhs.gov/about/leadership/secretary/priorities/index.html#value-based-healthcare.)
This final rule focuses primarily on the final two areas of emphasis for value-based
transformation—pioneering new models in Medicare and Medicaid and removing regulatory
barriers that impede care coordination.

As the Secretary and the Administrator of CMS (the Administrator) have acknowledged,
there are burdens associated with the physician self-referral regulations that may be inhibiting
health care professionals and organizations, especially with respect to care coordination. In
2017, through the annual payment rules, CMS requested comments on improvements that could
be made to the health care delivery system to reduce unnecessary burdens for clinicians, other
providers, and patients and their families. In response, commenters shared information regarding
the barriers to participation in health care delivery and payment reform efforts, both public and
private, as well as the burdens of compliance with the physician self-referral statute and
regulations. As a result of our review of these comments, and with a goal of reducing regulatory
burden and dismantling barriers to value-based care transformation while also protecting the
integrity of the Medicare program, on June 25, 2018, we published in the Federal Register a
Request for Information Regarding the Physician Self-Referral Law (the CMS RFI) seeking
recommendations and input from the public on how to address any undue impact and burden of
the physician self-referral statute and regulations (83 FR 29524).

Comments on the CMS RFI fell within five general themes. First, commenters requested
new exceptions to the physician self-referral law to protect a variety of compensation

arrangements between and among parties in CMS-sponsored alternative payment models and



also those models that are sponsored by other payors, including Federal payors. Commenters
also requested protection for care coordination arrangements, including arrangements where
entities and physicians share resources to facilitate the care of their common patients. Generally,
commenters recognized the need for appropriate safeguards in exceptions for arrangements
among parties that participate in alternative payment models. Second, commenters requested a
new exception to permit entities to donate cybersecurity technology and services to physicians.
Third, commenters provided helpful feedback on terminology and concepts critical to the
physician self-referral law, such as commercial reasonableness, fair market value, and
compensation that “takes into account” the volume or value of referrals and is “set in advance.”
Fourth, some commenters expressed concerns that new exceptions or easing current restrictions
could exacerbate overutilization and other harms. For example, some commenters indicated that
financial gain should never be permitted to influence medical decision making, and some
expressed concern that value-based payment systems drive industry consolidation and reduce
competition. Finally, a few commenters provided feedback on issues that were not specifically
discussed in the CMS RFI, such as requests to eliminate or keep the statutory restrictions for
physician-owned hospitals and requests to eliminate, expand, or limit the scope and availability
of the in-office ancillary services exception. Commenters on the CMS RFI provided valuable
information used to develop the proposals that we are finalizing in this final rule.
e. Notice of Proposed Rulemaking

In the October 17, 2019 Federal Register, we published a proposed rule (84 FR 55766)
(the proposed rule) in which we proposed a comprehensive package of reforms to modernize and
clarify the regulations that interpret the physician self-referral law. These proposed policies were
developed in support of the CMS Patients over Paperwork initiative, the Regulatory Sprint, and
based on our experience in administering the physician self-referral law, including the CMS
Voluntary Self-Referral Disclosure Protocol (SRDP). The CMS Patients over Paperwork

initiative emphasizes a commitment to removing regulatory obstacles to providers spending time



with patients. Reducing unnecessary burden generally is a shared goal of the Patients over
Paperwork initiative and the Regulatory Sprint. The Regulatory Sprint is focused specifically on
identifying regulatory requirements or prohibitions that may act as barriers to coordinated care,
assessing whether those regulatory provisions are unnecessary obstacles to coordinated care, and
issuing guidance or revising regulations to address such obstacles and, as appropriate,
encouraging and incentivizing coordinated care.

To facilitate the transition of our health care system to one that is based on value rather
than volume, we proposed new exceptions to the physician self-referral law for value-based
arrangements, along with integrally-related definitions for value-based enterprises, activities,
arrangements, and purposes, the providers and suppliers that participate in a value-based
enterprise, and the target patient population for whom the parties’ efforts are undertaken. We
also proposed new and revised policies that balance program integrity concerns against the
burden of the physician self-referral law’s referral and billing prohibitions by: providing
guidance for physicians and health care providers and suppliers whose financial relationships are
governed by the physician self-referral statute and regulations; reassessing the scope of the
statute’s reach; and establishing new exceptions for common nonabusive compensation
arrangements between physicians and the entities to which they refer Medicare beneficiaries for
designated health services.

As part of the Regulatory Sprint and also in the October 17, 2019 Federal Register, OIG
published a proposed rule under the anti-kickback statute and CMP law to address concerns
regarding provisions in those statutes that may act as barriers to coordinated care (84 FR 55694).
Because many of the compensation arrangements between parties that participate in alternative
payment models and other novel financial arrangements implicate both the physician self-referral
law and the anti-kickback statute, we coordinated closely with OIG in developing certain
provisions of our proposals. Our aim was to promote alignment across our agencies, where

appropriate, to ease the compliance burden on the regulated industry. In some cases, our



proposals were different in application or potentially more restrictive than OIG’s comparable
proposals, in recognition of the differences in statutory structures, authorities, and penalties. In
other cases, OIG’s proposals were more restrictive. In the proposed rule, we stated that, for
some arrangements, it may be appropriate for the anti-kickback statute, which is an intent-based
criminal law, to serve as “backstop” protection for arrangements that might be protected by an
exception to the strict liability physician self-referral law (84 FR 55772).

C. Application and Scope of the Physician Self-Referral Law

As we emphasized in the proposed rule, our intent in interpreting and implementing
section 1877 of the Act has always been “to interpret the [referral and billing] prohibitions
narrowly and the exceptions broadly, to the extent consistent with statutory language and intent,”
and we have not vacillated from this position (84 FR 55771; see also, 66 FR 860). Our 1998
proposed rule was informed by our review of the legislative history of section 1877 of the Act,
consultation with our law enforcement partners about their experience implementing and
enforcing the Federal fraud and abuse laws, and empirical studies of physicians’ referral patterns
and practices, which concluded that a physician’s financial relationship with an entity can affect
a physician’s medical decision making and lead to overutilization. At the time of our earliest
rulemakings, we did not have as much experience in administering the physician self-referral law
or working with our law enforcement partners on investigations and actions involving violations
of the physician self-referral law. Thus, despite our stated intention to interpret the law’s
prohibitions narrowly and the exceptions broadly, we proceeded with great caution when
designing exceptions.

Over the past decade, we have vastly expanded our knowledge of the aspects of financial
relationships that result in Medicare program or patient abuse. Our administration of the SRDP,
which has received over 1200 submissions since its inception in 2010, has provided us insight
into thousands of financial relationships—most of which were compensation arrangements—that

ran afoul of the physician self-referral law but posed little risk of Medicare program or patient



abuse. We made revisions to our regulations and shared policy clarifications in the CY 2016 and
2019 PFS rulemakings to address many issues related to the documentation requirements in the
statutory and regulatory exceptions to the physician self-referral law, but had not, until now,
addressed other requirements in the regulatory exceptions that stakeholders identified as adding
unnecessary complexity without increasing safeguards for program integrity. As described in
more detail in section II of this final rule, we are eliminating certain requirements in our
regulatory exceptions that may be unnecessary and revising existing exceptions. We are also
establishing new exceptions for nonabusive arrangements for which there is currently no
applicable exception to the physician self-referral law’s referral and billing prohibitions.

D. Purpose of the Final Rule

This final rule modernizes and clarifies the regulations that interpret the Medicare
physician self-referral law. Following an extensive review of policies that originated in the
context of a health care delivery and payment system that operates based on the volume of
services, and to support the innovation necessary for a health care delivery and payment system
that pays for value, we are establishing new, permanent exceptions to the physician self-referral
law for value-based arrangements and definitions for terminology integral to such a system. This
final rule also includes clarifying provisions and guidance intended to reduce unnecessary
regulatory burden on physicians and other health care providers and suppliers, while reinforcing
the physician self-referral law’s goal of protecting against program and patient abuse. Finally,
we are establishing new exceptions for nonabusive arrangements for which there is currently no
applicable exception to the physician self-referral law’s referral and billing prohibitions.

II. Provisions of the Final Rule

A. Facilitating the Transition to Value-Based Care and Fostering Care Coordination

1. Background
Transforming our health care system into one that pays for value is one of the Secretary’s

priorities. As we stated in the proposed rule, there is broad consensus throughout the health care



industry regarding the urgent need for a movement away from legacy systems that pay for care
on a FFS basis (84 FR 55772). Identifying and addressing regulatory barriers to value-based
care transformation is a critical step in this movement. We are aware of the effect the physician
self-referral law may have on parties participating or considering participation in integrated care
delivery models, alternative payment models, and arrangements to incent improvements in
outcomes and reductions in cost, and we share the optimism of commenters on the CMS RFI and
the proposed rule that the changes to the physician self-referral regulations will allow greater
innovation and enable HHS to realize its goal of transforming the health care system into one
that pays for value.

The health care landscape when the physician self-referral law was enacted bears little
resemblance to the landscape of today. As many commenters on the CMS RFI and the proposed
rule highlighted, the physician self-referral law was enacted at a time when the goals of the
various components of the health care system were often in conflict, with each component
competing for a bigger share of the health care dollar without regard to the inefficiencies that
resulted for the system as a whole—in other words, a volume-based system. According to these
commenters, the current physician self-referral regulations—intended to combat overutilization
in a volume-based system—are outmoded because, by their nature, integrated care models
protect against overutilization by aligning clinical and economic performance as the benchmarks
for value. And, in general, the greater the economic risk that providers assume, the greater the
economic disincentive to overutilize services. According to some of these commenters, the
current prohibitions are even antithetical to the stated goals of policy makers, both in the
Congress and within HHS, for health care delivery and payment reform. We agree in concept
and, as described below in this section II.A. of this final rule, we are finalizing an interwoven set
of definitions and exceptions that depart from the historic exceptions to the physician self-
referral law in order to facilitate the transition to a value-based health care delivery and payment

system.



We intend for the policies finalized in this final rule to facilitate an evolving health care
delivery system, and endeavored to design policies that will stand the test of time. We believe
that our final policies achieve the right balance between ensuring program integrity, making
compliance with the physician self-referral law readily achievable, and providing the flexibility
required by participants in value-based health care delivery and payment systems. As we did
with respect to the proposed rule, we coordinated closely with OIG in developing our final
exceptions, definitions, and related policies. However, for the reasons described in this final
rule, the final definitions and exceptions that pertain to the physician self-referral law differ in
some respects from the final definitions and safe harbors that pertain to the anti-kickback statute.
Compensation arrangements may implicate both statutes and, therefore, should be analyzed for
compliance with each statute.

2. Definitions and Exceptions

In §411.357(aa), we are finalizing new exceptions to the physician self-referral law for
compensation arrangements that satisfy specified requirements based on the characteristics of the
arrangement and the level of financial risk undertaken by the parties to the arrangement or the
value-based enterprise of which they are participants. The exceptions apply regardless of
whether the arrangement relates to care furnished to Medicare beneficiaries, non-Medicare
patients, or a combination of both. Although revisions to the physician self-referral regulations
are crucial to facilitating the transition to a value-based health care delivery and payment system,
nothing in our final policies is intended to suggest that many value-based arrangements, such as
pay-for-performance arrangements or certain risk-sharing arrangements, do not satisfy the
requirements of existing exceptions to the physician self-referral law.

For purposes of applying the exceptions, we are finalizing new definitions at §411.351
for the following terms: value-based activity; value-based arrangement; value-based enterprise;
value-based purpose; VBE participant; and target patient population. The definitions are

essential to the application of the exceptions, which apply only to compensation arrangements



that qualify as value-based arrangements. Thus, the exceptions may be accessed only by those
parties that qualify as VBE participants in the same value-based enterprise. The definitions and
exceptions together create the set of requirements for protection from the physician self-referral
law’s referral and billing prohibitions. Again, where possible and feasible, we have aligned with
OIG’s final policies to ease the compliance burden on the regulated industry. Specifically, with
respect to the value-based terminology as defined in this final rule, we are aligned with the OIG
in most respects, and points of difference are explained below.

To facilitate readers’ review of our final policies, we first discuss the value-based
definitions we are finalizing in this final rule.
a. Definitions

The final definitions and exceptions together create the set of requirements for protection
from the physician self-referral law’s referral and billing prohibitions. The “value-based”
definitions are interconnected and, for the best understanding, should be read together. In the
proposed rule (84 FR 55773), we proposed the following terms and definitions for purposes of
applying the new exceptions at §411.357(aa):

® Value-based activity means any of the following activities, provided that the activity is
reasonably designed to achieve at least one value-based purpose of the value-based enterprise:
(1) the provision of an item or service; (2) the taking of an action; or (3) the refraining from
taking an action. We also proposed that the making of a referral is not a value-based activity.

® Value-based arrangement means an arrangement for the provision of at least one
value-based activity for a target patient population between or among: (1) the value-based
enterprise and one or more of its VBE participants; or (2) VBE participants in the same value-
based enterprise.

® Value-based enterprise means two or more VBE participants: (1) collaborating to
achieve at least one value-based purpose; (2) each of which is a party to a value-based

arrangement with the other or at least one other VBE participant in the value-based enterprise;



(3) that have an accountable body or person responsible for financial and operational oversight of
the value-based enterprise; and (4) that have a governing document that describes the value-
based enterprise and how the VBE participants intend to achieve its value-based purpose(s).

® JValue-based purpose means: (1) coordinating and managing the care of a target
patient population; (2) improving the quality of care for a target patient population; (3)
appropriately reducing the costs to, or growth in expenditures of, payors without reducing the
quality of care for a target patient population; or (4) transitioning from health care delivery and
payment mechanisms based on the volume of items and services provided to mechanisms based
on the quality of care and control of costs of care for a target patient population.

e V/BE participant means an individual or entity that engages in at least one value-based
activity as part of a value-based enterprise.

e Target patient population means an identified patient population selected by a value-
based enterprise or its VBE participants based on legitimate and verifiable criteria that are set out
in writing in advance of the commencement of the value-based arrangement and further the
value-based enterprise’s value-based purpose(s).

We are finalizing the definitions as proposed, with the modifications described below in
this section II.A.2.a. of this final rule.

The activities undertaken by the parties to a compensation arrangement are key to the
arrangement qualifying as a “value-based arrangement” to which the exceptions at §411.357(aa)
apply. We refer to these activities as value-based activities. In the proposed rule, we
acknowledged that sometimes value-based activities are easily identifiable as the provision of
items or services to a patient and, other times, identifying a specific activity responsible for an
outcome in a value-based health care system can be difficult (84 FR 55773). We appreciate that
remuneration paid in furtherance of the objectives of a value-based health care system does not
always involve one-to-one payments for items or services provided by a party to an arrangement.

For example, a shared savings payment distributed by an entity to a downstream physician who



joined with other providers and suppliers to achieve the savings represents the physician’s agreed
upon share of such savings rather than a payment for specific items or services furnished by the
physician to the entity (or on the entity’s behalf). And, when payments are made to encourage a
physician to adhere to a redesigned care protocol, such payments are made, in part, in
consideration of the physician refraining from following or altering his or her past patient care
practices rather than for direct patient care items or services provided by the physician.
Therefore, at final §411.351, “value-based activity” is defined to mean the provision of an item
or service, the taking of an action, or the refraining from taking an action, provided that the
activity is reasonably designed to achieve at least one value-based purpose of the value-based
enterprise of which the parties to the arrangement are participants. In the proposed rule, we
stated that the act of referring patients for designated health services is itself not a value-based
activity. In addition, as a general matter, referrals are not items or services for which a physician
may be compensated under the physician self-referral law, and payments for referrals are
antithetical to the purpose of the statute (84 FR 55773). Because of this view, we proposed to
expressly state in the definition of “value-based activity” that the making of a referral is not a
value-based activity in order to make clear that the exceptions would not protect the direct
payment for referrals. For the reasons discussed in response to comments below, we are not
finalizing this part of our proposal. However, as discussed in section I11.D.2.c. of this final rule,
we are revising the definition of “referral” at §411.351 to affirm our policy that, as a general
matter, referrals are not items or services for which a physician may be compensated under the
physician self-referral law.

Our final definition of “value-based activity” requires that the activities must be
reasonably designed to achieve at least one value-based purpose of the value-based enterprise.
For example, if the value-based purpose of the enterprise is to coordinate and manage the care of
patients who undergo lower extremity joint replacement procedures, a value-based arrangement

might require routine post-discharge meetings between a hospital and the physician primarily



responsible for the care of the patient following discharge from the hospital. The value-based
activity—that is, the physician’s participation in the post-discharge meetings—would be
reasonably designed to achieve the enterprise’s value-based purpose. In contrast, if the value-
based purpose of the enterprise is to reduce the costs to or growth in expenditures of payors
while improving or maintaining the quality of care for the target patient population, providing
patient care services (the purported value-based activity) without monitoring their utilization
would not appear to be reasonably designed to achieve that purpose.

The definition of “value-based arrangement” is key to our final policies aimed at
facilitating the transition to value-based care and fostering care coordination, as the final
exceptions apply only to arrangements that qualify as value-based arrangements. At final
§411.351, “value-based arrangement” is defined to mean an arrangement for the provision of at
least one value-based activity for a target patient population to which the only parties are: (1) a
value-based enterprise and one or more of its VBE participants; or (2) VBE participants in the
same value-based enterprise. We have revised the language of our proposed definition by
substituting “to which the only parties are” for “between or among” to make clear that all parties
to the value-based arrangement must be VBE participants in the same value-based enterprise.
For instance, a value-based arrangement between an imaging center and a physician would not
be a value-based arrangement if the imaging center is not part of the same value-based enterprise
as the physician. Effectively, the parties to a value-based arrangement must include an entity (as
defined at §411.351) and a physician; otherwise, the physician self-referral law’s prohibitions
would not be implicated. Also, because the exceptions at final §411.357(aa) apply only to
compensation arrangements (as defined at §411.354(c)), the value-based arrangement must be a
compensation arrangement and not another type of financial relationship to which the physician
self-referral law applies.

Patient care coordination and management are the foundation of a value-based health care

delivery system. Reform of the delivery of health care through better care coordination—



including more efficient transitions for patients moving between and across care settings and
providers,* reduction of orders for duplicative items and services, and open sharing of medical
records and other important health data across care settings and among a patient’s providers
(consistent with privacy and security rules)—is integrally connected to reforming health care
payment systems to shift from volume-driven to value-driven payment models. We expect that
most value-based arrangements would involve activities that coordinate and manage the care of a
target patient population, but did not propose to limit the universe of compensation arrangements
that will qualify as value-based arrangements to those arrangements specifically for the
coordination and management of patient care. Rather, we sought comment on our approach and
whether we should revise the definition of “value-based arrangement” to require care
coordination and management in order to qualify as a value-based arrangement. As discussed in
more detail later in this section, the final definition of “value-based arrangement” does not
require care coordination and management in order to qualify as a value-based arrangement;
therefore, we are not including a corollary definition of “care coordination and management” in
our final regulations.

The final exceptions at §411.357(aa) apply only to value-based arrangements, the only
parties to which, as described previously, are a value-based enterprise and one or more of its
VBE participants or VBE participants in the same value-based enterprise. At final §411.351,
value-based enterprise is defined to mean two or more VBE participants: (1) collaborating to
achieve at least one value-based purpose; (2) each of which is a party to a value-based
arrangement with the other or at least one other VBE participant in the value-based enterprise;
(3) that have an accountable body or person responsible for the financial and operational
oversight of the value-based enterprise; and (4) that have a governing document that describes

the value-based enterprise and how the VBE participants intend to achieve its value-based

4 For purposes of this section, the term “providers” includes both providers and suppliers as those terms are defined
in 42 CFR 400.202, as well as other components of the health care system. The term is used generically unless
otherwise noted.



purpose(s). A “value-based enterprise” includes only organized groups of health care providers,
suppliers, and other components of the health care system collaborating to achieve the goals of a
value-based health care delivery and payment system. As we stated in the proposed rule, an
“enterprise” may be a distinct legal entity—such as an ACO—with a formal governing body,
operating agreement or bylaws, and the ability to receive payment on behalf of its affiliated
health care providers (84 FR 55774). An “enterprise” may also consist only of the two parties to
a value-based arrangement with the written documentation recording the arrangement serving as
the required governing document that describes the enterprise and how the parties intend to
achieve its value-based purpose(s). Whatever its size and structure, a value-based enterprise is
essentially a network of participants (such as clinicians, providers, and suppliers) that have
agreed to collaborate with regard to a target patient population to put the patient at the center of
care through care coordination, increase efficiencies in the delivery of care, and improve
outcomes for patients. The definition of “value-based enterprise” finalized at §411.351 is
focused on the functions of the enterprise, as it is not our intention to dictate or limit the
appropriate legal structures for qualifying as a value-based enterprise.

To qualify as a value-based enterprise, among other things, each participant in the
enterprise, whom we refer to as a VBE participant, must be a party to at least one value-based
arrangement with at least one other participant in the enterprise. If a value-based enterprise is
comprised of only two VBE participants, they must have at least one value-based arrangement
with each other in order for the enterprise to qualify as a value-based enterprise. (Provided that a
value-based enterprise exists, an arrangement between the enterprise and a physician who is a
VBE participant in the value-based enterprise may qualify as a “value-based arrangement” for
purposes of the exceptions at §411.357(aa) if the value-based enterprise is itself an “entity” as
defined at §411.351.) In addition, a value-based enterprise must have an accountable body or
person that is responsible for the financial and operational oversight of the enterprise. This may

be the governing board, a committee of the governing board, or a corporate officer of the legal



entity that is the value-based enterprise, or this may be the party to a value-based arrangement
that is designated as being responsible for the financial and operational oversight of the
arrangement between the parties (for example, if the “enterprise” consists of just the two parties).
Finally, a value-based enterprise must have a governing document that describes the enterprise
and how its VBE participants intend to achieve its value-based purpose(s). Implicit in this
requirement is that the value-based enterprise must have at least one value-based purpose.

Also critical to qualifying as a value-based arrangement are the scope and objective of the
arrangement. As noted previously, only an arrangement for activities that are reasonably
designed to achieve at least one of the value-based enterprise’s value-based purposes may
qualify as a value-based arrangement to which the exceptions at §411.357(aa) apply. At final
§411.351, value-based purpose is defined to mean: (1) coordinating and managing the care of a
target patient population; (2) improving the quality of care for a target patient population; (3)
appropriately reducing the costs to or growth in expenditures of payors without reducing the
quality of care for a target patient population; or (4) transitioning from health care delivery and
payment mechanisms based on the volume of items and services provided to mechanisms based
on the quality of care and control of costs of care for a target patient population. As we stated in
the proposed rule, some of these goals are recognizable as part of the successor frameworks to
the “triple aim” that are integral to CMS’ value-based programs and our larger quality strategy to
reform how health care is delivered and reimbursed (84 FR 55774). Our definition of “value-
based purpose” identifies four core goals related to a target patient population. One or more of
these goals must anchor the activities underlying every compensation arrangement that qualifies
as a value-based arrangement to which the exceptions at final §411.357(aa) apply.

In the proposed rule, we sought comment on whether it would be desirable or necessary
to codify in regulation text what is meant by “coordinating and managing care” and, if so,
whether “coordinating and managing care” should be defined to mean the deliberate organization

of patient care activities and sharing of information between two or more VBE participants,



tailored to improving the health outcomes of the target patient population, in order to achieve
safer and more effective care for the target patient population (84 FR 55775). This definition
was intended to correspond to a similar definition proposed by OIG. As described in more detail
below, we are not finalizing a definition of “coordinating and managing care” in our regulations.
We also sought comment regarding whether additional interpretation of the other proposed
value-based purposes is necessary, but did not receive comments on the need for additional
interpretation of any other aspect of the definition of “value-based purpose.” We respond to
comments on this topic below.

We proposed to define VBE participant (that is, a participant in a value-based enterprise)
to mean an individual or entity that engages in at least one value-based activity as part of a value-
based enterprise. We noted in the proposed rule that the word “entity,” as used in the definition
of “VBE participant,” is not limited to non-natural persons that qualify as “entities” as defined at
§411.351 (84 FR 55775). We proposed to use the word “entity” in the definition of “VBE
participant” in order to align with the definition proposed by OIG. We sought comment
regarding whether the use of the word “entity” in this definition would cause confusion due to
the fact that the universe of non-natural persons (that is, entities) that could qualify as VBE
participants is greater than the universe of non-natural persons that qualify as “entities” under
§411.351 and, if so, what alternatives exist for defining “VBE participant” for purposes of the
physician self-referral law. As discussed in more detail below, we are modifying the definition
of VBE participant in this final rule to mean a person or entity that engages in at least one value-
based activity as part of a value-based enterprise. The phrase “person or entity” is used more
frequently throughout our regulations and, even though the word “entity” (as included in the
definition of “VBE participant”) is not limited to an “entity” as defined at §411.351 and its use
could result in some confusion for stakeholders, we believe that it is less disruptive to use the
already-common phrase “person or entity” to define VBE participant. We may consider whether

to replace the word “entity” throughout our regulations in those instances where it is not intended



to be limited to the defined term at §411.351. However, any revisions to our regulations to
achieve this substitution would occur through future notice-and-comment rulemaking.

In the proposed rule, we also discussed the experiences of our law enforcement partners,
including oversight experience, and the resulting concern about protecting potentially abusive
arrangements between certain types of entities that furnish designated health services for
purposes of the physician self-referral law (84 FR 55775). Specifically, we discussed concerns
about compensation arrangements between physicians and laboratories or suppliers of durable
medical equipment, prosthetics, orthotics, and supplies (DMEPOS) that may be intended to
improperly influence or capture referrals without contributing to the better coordination of care
for patients (84 FR 55776). We stated that we were considering whether to exclude laboratories
and DMEPOS suppliers from the definition of VBE participant or, in the alternative, whether to
include in the exceptions at §411.357(aa), a requirement that the arrangement is not between a
physician (or immediate family member of a physician) and a laboratory or DMEPOS supplier.
We also stated that, in particular, we were uncertain as to whether laboratories and DMEPOS
suppliers have the direct patient contacts that would justify their inclusion as parties working
under a protected value-based arrangement to achieve the type of patient-centered care that is a
core tenet of care coordination and a value-based health care system. In addition, due to our (and
our law enforcement partners’) ongoing program integrity concerns with certain other
participants in the health care system and to maintain consistency with policies proposed by
OIG, we stated that we were also considering whether to exclude the following providers,
suppliers, and other persons from the definition of “VBE participant”: pharmaceutical
manufacturers; manufacturers and distributors of DMEPOS; pharmacy benefit managers
(PBMs); wholesalers; and distributors. At final §411.351, “VBE participant” is defined to mean
a person or entity that engages in at least one value-based activity as part of a value-based
enterprise. The definition of “VBE participant” finalized here does not exclude any specific

persons, entities, or organizations from qualifying as a VBE participant.



Lastly, we are finalizing the definition of “target patient population” as proposed, without
modification. Specifically, the target patient population for which VBE participants undertake
value-based activities is defined at final §411.351 to mean an identified patient population
selected by a value-based enterprise or its VBE participants based on legitimate and verifiable
criteria that: (1) are set out in writing in advance of the commencement of the value-based
arrangement; and (2) further the value-based enterprise’s value-based purpose(s). We affirm in
this final rule that legitimate and verifiable criteria may include medical or health characteristics
(for example, patients undergoing knee replacement surgery or patients with newly diagnosed
type 2 diabetes), geographic characteristics (for example, all patients in an identified county or
set of zip codes), payor status (for example, all patients with a particular health insurance plan or
payor), or other defining characteristics. As we stated in the proposed rule, selecting a target
patient population consisting of only lucrative or adherent patients (cherry-picking) and avoiding
costly or noncompliant patients (lemon-dropping) would not be permissible under most
circumstances, as we would not consider the selection criteria to be legitimate (even if verifiable)
(84 FR 55776).

We received comments on the proposed definitions of value-based activity, value-based
arrangement, value-based enterprise, value-based purpose, VBE participant, and target patient
population. Our responses follow.

Comment: Most commenters supported our proposed definition of value-based activity,
but many requested further guidance regarding what CMS would consider appropriate value-
based activities. Specifically, some commenters asked whether particular items or services, such
as transportation services or the provision of non-medical personnel, would qualify as value-
based activities. Commenters did not explain how the arrangements for those particular items or
services would implicate the physician self-referral law; that is, whether the items or services are
in-kind remuneration provided by an entity to a physician or an immediate family member of a

physician under an arrangement between a physician (or immediate family member of a



physician), whether the items or services are provided by one of the parties to a value-based
arrangement and paid for by the recipient of the items or services, or whether the services are
provided to patients.

Response: We decline to provide a list of items or services, actions, and ways to refrain
from taking an action that qualify as value-based activities. We are concerned that even a non-
exhaustive list of common value-based activities could unintentionally limit innovation and
inhibit robust participation in value-based health care delivery and payment systems. The final
definition of “value-based activity” provides the flexibility for parties to design arrangements
that further the value-based purpose(s) of value-based enterprises. The determination regarding
whether the provision of an item or service, the taking of an action, or the refraining from taking
an action constitutes a value-based activity is a fact-specific analysis and turns on whether the
activity is reasonably designed to achieve at least one value-based purpose of the value-based
enterprise.

With respect to the examples provided by the commenters, we note that the scope of the
physician self-referral law is limited to a financial relationship between a physician (or the
immediate family member of a physician) and the entity to which the physician makes referrals
for designated health services. We assume that the commenters were referring to the provision
of transportation services to a beneficiary, which would not implicate the law unless the
beneficiary was a physician or an immediate family member of a physician. With respect to the
commenters’ inquiry regarding the provision of non-medical personnel, assuming that the
commenters were referring to the provision of non-medical personnel to a physician by an entity,
we are uncertain whether the commenter is referring to in-kind remuneration between an entity
and a physician in the form of the services of non-medical personnel without expectation of
payment or whether the provision of non-medical personnel would be paid for in cash under the
terms of an arrangement between an entity and a physician. Therefore, we are unable to provide

specific guidance in response to the inquiry.



Comment: A few commenters requested guidance on what it means for a value-based
activity to be reasonably designed to achieve at least one value-based purpose. Some of the
commenters expressed concern that our solicitation of comments in the proposed rule could be
interpreted to signal that success is required in order for the protections of the value-based
exceptions to apply, noting that success of a value-based activity in achieving the intended value-
based purpose is never guaranteed. One of the commenters urged CMS to confirm that
“satisfying the value-based purposes element of various value-based definitions does not
necessarily mean actual success in achieving the purposes but means engaging in collaboration
and activities ‘reasonably designed to achieve’ one or more of these value-based purposes.”

Response: The determination regarding whether a value-based activity is reasonably
designed to achieve at least one value-based purpose is a fact-specific determination. Parties
must have a good faith belief that the value-based activity will achieve or lead to the
achievement of at least one value-based purpose of the value-based enterprise in which the
parties to the arrangement are VBE participants. We recognize that parties may undertake
activities that do not ultimately achieve the value-based purpose(s) of the enterprise. Nothing in
our final regulations requires that the value-based purpose(s) must be achieved in order for a
value-based arrangement to be protected under an applicable exception at §411.357(aa).
However, if the parties are aware that the provision of the item or service, the taking of the
action, or the refraining from taking the action will not further the value-based purpose(s) of the
value-based enterprise, it will cease to qualify as a value-based activity and the parties may need
to amend or terminate their arrangement. As discussed in section I1.A.2.b.(3). of this final rule,
we are including a requirement in the final exception for value-based arrangements at
§411.357(aa)(3)(vii) that parties must monitor whether they have furnished the value-based
activities required under the arrangement and whether and how continuation of the value-based
activities is expected to further the value-based purpose(s) of the value-based enterprise.

Comment: A few commenters requested guidance on how parties can document or



otherwise show that a value-based activity is “reasonably designed” to achieve a value-based
purpose.

Response: We do not dictate how parties should analyze the design of their value-based
arrangements to ensure that the value-based activities they undertake are reasonably designed to
achieve at least one value-based purpose of the value-based enterprise of which they are
participants or how they should substantiate their efforts. We note that contemporaneous
documentation is a best practice, and we encourage parties to follow this practice. We also
remind parties that the burden of proof to show compliance with the physician self-referral law is
set forth at §411.353 and is applicable to parties utilizing the new exceptions for value-based
arrangements at final §411.357(aa). We emphasize that the new exceptions do not impose an
additional or different burden of proof. It is the responsibility of the entity submitting a claim for
payment for designated health services furnished pursuant to a referral from a physician with
which it has a financial relationship to ensure compliance with the physician self-referral law at
the time of submission of the claim. That is, parties must ensure that their financial relationship
satisfies all the requirements of an applicable exception at the time the physician makes a referral
for designated health service(s).

Comment: Several commenters expressed concern with our statement that the making of
a referral is not a value-based activity and requested that CMS revise the definition of value-
based activity to include the making of a referral. These commenters noted that the definition of
“referral” at §411.351 includes the establishment of a plan of care that includes the provision of
designated health services. The commenters also asserted that referrals are an integral part of a
value-based health care delivery and payment system, especially with respect to care planning,
and contended that excluding the making of a referral from the definition of “value-based
activity” would significantly limit the utility of the exceptions. Some commenters urged CMS to
revise the definition of “value-based activity” to specifically include the making of a referral as a

value-based activity.



Response: The commenters raise important points about the scope of the definition of
“referral” at §411.351 and the exclusion of the making of a referral from the definition of “value-
based activity.” It was not our intention to exclude the development of a care plan that includes
the furnishing of designated health services from the definition of “value-based activity.”
Accordingly, we are not finalizing the reference to the making of a referral in the definition of
“value-based activity.” We are defining value-based activity to mean any of the following
activities, provided that the activity is reasonably designed to achieve at least one value-based
purpose of the value-based enterprise: (1) the provision of an item or service; (2) the taking of
an action; or (3) the refraining from taking an action. Care planning activities that meet the
definition of “referral” at §411.351 will qualify as “the taking of an action” for purposes of
applying the definition of “value-based activity.” As discussed in section II.D.2.c. of this final
rule, we are revising the definition of “referral” at §411.351 to codify in regulation text our
policy that a referral is not an item or service for purposes of section 1877 of the Act and the
physician self-referral law regulations.

Comment: Most commenters supported the proposed definition of “value-based
arrangement.” However, a few commenters requested that we expand the definition to
specifically include the following alternative payment models (APMs): advanced APMs, all-
payor/other-payor APMs, and Merit-based Incentive Payment System (MIPS) Alternative
Payment Models (APMs) under the Quality Payment Program (QPP). The commenters also
requested that we include State-based Medicaid initiatives in the definition of “value-based
arrangement.”

Response: We decline to adopt the commenters’ suggestion and are finalizing the
definition as proposed. The models referenced by the commenters relate to value-based
payments from a payor to a physician under a payment arrangement between the payor and the
physician. For purposes of the physician self-referral law, a compensation arrangement is an

arrangement between a physician (or immediate family member of a physician) and the entity to



which the physician makes referrals for designated health services. The definition of “value-
based arrangement” relates to a compensation arrangement between a physician and an entity
that participate in the same value-based enterprise. It does not cover compensation arrangements
between a payor and a physician.

Comment: Most commenters generally supported our proposed definition of “value-
based enterprise,” although one commenter had concerns with the requirement that each VBE
participant must be a party to a value-based arrangement with at least one other VBE participant
in the value-based enterprise. This commenter interpreted this requirement to preclude the
addition of VBE participants to a value-based arrangement after the value-based arrangement has
begun. The commenter requested that we permit parties to add VBE participants to a value-
based arrangement throughout the duration of the arrangement, either on an ongoing basis or at
least annually.

Response: The design and structure of contracts is separate and distinct from the analysis
of financial relationships under the physician self-referral law. Although nothing in our
regulations prohibits having multiple parties to a contract or adding parties after the effective
date of the contract, each of the financial relationships that results from the contract must be
analyzed separately under the physician self-referral law. The commenter described adding new
physicians to an existing value-based arrangement. For purposes of determining compliance
with the physician self-referral law, an arrangement between an entity and a “new” physician
engaging in value-based activities will not be viewed as an “addition” to an existing value-based
arrangement but, rather, a separate and distinct compensation arrangement that must be analyzed
for compliance with an applicable exception. To illustrate, assume that a hospital and a
physician organization enter into a value-based arrangement under which the physician
organization agrees that all its physicians will abide by the hospital’s care protocols for a period
of 2 years. During the course of the value-based arrangement, the physician organization hires a

new physician who agrees to abide by the hospital’s care protocols as called for by the physician



organization’s arrangement with the hospital. Assuming the new physician stands in the shoes of
the physician organization under §411.354(c), the “addition” of the new physician to the
physician organization creates a separate new financial relationship between the hospital and the
new physician that must satisfy the requirements of an applicable exception to the physician self-
referral law. Nothing in the definition of “value-based enterprise” will preclude a new VBE
participant from providing value-based activities and participating in a value-based arrangement
with another VBE participant or the value-based enterprise itself (if the value-based enterprise is
an entity for purposes of the physician self-referral law).

Comment: Many commenters sought additional guidance regarding the type of
organized network or group of persons or entities that may qualify as a value-based enterprise.

Response: A value-based enterprise may be a distinct legal entity—such as an ACO—
with a formal governing body, operating agreement or bylaws, and the ability to receive payment
on behalf of its affiliated health care providers and suppliers. A value-based enterprise may also
be an informal affiliation, even consisting of only the two parties to a value-based arrangement.
The definition of “value-based enterprise” is intended to include only organized groups of health
care providers, suppliers, and other components of the health care system collaborating to
achieve the goals of a value-based health care delivery and payment system. Whatever its size
and structure, a value-based enterprise is essentially a network of participants (such as clinicians,
providers, and suppliers) that have agreed to collaborate with regard to a target patient
population to put the patient at the center of care through care coordination, increase efficiencies
in the delivery of care, and improve outcomes for patients. Simply stated, a value-based
enterprise is a network of individuals and entities that are collaborating to achieve one or more
value-based purposes of the value-based enterprise. We do not believe that it would be
beneficial to dictate particular legal or other structural requirements for a value-based enterprise.
Rather, the definition of “value-based enterprise” is intended to encompass a wide-range of

structures to help facilitate health care providers’ transition to a value-based health care delivery



and payment system.

Comment: A few commenters requested guidance with respect to the requirement that
the value-based enterprise have an accountable body or person responsible for the financial and
operational oversight of the value-based enterprise, specifically with respect to the
responsibilities, requirements, structure, and composition of the accountable body. One
commenter requested confirmation that an ACO could rely on its existing governing body and
would not need to establish a separate accountable body or identify a person other than the
ACO’s governing body to be responsible for the financial and operational oversight of the value-
based enterprise. Several commenters expressed concern that requiring one individual or entity
to assume responsibility for the financial and operational oversight of the value-based enterprise
could create tension between VBE participants and limit the utility of the exceptions for smaller
value-based enterprises. Other commenters asserted that the establishment of the accountable
body or person and the development of the governing document would require the expenditure of
significant resources, including legal expenses, and questioned whether this burden is necessary.
One of these commenters suggested that this requirement is especially burdensome for small or
rural practices that may not have sufficient resources to satisfy the requirement. Some
commenters also requested explicit guidance regarding the governing document that describes
the value-based enterprise and how its VBE participants intend to achieve the enterprise’s value-
based purpose(s).

Response: Transparency and accountability are critical to a successful transition to a
value-based health care delivery and payment system. It is essential that CMS and our law
enforcement partners are able to identify the person or organization ultimately responsible for the
financial and operational oversight of a value-based enterprise. We do not believe that requiring
a value-based enterprise to have an accountable body or responsible person and a governing
document creates an administrative or financial burden beyond what parties that wish to

transition to value-based health care would already incur.



We are not persuaded to abandon the requirement that a value-based enterprise must have
an accountable body or person that is responsible for the financial and operational oversight of
the enterprise. As discussed in the proposed rule and as noted above, the accountable body or
person that is responsible for the financial and operational oversight of the enterprise may be the
governing board, a committee of the governing board, or a corporate officer of the legal entity
that is the value-based enterprise, or may be the party to a value-based arrangement that is
designated as being responsible for the financial and operational oversight of the arrangement
between the parties (if the “enterprise” is a network consisting of just the two parties) (84 FR
55774). We expect that a value-based enterprise would establish an accountable body or
designate a responsible person commensurate with the scope and objectives of the value-based
enterprise and its available resources.

We are also maintaining the requirement that the enterprise must have a governing
document that describes the value-based enterprise and how its VBE participants intend to
achieve its value-based purpose(s). Parties regularly enter into payor contracts, employment
relationships, service arrangements, and other arrangements for items and services related to the
provision of patient care services. It is a matter of general contracting practice that these
contracts and written agreements specify the rights, responsibilities, and obligations of the
parties. We expect that independent health care providers that wish to organize and collaborate
to achieve value-based purposes would utilize these same basic practices to reduce their
arrangements to writing, including their arrangement to form a value-based enterprise. We
believe that the same is true for the development of a governing document that describes the
value-based enterprise and how the VBE participants intend to achieve its value-based
purpose(s). We remind parties that we are not dictating particular legal or other structural
requirements for a value-based enterprise; rather, the final regulations accommodate both formal
and informal value-based enterprises. As a result, the written agreements and contracts that

parties enter into in the normal course of their business dealings could serve as the



documentation required under the new exception for value-based arrangements.

It is simply not possible to establish one set of financial and operational oversight
requirements that would be applicable to value-based enterprises of all types and sizes. The
financial and operational oversight of a value-based enterprise and the related governing
document for a value-based enterprise made up of only a hospital and physician will look very
different from that of an ACO that contracts with thousands of providers and suppliers. Again,
we do not dictate the structure or composition of the accountable body; rather, we simply require
that the accountable body or responsible person for the value-based enterprise exercise
appropriate financial and operational oversight of the value-based enterprise. Similarly, we do
not dictate the format or content of the governing document that describes the value-based
enterprise and how the VBE participants intend to achieve its value-based purpose(s). The
necessary infrastructure to effectively oversee the financial and operational activities of the
value-based enterprise and the governing document will depend on the size and structure of the
value-based enterprise.

Comment: Several commenters recommended that CMS not limit the types of entities
that may qualify as a VBE participant out of concern that any such limitations could slow down
or inhibit the movement of the entire health care industry towards value-based health care
delivery and significantly limit the utility of the exceptions. The commenters provided detailed
examples of how laboratories and DMEPOS suppliers, in particular, contribute to the value-
based health care delivery and payment system by collaborating with other sectors of the health
care industry to improve care, lower costs, and ensure that patients are receiving appropriate
care. Other commenters expressed concern that the exclusion of laboratories and DMEPOS
suppliers from participation in value-based enterprises would impact the ability of health systems
that own laboratories or DMEPOS suppliers from participating in value-based health care
delivery.

Response: We are not excluding any specific persons, entities, or organizations from the



definition of “VBE participant.” We find the commenters’ assertions that laboratories and
DMEPOS suppliers may play a beneficial role in the delivery of value-based health care
persuasive. However, we will continue to monitor the evolution of the value-based health care
delivery and payment system to ensure that the inclusion of all types of providers and suppliers
as VBE participants does not create a program integrity risk.

Comment: A number of commenters supported the inclusion of coordinating and
managing the care of a target patient population as an appropriate value-based purpose, although
the majority of these commenters urged CMS to not define “coordinating and managing care” in
regulation text, suggesting that the phrase is self-explanatory and defining it could inadvertently
limit or interfere with innovation. Commenters that were open to the inclusion of a definition of
“coordinating and managing care” stressed the need for any such definition to be drafted broadly.
Other commenters suggested that, if we codify a definition of “coordinating and managing care,”
it should align with any definition of the same term adopted by OIG.

Response: We agree with the commenters that it is not necessary to define “coordinating
and managing care” for purposes of the definition of “value-based purpose.” In addition, we do
not believe that it is necessary to define “coordinating and managing care” for purposes of the
exceptions finalized at §411.357(aa), as they are not limited only to value-based arrangements
for the coordination or management of care.

Comment: Many commenters requested that we include as a value-based purpose the
maintenance of quality of care for the target population without requiring a reduction in costs to
payors.

Response: We decline to include the maintenance of quality of care as a permissible
value-based purpose in the absence of reduction of the costs to or growth in expenditures of
payors. Although we recognize that the maintenance of quality of care may advance the goals of
a value-based enterprise or the specific parties to a value-based arrangement, we do not believe

that the maintenance of quality of care in the absence of a reduction in the costs to or growth in



expenditures of payors advances the goals of the Regulatory Sprint. Thus, it is not appropriate to
include the maintenance of quality of care as a stand-alone value-based purpose that would
unlock access to the exceptions at §411.357(aa). We note that numerous CMS programs and
Medicare payment mechanisms already require the maintenance of quality across the care
continuum and encourage improvement and maintenance of quality through use of payment
incentives and payment reductions. For example, under the Hospital Inpatient Quality Reporting
Program, CMS collects quality data from hospitals paid under the IPPS. Data for selected
measures are used for paying a portion of hospitals based on the quality and efficiency of care,
including the Hospital-Acquired Condition Reduction Program, Hospital Readmissions
Reduction Program, and Hospital Value-Based Purchasing Program, which rewards acute care
hospitals with incentive payments based on the quality of care they provide, rather than just the
quantity of services they provide.

Comment: The majority of commenters supported the definition of “value-based
purpose” and urged CMS to finalize the definition without modifications. A few commenters

requested that we revise the definition of “value-based purpose” to include the reduction in costs

to or growth in expenditures of health care providers and suppliers. These commenters asserted
that limiting the definition of value-based purpose to reducing the costs to or growth in
expenditures of only payors fails to recognize the benefits to Medicare that come from the
reduction of provider costs, such as reporting lower costs to Medicare on the hospital’s cost
report, which, in turn, result in lower Medicare expenditures. These commenters pointed to
internal cost savings programs that distribute savings generated from implementing specific cost
saving measures to physicians. The commenters expressed concern that hospital-initiated quality
and efficiency programs that drive down hospital costs, improve efficiency, and improve quality
of care would not be protected by the exceptions because the hospital’s program would not
directly reduce costs to or growth in expenditures of payors.

Response: We are not persuaded to revise the definition of “value-based purpose” as



requested by the commenters. We believe that the four purposes included in the definition are
sufficiently inclusive to allow for innovative value-based arrangements while protecting against
program or patient abuse. We do not believe that permitting a value-based enterprise to exist
solely for the purpose of reducing costs to its VBE participants would adequately protect the
Medicare program and its beneficiaries from abuse. Moreover, allowing parties to share in the
reduction of costs without also improving or maintaining quality of care for patients or otherwise
benefitting payors does not advance the transition to a value-based health care delivery and
payment system. We note that nothing in this final rule precludes the sharing of cost savings and
other entity-specific savings programs, provided those programs are part of a value-based
arrangement for value-based activities reasonably designed to further at least one value-based
purpose of the value-based enterprise of which the parties to the arrangement are VBE
participants. The compensation to a physician under such a value-based arrangement could
include a share of the savings that result from a hospital’s internal cost sharing (or gainsharing)
program.

Comment: A few commenters specifically supported the inclusion as a value-based
purpose “transitioning from health care delivery and payment mechanisms based on the volume
of items and services provided to mechanisms based on the quality of care and control of costs of
care for a target patient population.” These commenters stated that allowing a value-based
enterprise to operate for this purpose is necessary to achieve CMS’ goal of transitioning to a
value-based health care delivery and payment system and strikes the right balance between
precision and flexibility. The commenters asserted that value-based enterprises would rely on
this purpose to cover the clinical integration and infrastructure activities necessary to develop
and implement a value-based enterprise and to meet future operational and capital requirements.
Commenters likened this value-based purpose to the purpose underlying the pre-participation
waiver for the Shared Savings Program. The commenters recommended that we make no further

refinement to this value-based purpose.



Response: The commenters’ understanding of the scope of this value-based purpose is
correct. As we discussed in the proposed rule, this value-based purpose is intended to
accommodate efforts aimed at transitioning from health care delivery and payment mechanisms
based on the volume of items and services provided to mechanisms based on the quality of care
and control of costs of care for the target patient population (84 FR 55775). Generally speaking,
we interpret “transitioning” to mean undergoing the process or period of transition from one state
or condition to another and, specifically, with respect to this value-based purpose, the process or
period of transition from furnishing patient care services in a FFS volume-based system to
furnishing patient care services in a value-based health care delivery and payment system. Thus,
this value-based purpose applies during the period of a value-based enterprise’s start-up or
preparatory activities. In the proposed rule, we interpreted this value-based purpose as a
category that includes the integration of VBE participants in team-based coordinated care
models, establishing the infrastructure necessary to provide patient-centered coordinated care,
and accepting (or preparing to accept) increased levels of financial risk from payors or other
VBE participants in value-based arrangements (84 FR 55775). This purpose will also apply to
activities undertaken by an unincorporated value-based enterprise that wishes to formalize its
legal and operational structure, as well as the preparation by a value-based enterprise to accept
financial risk and the preparation of VBE participants to furnish services in a manner focused on
the value of those services instead of volume.

We agree that this value-based purpose shares certain aspects of the pre-participation
waiver under the Shared Savings Program. In our discussion of the Shared Savings Program pre-
participation waiver in our October 29, 2015 Shared Savings Program Final Waivers in
Connection with the Shared Savings Program Final Rule (80 FR 66726) (the SSP waivers final
rule), we provided examples of start-up arrangements as guideposts for determining whether a
particular arrangement may qualify for protection under the pre-participation waiver (80 FR

66733). We believe those examples, to the extent they create a compensation relationship for



purposes of the physician self-referral law, may be illustrative for purposes of interpreting the
scope of “transitioning from health care delivery and payment mechanisms based on the volume
of items and services provided to mechanisms based on the quality of care and control of costs of
care for a target patient population.” In the SSP waivers final rule (80 FR 66733), we stated that
the following types of start-up arrangements may qualify under the Shared Savings Program pre-
participation waiver:

e Infrastructure creation and provision.

e Network development and management, including the configuration of a correct
ambulatory network and the restructuring of existing providers and suppliers to
provide efficient care.

e (are coordination mechanisms, including care coordination processes across
multiple organizations.

e (Clinical management systems.

¢ (Quality improvement mechanisms including a mechanism to improve patient
experience of care.

e Creation of governance and management structure.

e (Care utilization management, including chronic disease management, limiting
hospital readmissions, creation of care protocols, and patient education.

e Creation of incentives for performance-based payment systems and the transition
from fee-for-service payment system to one of shared risk of losses.

e Hiring of new staff, including care coordinators (including nurses, technicians,
physicians, and/or non- physician practitioners), umbrella organization
management, quality leadership, analytical team, liaison team, IT support,
financial management, contracting, and risk management.

e [T, including EHR systems, electronic health information exchanges that allow

for electronic data exchange across multiple platforms, data reporting systems



(including all payor claims data reporting systems), and data analytics (including
staff and systems, such as software tools, to perform such analytic functions).
e Consultant and other professional support, including market analysis for antitrust
review, legal services, and financial and accounting services.
e Organization and staff training costs.
e Incentives to attract primary care physicians.
e Capital investments, including loans, capital contributions, grants, and withholds.
Many of these activities similarly facilitate a value-based enterprise’s (and its VBE participants’)
transition from health care delivery and payment mechanisms based on the volume of items and
services provided to mechanisms based on the quality of care and control of costs of care for a
target patient population.

Comment: We received a number of comments regarding the selection criteria that may
be used to choose a target patient population and, specifically, what it means for selection criteria
to be legitimate and verifiable. Although several commenters supported the standard that
selection criteria must be legitimate and verifiable, stating that it struck the right balance between
encouraging innovation and protecting against fraud and abuse, other commenters expressed
concern with the use of the term “legitimate,” asserting that it is ambiguous and may expose
parties to litigation and enforcement risk. Some commenters requested that we instead prohibit
the specific selection criteria that we believe are inappropriate, such as cherry-picking and
lemon-dropping, while others requested that we provide a list of selection criteria that would be
deemed permissible. A few commenters asked whether specific selection criteria would be
acceptable, such as identifying the target patient population by the MS-DRG assigned to the
patient, geography, demographic criteria (for example, age or socioeconomic status), or payor
(for example, Medicaid or non-Federal payor).

Response: At final §411.351, “target patient population” means an identified patient

population selected by a value-based enterprise or its VBE participants based on legitimate and



verifiable criteria that are set out in writing in advance of the commencement of the value-based
arrangement and further the value-based enterprise’s value-based purpose(s). We do not believe
that it is necessary to further define the term “legitimate.” It has been used throughout the
physician self-referral regulations for decades. For example, the exception for personal service
arrangements includes a requirement at §411.357(d)(1)(iii) that the aggregate services covered
by the arrangement do not exceed those that are reasonable and necessary for the legitimate
business purposes of the arrangement. The term “legitimate” does not carry a new or different
definition for purposes of interpreting the value-based definitions or the exceptions at
§411.357(aa). We refer readers to section II.B.2. of this final rule for further discussion of the
term “legitimate” within our regulations. With respect to the commenters’ requests for lists of
impermissible and permissible selection criteria, it is not feasible to provide such an exhaustive
list of selection criteria that we consider unacceptable. Similarly, we believe that providing a list
of acceptable selection criteria could serve to interfere with or limit a value-based enterprise’s or
VBE participant’s ability to identify and utilize selection criteria. Deeming provisions
sometimes have a chilling effect because they are, in practice, interpreted by the regulated
industry as mandatory or otherwise prescriptive rules. We believe the approach we have
finalized balances the need for clear guidelines with the need for flexibility. Finally, with respect
to the commenters’ request for confirmation that specific selection criteria are permissible, we
reiterate that the determination whether the selection criteria used to identify a target patient
population are legitimate and verifiable is dependent on the facts and circumstances of the
parties. If the criteria are selected primarily for their effect on the parties’ profits or purely
financial concerns, they will not be considered legitimate and, therefore, are impermissible.
None of the selection criteria examples shared by the commenters are per se impermissible.
Comment: Some commenters expressed concern with our statement in the proposed rule
that choosing a target patient population in a manner driven by profit motive or purely financial

concerns would not be legitimate (84 FR 55776). These commenters suggested that this calls



into question proven cost-saving techniques, such as product standardization, aimed at reductions
in cost or unnecessary care that impact financial performance. The commenters requested that
CMS clarify the distinction between reducing costs and problematic criteria, and asked us to
explicitly acknowledge that it is permissible to choose a target patient population that could
generate cost reductions from activities like product standardization alone.

Response: It appears to us that these commenters have conflated the acceptable criteria
for selecting a target patient population and the requirements for selecting activities to be
performed under a value-based arrangement. The target patient population is the group of
individuals for whom the parties to a value-based arrangement are undertaking value-based
activities. Our statement regarding profit motive or purely financial concerns relates to choosing
the patient population for which the parties will undertake value-based activities and not the
value-based activities themselves. We reiterate that the selection of the target patient population
may not be driven by profit motive or purely financial concerns. As we stated in the proposed
rule, selecting a target patient population consisting of only lucrative or adherent patients
(cherry-picking) and avoiding costly or noncompliant patients (lemon-dropping) would not be
permissible under most circumstances, as we will not consider the selection criteria to be
legitimate (even if verifiable) (84 FR 55776). Choosing a target patient population solely
because it appears likely to reduce the costs to one of the parties to a value-based arrangement
would be suspect. As described earlier in this section and in our response to other comments, a
value-based activity must be reasonably designed to achieve at least one value-based purpose of
the value-based enterprise. With respect to the commenter’s specific inquiry, we note that a
value-based activity that requires a physician to utilize a standardized list of products, where
appropriate, may be reasonably designed to achieve at least one value-based purpose of the
value-based enterprise, depending on the enterprise’s value-based purposes.

Comment: A large number of commenters expressed concern with a requirement that the

patients in the target patient population have at least one chronic condition to be addressed by the



value-based arrangement and urged CMS to not limit the target patient population to chronic
patients. The commenters stated that such a requirement would severely constrict the types of
value-based arrangements protected under the new exceptions.

Response: Although we sought comment as to whether we should incorporate a
requirement that patients in the target patient population have at least one chronic condition in
order to align with OIG’s proposals, we are not including this provision in the final definition of
“target patient population” at §411.351. As finalized, target patient population means an
identified patient population selected by a value-based enterprise or its VBE participants based
on legitimate and verifiable criteria that are set out in writing in advance of the commencement
of the value-based arrangement and further the value-based enterprise’s value-based purpose(s).
We are not limiting a target patient population to patients with at least one chronic condition.

Comment: A few commenters requested clarification that the definition of “target patient
population” would include patient populations that are retroactively attributed, noting as an
example the use of a retrospective claims-based methodology.

Response: A target patient population must be selected based on legitimate and
verifiable criteria that are set out in writing in advance of the commencement of the value-based
arrangement. The commenter’s concerns appear to relate to the requirement that selection
criteria for the target patient population must be set out in writing in advance of the
commencement of the value-based arrangement. Where a target patient population is ascribed to
the value-based enterprise (or the VBE participants that are parties to the specific value-based
arrangement) by the payor, the payor establishes the criteria for selecting the target patient
population. However, this does not affect the obligation of the value-based enterprise or its VBE
participants to select the target patient population for purposes of the physician self-referral law
and qualification to use the exceptions at §411.357(aa). The definition of “target patient
population” at final §411.351 requires that the target patient population is selected by the value-

based enterprise or its VBE participants based on legitimate and verifiable criteria that are set out



in writing in advance of the commencement of the value-based arrangement under which value-
based activities are undertaken for the target patient population and that further the value-based
enterprise’s value-based purpose(s). Thus, where a target patient population is ascribed to the
value-based enterprise (or the VBE participants that are parties to the specific value-based
arrangement) by the payor, the value-based enterprise or its VBE participants must ensure that
the requirements of the definition of “target patient population™ are satisfied.

In the circumstances described by the commenters, the selection criteria for the target
patient population could be described as “the target patient population to be identified by the
payor in accordance with criteria established by the payor for retrospective attribution.” The
value-based enterprise or the VBE participants that are parties to the specific value-based
arrangement under which value-based activities are undertaken for the target patient population
must ensure that the payor’s methodology for attribution of the target patient population are
legitimate and verifiable and that they will further the value-based enterprise’s value-based
purpose(s). In addition, the selection criteria must be documented in advance of the
commencement of the value-based arrangement. It is not sufficient for the value-based
enterprise or its VBE participants to merely state that the selection criteria will be determined by
another party (in this case, the payor). The value-based enterprise or its VBE participants may
need to collaborate with the payor to ensure that the patient population attributed meets the
definition of “target patient population.”

Comment: Most commenters supported the proposed definition of “VBE participant.” A
few commenters objected to the use of the term “entity” in the definition of “VBE participant,”
because the term “entity” is ascribed a specific meaning at §411.351, but, as used in the
definition of “VBE participant,” would not be limited to that meaning. Commenters noted that
using the same term in two different ways within the same regulatory scheme creates
unnecessary complexity and compliance concerns. Commenters sought clarity on this issue, and

requested that we either revise the definition of “entity” at §411.351 or use a different term for



purposes of the definition of “VBE participant.”

Response: Although we understand the commenter’s concerns, we are not revising the
definition of “VBE participant” to replace the term “entity” with another term, nor are we
revising the definition of “entity” at §411.351. In the physician self-referral regulations, the term
“entity” is used to indicate an entity (as defined at §411.351) furnishing designated health
services and also to indicate its general meaning of an organization (such as a business) that has
an identity separate from those of its members. As used in the final definition of “VBE
participant,” the term “entity” is not limited to an entity furnishing designated health services.
Rather, it has its general meaning.

Although we retain the term “entity” in the definition of “VBE participant,” we are
replacing the term “individual” (as proposed) with the term “person.” Thus, under our final
regulation, VBE participant means a person or entity that engages in at least one value-based
activity as part of a value-based enterprise. We intend for “person or entity” to refer to both
natural and non-natural persons. Again, the term “entity” in this context is not limited to an
entity that furnishes designated health services. Our review of the physician self-referral
regulations indicates that the term “person or entity” is used numerous times throughout the
regulations. For example, as defined at §411.351, a “referring physician” is a physician who
makes a referral or who directs another person or entity to make a referral or who controls
referrals made by another person or entity. The regulations regarding indirect compensation
arrangements at §411.354(c)(2) state that one element of an indirect compensation arrangement
is that there exists between the referring physician (or a member of his or her immediate family
member) and the entity furnishing designated health services an unbroken chain of any number
(but not fewer than one) of persons or entities that have financial relationships between them.
The regulations also use this term in the context of the person or entity from whom the referring
physician or immediate family member receives aggregate compensation under the arrangement.

The exceptions for the rental of office space and the rental of equipment reference a person or



entity in the exclusive use requirements at §411.357(a)(3) and (b)(2). For consistency with our
existing regulations, we are including the term “person or entity” in our final definition of “VBE
participant.”

b. Exceptions

The physician self-referral law (along with other Federal fraud and abuse laws) provides
critical protection against a range of troubling patient and program abuses that may result from
volume-driven, FFS payment. These abuses include unnecessary utilization, increased costs to
payors and patients, inappropriate steering of patients, corruption of medical decision making,
and competition based on buying referrals instead of delivering quality, convenient care. While
value-based payment models hold promise for addressing these abuses, they may pose risks of
their own, including risks of stinting on care (underutilization), cherry-picking, lemon-dropping,
and manipulation or falsification of data used to verify outcomes. Moreover, during the
transformation to value-based payment, many new delivery and payment models include both
FFS and value-based payment mechanisms in the same model, subjecting providers to mixed
incentives, and presenting the possibility of arrangements that pose both traditional FFS risk and
emerging value-based payment risks.

When the physician self-referral law was expanded in 1993 to apply to designated health
services beyond the clinical laboratory services to which the original 1989 law applied,
according to the sponsor of the legislation, the Honorable Fortney “Pete” Stark, the physician
self-referral law was intended to address physician referrals that drive up health care costs and
result in unnecessary utilization of services. (See Opening Statement of the Honorable Pete
Stark, Physician Ownership and Referral Arrangements and H.R. 345, “The Comprehensive
Physician Ownership and Referral Act of 1993,” House of Representatives, Committee on Ways
and Means, Subcommittee on Health, April 20, 1993, p. 144.) Mr. Stark went on to emphasize
the importance of a physician’s ability to offer patients neutral advice about whether or not

services are necessary, which services are preferable, and who should provide them. He noted



that the physician self-referral law would improve consumers’ confidence in their physicians and
the health care system generally. In other words, the legislation was proposed (and the law
ultimately enacted) to counter the effects of physician decision making driven by financial self-
interest—overutilization of health care services, the suppression of patient choice, and the impact
on the medical marketplace.

As discussed in section 1.B.2.a. of this final rule, in 1989 and 1993, the vast majority of
Medicare services were reimbursed based on volume under a retrospective FFS system. The
statutory exceptions to the physician self-referral law’s referral and billing prohibitions were
developed during this time of FFS, volume-based payment, with conditions which, if met, would
allow the physician’s ownership or investment interest or compensation arrangement to proceed
without triggering the ban on the physician’s referrals or the entity’s claims submission. We
believe that the exceptions in section 1877 of the Act indicate the Congress’ stance on what
safeguards are necessary to protect against program or patient abuse in a system where Medicare
payment is available for each service referred by a physician and furnished by a provider or
supplier. To date, the exceptions for compensation arrangements issued under section
1877(b)(4) of the Act, which grants the Secretary authority to establish exceptions for financial
relationships that the Secretary determines do not pose a risk of program or patient abuse, have
generally followed the blueprint established by the Congress for compensation arrangements that
exist in a FFS system.

Value-based health care delivery and payment shifts the paradigm of our analysis under
section 1877(b)(4) of the Act. When no longer operating in a volume-based system, or operating
in a system that reduces the amount of FFS payment by combining it with some level of value-
based payment, our exceptions need fewer “traditional” requirements to ensure the arrangements
they protect do not pose a risk of program or patient abuse. This is because a value-based health
care delivery and payment system, by design, provides safeguards against harms such as

overutilization, care stinting, patient steering, and negative impacts on the medical marketplace.



Using the Secretary’s authority under section 1877(b)(4) of the Act, we are adding three
exceptions for compensation arrangements that do not pose a risk of program or patient abuse
when considered in concert with: (1) the program integrity and other requirements integrated in
the definitions used to apply the exceptions only to compensation arrangements that qualify as
“value-based arrangements;” and (2) the disincentives to perpetrate the harms the physician self-
referral law was intended to deter that are intrinsic in the assumption of substantial downside
financial risk and meaningful participation in value-based health care delivery and payment
models.

In removing regulatory barriers to innovative care coordination and value-based
arrangements, we are faced with the challenge of designing protection for emerging health care
arrangements, the optimal form, design, and efficacy of which remains unknown or unproven.
This is a fundamental challenge of regulating during a period of innovation and experimentation.
Matters are further complicated by the substantial variation in care coordination and value-based
arrangements contemplated by the health care industry, variation among patient populations and
providers, emerging health technologies and data capabilities, and our desire not to chill
beneficial innovations. Thus, a one-size-fits-all approach to protection from the physician self-
referral law’s prohibitions is not optimal. The design and structure of our exceptions are
intended to further several complementary goals. First, we have endeavored to remove
regulatory barriers, real or perceived, to create space and flexibility for industry-led innovation in
the delivery of better and more efficient coordinated health care for patients and improved health
outcomes. Second, consistent with the Secretary’s priorities, the historical trend toward
improving health care through better care coordination, and the increasing adoption of value-
based models in the health care industry, the final exceptions are intended to create additional
incentives for the industry to move away from volume-based health care delivery and payment
and toward population health and other non-FFS payment models. In this regard, our exception

structure incorporates additional flexibilities for compensation arrangements between parties that



have increased their participation in mature value-based payment models and their assumption of
downside financial risk under such models. As discussed in the proposed rule (84 FR 55776)
and in more detail in this section II.A.2.b. of the final rule, our expectation is that meaningful
assumption of downside financial risk would not only serve the overall transformation of
industry payment systems, but could also curb, at least to some degree, FFS incentives to order
medically unnecessary or overly costly items and services, key patient and program harms
addressed by the physician self-referral law (and other Federal fraud and abuse laws).

The current exceptions to the physician self-referral law include requirements that may
create significant challenges for parties that wish to develop novel financial arrangements to
facilitate their successful participation in health care delivery and payment reform efforts (84 FR
55776 through 55778). Most of the commonly relied upon exceptions to the physician self-
referral law include requirements related to compensation that may be difficult to satisfy where
the arrangement is designed to foster the behavior shaping necessary for the provision of high-
quality patient care that is not reimbursed on a traditional FFS basis. Requirements that
compensation be set in advance, fair market value, and not take into account the volume or value
of a physician’s referrals or the other business generated by the physician may inhibit the
innovation necessary to achieve well-coordinated care that results in better health outcomes and
reduced expenditures (or reduced growth in expenditures). For example, depending on their
structure, arrangements for the distribution of shared savings or repayment of shared losses,
gainsharing arrangements, and pay-for-performance arrangements that provide for payments to
refrain from ordering unnecessary care, among others, may be unable to satisfy the requirements
of an existing exception to the physician self-referral law. Thus, rather than being a check on
bad actors, in the context of value-based care models, the physician self-referral law may
actually be having a chilling effect on models and arrangements designed to bend the cost curve
and improve quality of care to patients.

We have carefully considered the CMS RFI comments, the comments to the proposed



rule, and anecdotal information shared by stakeholders regarding the impact of the specific
requirements that compensation must be set in advance, fair market value, and not determined in
any manner that takes into account the volume or value of a physician’s referrals or the other
business generated by the physician, law enforcement and judicial activity related to these
requirements, and our own observations from our work (including our work on fraud and abuse
waivers for CMS accountable care and other models). We remain concerned that the inclusion
of such requirements in the exceptions for value-based arrangements at §411.357(aa) would
conflict with our goal of addressing regulatory barriers to value-based care transformation. As
discussed in more detail below, we are not including these requirements in the final exceptions
for value-based arrangements at §411.357(aa). We note that two of the final exceptions for
value-based arrangements are available to protect arrangements even when payments from the
payor are made on a FFS basis. Even so, we are not finalizing a requirement that remuneration is
consistent with fair market value and not determined in any manner that takes into account the
volume or value of a physician’s referrals or the other business generated by the physician for the
entity. Instead, we are finalizing a carefully woven fabric of safeguards, including requirements
incorporated through the applicable value-based definitions. The disincentives for
overutilization, stinting on patient care, and other harms the physician self-referral law was
intended to address that are built into the value-based definitions will operate in tandem with the
requirements included in the exceptions and are sufficient to protect against program and patient
abuse. This is especially true where a value-based enterprise assumes full or meaningful
downside financial risk.

The beneficiary’s right to choose a provider of care is expressed and reinforced in almost
every aspect of the Medicare program. We believe that a patient’s control over who provides his
or her care directly contributes to improved health outcomes and patient satisfaction, enhanced
quality of care and efficiency in the delivery of care, increased competition among providers, and

reduced medical costs, all of which are aims of the Medicare program. Protection of patient



choice is especially critical in the context of referrals made by a physician to an entity with
which the physician has a financial relationship, as the physician’s financial self-interest may
impact, if not infringe on, patients’ rights to control who furnishes their care. For this reason, we
are making compliance with §411.354(d)(4)(iv) a requirement of the exceptions that apply to
employment arrangements, personal service arrangements, or managed care contracts that
purport to restrict or direct physician referrals, including the exceptions at §411.357(aa) for
value-based arrangements. We are finalizing in all three exceptions at §411.357(aa) a separate
requirement to ensure that, regardless of the nature of the value-based arrangement and its value-
based purpose(s), the regulation adequately protects a patient’s choice of health care provider,
the physician’s medical judgment, and the ability of health insurers to efficiently provide care to
their members. Specifically, even if the applicable exception at §411.357(aa) does not require
that the arrangement is set out in writing, any requirement to make referrals to a particular
provider, practitioner, or supplier must be set out in writing and signed by the parties, and the
requirement may not apply if the patient expresses a preference for a different provider,
practitioner, or supplier; the patient's insurer determines the provider, practitioner, or supplier; or
the referral is not in the patient's best medical interests in the physician's judgment.

We believe that well-coordinated and managed patient care is the cornerstone of a value-
based health care system. We solicited comments regarding whether it is necessary to include in
the exceptions for value-based arrangements, a requirement that the parties to a value-based
arrangement engage in value-based activities that include, at a minimum, the coordination and
management of the care of the target patient population or that the value-based arrangement is
reasonably designed, at a minimum, to coordinate and manage the care of the target patient
population (84 FR 55780). We are not including such a requirement in the final exceptions at
§411.357(aa). In our experience, and as confirmed by commenters, most arrangements that
qualify as value-based arrangements, by their nature, have care coordination and management at

their heart, eliminating the need for an explicit requirement. Moreover, we remain concerned



that requiring every value-based arrangement to include the coordination and management of
care of the target patient population could leave beneficial value-based arrangements that do not
directly coordinate or manage the care of the target patient population without access to any of
the new exceptions at §411.357(aa) and potentially unable to meet the requirements of any
existing exception to the physician self-referral law.

Finally, we have endeavored to be as neutral as possible with respect to the types of
value-based enterprises and value-based arrangements the final exceptions will cover in order to
allow for innovation and experimentation in the health care marketplace and so that compliance
with the physician self-referral law is not the driver of innovation or the barrier to innovation.
The final exceptions at §411.357(aa) are applicable to the compensation arrangements between
parties in a CMS-sponsored model, program, or other initiative (provided that the compensation
arrangement at issue qualifies as “value-based arrangement”), and we believe that compensation
arrangements between parties in a CMS-sponsored model, program, or other initiative can be
structured to satisfy the requirements of at least one of the exceptions at §411.357(aa). It is our
expectation that the suite of value-based exceptions finalized here will eliminate the need for any
new waivers of section 1877 of the Act for value-based arrangements. (We note that parties are
not required to utilize the value-based exceptions and may elect to use the waivers applicable to
the CMS-sponsored models, programs, or initiatives in which they participate.) However, the
final exceptions are not limited to CMS-sponsored models (that is, Innovation Center models) or
establish separate exceptions with different criteria for arrangements that exist outside of CMS-
sponsored models.

At §411.357(aa)(1), we are finalizing an exception that applies to a value-based
arrangement where a value-based enterprise has, during the entire duration of the arrangement,
assumed full financial risk from a payor for patient care services for a target patient population.
At §411.357(aa)(2), we are finalizing an exception that applies to a value-based arrangement

under which the physician is at meaningful downside financial risk for failure to achieve the



value-based purposes of the value-based enterprise during the entire duration of the arrangement.
Finally, at §411.357(aa)(3), we are finalizing an exception that applies to any value-based
arrangement, provided that the arrangement satisfies specified requirements.

We received the following general comments on the value-based exceptions and our
responses follow.

Comment: Several commenters encouraged CMS and OIG to work together to more
closely align their final rules. The commenters expressed concern that notable differences
between the two rules, if finalized as proposed, would create a dual regulatory environment,
where a value-based arrangement could meet the requirements for protection under one law but
not the other, which could hinder the transition to a value-based health care delivery and
payment system. These commenters expressed concern with administrative burden and
compliance concerns in the event that the OIG and CMS final rules are not aligned. One
commenter viewed the exceptions to the physician self-referral law as having little value if the
safe harbors to the anti-kickback statute are not revised to mirror the exceptions noting that
participants are likely to abide by the more stringent requirements included in the safe harbors.

Response: We share the commenters’ concerns about dual regulatory schemes and the
challenges for stakeholders in ensuring compliance with both. We have worked closely with
OIG to ensure consistency between our respective rules to reduce administrative burden on the
regulated industry. As noted in section II.A.2.a. of this final rule, the final value-based
definitions at §411.351 are aligned in nearly all respects with OIG’s final value-based
definitions. However, because of the fundamental differences in the statutory structure,
operation, and penalties between the physician self-referral law and the anti-kickback statute,
complete alignment between the exceptions to the physician self-referral law and safe harbors to
the anti-kickback statute is not feasible. Reflecting these statutory differences, the regulations
that CMS and OIG are finalizing include intentional differences that allow the anti-kickback

statute to provide “backstop” protection for Federal health care programs and beneficiaries



against abusive arrangements that involve the exchange of remuneration intended to induce or
reward referrals under arrangements that could potentially satisfy the requirements of an
exception to the physician self-referral law. In this way, the CMS and OIG regulations,
operating together, balance the need for parties entering into arrangements that are subject to
both laws to develop and implement value-based arrangements that avoid the strict liability
referral and billing prohibitions of the physician self-referral law, while ensuring that law
enforcement, including OIG, can take action against parties engaging in arrangements that are
intentional kickback schemes.

Comment: A few commenters recommended that we finalize one all-inclusive exception
to the physician self-referral law for any type of value-based arrangement rather than the three-
exception structure proposed. These commenters asserted that replacing the three value-based
exceptions with one exception would reduce the complexity of the regulatory scheme and the
burden associated with the transition to value-based health care delivery and payment.

Response: We are finalizing our proposed structure with three exceptions to the
physician self-referral law that apply based on the level of risk assumed by the value-based
enterprise or the physician who is a party to the value-based arrangement and the characteristics
of the value-based arrangement. We disagree with the commenters that one exception would be
less complex and burdensome, and do not believe that a one-size fits all approach to exceptions
to the physician self-referral law to facilitate the transition to a value-based health care delivery
and payment system is possible.

Comment: The majority of commenters strongly urged CMS to not include in any of the
final value-based exceptions the “traditional” requirements that compensation is set in advance,
fair market value, and not determined in any manner that takes into account the volume or value
of a physician’s referrals or other business generated by the physician for the entity. Some
commenters also requested that we not include a requirement that the value-based arrangement is

commercially reasonable. The commenters opined that inclusion of these standards in the



context of value-based health care delivery and payment is neither appropriate nor necessary, and
asserted that inclusion of these standards would create a barrier to the transition to a value-based
health care delivery and payment system, leaving the value-based exceptions of limited or no
utility. These commenters noted that nonmonetary remuneration, in particular, that is provided
under a value-based arrangement is not necessarily consistent with the fair market value of items
or services provided by the recipient (or value-based activities undertaken by the recipient) and
asserted that requiring that such compensation is fair market value would impact the ability of
parties to share necessary infrastructure, care coordination, and patient engagement tools. The
commenters also stated that many value-based arrangements are, by nature, related to the volume
or value of referrals, and requiring that compensation is not determined in any manner that takes
into account the volume or value of a physician’s referrals or other business generated by the
physician would limit the utility of the exceptions. Finally, a few commenters asserted that there
is no need for a commercial reasonableness standard in light of the definition of “value-based
purpose,” which the commenters interpreted to serve the same function and require the same
analysis as that of the commercial reasonableness of an arrangement. These commenters also
asserted that value-based arrangements are, by their nature, commercially reasonable. In
contrast, a few commenters urged CMS to include requirements that the value-based
arrangement is commercially reasonable, the compensation is not determined in any manner that
takes into account the volume or value of a physician’s referrals or other business generated by
the physician, and the compensation is fair market value in order to protect against program or
patient abuse. The commenters did not explain why omitting these requirements creates a risk of
program or patient abuse.

Response: As noted above and for the reasons described in the proposed rule, we are not
including in the final exceptions at §411.357(aa) the traditional requirements that compensation
is set in advance, consistent with fair market value of the value-based activities provided under
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volume or value of a physician’s referrals or the other business generated by the physician for the
entity. However, we are requiring that the compensation arrangement is commercially
reasonable. As we stated in the proposed rule, disincentives for overutilization, stinting on
patient care, and other harms the physician self-referral law was intended to address are built into
the value-based definitions and will operate in tandem with the requirements included in the
exceptions to protect against program and patient abuse (84 FR 55777). It is this framework that
allows us to forgo the requirements in the current exceptions to the physician self-referral law
that may create significant challenges to innovation in a value-based health care delivery and
payment system.

We are cognizant that requirements that remuneration be fair market value and not take
into account the volume or value of a physician’s referrals or the other business generated by a
physician may inhibit the innovation necessary to achieve well-coordinated care that results in
better health outcomes and reduced expenditures (or reduced growth in expenditures). We agree
with the commenters that these standards, which play an important role in the other exceptions to
the physician self-referral law, may be counter to the underlying policy goals of value-based
health care delivery and payment. We also agree that compensation arrangements that qualify as
value-based arrangements under the new value-based definitions at §411.351, satisfy all the
requirements of an applicable exception at final §411.357(aa), and are aimed at reducing cost and
improving quality are likely commercially reasonable. Even so, we believe that this additional
program integrity safeguard is warranted. As defined at final §411.351, “commercially
reasonable” means that the particular arrangement furthers a legitimate business purpose of the
parties to the arrangement and is sensible, considering the characteristics of the parties, including
their size, type, scope, and specialty. The requirement at final §411.357(aa)(3)(vi) will ensure
that parties to a value-based arrangement structure the arrangement in a manner intended to
further their legitimate business purposes, which must include achievement of the value-based

purpose(s) of the value-based enterprise of which they are participants.



Comment: Several commenters urged us to create separate exceptions for CMS-
sponsored model arrangements and CMS-sponsored model patient incentives consistent with
existing waivers for these programs that would work in conjunction with or mirror the safe
harbors at proposed 42 CFR 1001.952(ii). Some commenters expressed concern over parties
having to identify and comply with an applicable exception to the physician self-referral law and
also comply with the safe harbor under the anti-kickback statute for CMS-sponsored programs.
Several other commenters requested assurance that all existing fraud and abuse waivers for
CMS-sponsored models, programs, and initiatives will remain in effect as implemented and will
not be impacted by the new exceptions for value-based arrangements.

Response: The commenters did not provide any specific examples of existing financial
arrangements under a CMS-sponsored model, program, or other initiative between an entity and
a physician (or immediate family member) to which none of the exceptions at final
§411.357(aa)(3) would apply. We carefully evaluated our final exceptions against the existing
CMS-sponsored models, programs, and other initiatives, and are confident that at least one of the
new exceptions at §411.357(aa) is applicable to the types of compensation arrangements
contemplated under each model, program, or initiative. The design of the final exceptions
should result in a smooth transition from participation in a CMS-sponsored model, program, or
initiative if the parties wish to continue their compensation arrangements and rely on the new
value-based exceptions at §411.357(aa). Thus, it is not necessary to establish an exception
specific to arrangements undertaken pursuant to a CMS-sponsored model, program, or initiative
as requested by the commenters. Importantly, the existing model-specific or program-specific
fraud and abuse waivers will remain in place and are not affected by the existence of the value-
based exceptions. Also, the Secretary retains authority under section 1115A(d)(1) of the Act to
waive certain fraud and abuse laws as necessary solely for purposes of testing payment and
service delivery models developed by the Innovation Center, and this authority can be used to

address future financial arrangements under Innovation Center models that may not fit within the



final value-based exceptions framework. Finally, the final fraud and abuse waivers issued in
connection with the Shared Savings Program are permanent waivers that are unaffected by the
value-based exceptions finalized in this final rule.

Comment: Some commenters sought clarification regarding the interaction between the
value-based exceptions and existing exceptions to the physician self-referral law. A few
commenters questioned whether an entity currently relies on the exception for bona fide
employment relationships at §411.357(c) to protect compensation arrangements with employed
physicians may continue to utilize the exception at §411.357(c), or whether its compensation
arrangements that qualify as value-based arrangements must satisfy the requirements of one of
the new value-based exceptions at §411.357(aa). The commenters stated a desire to continue to
utilize the exception at §411.357(c) for value-based arrangements with employed physicians
rather than the new value-based exceptions. The commenters also sought guidance regarding
whether the value-based exceptions could be utilized concurrently with “traditional exceptions”
when an entity has multiple compensation arrangements with the same physician and, if so, how
requirements of the exceptions, such as the requirement that compensation is fair market value,
would apply if the parties are utilizing multiple exceptions. A few commenters requested that we
confirm that compensation for care coordination, quality improvement, and cost containment
activities are not prohibited under the exception for hona fide employment relationships or the
services exceptions at §411.355.

Response: Nothing in this final rule mandates the use of the value-based exceptions. As
we have stated before, parties may use any applicable exception to the physician self-referral law
provided that all the requirements of the exception are satisfied (66 FR 916 and 72 FR 51047).
The value-based exceptions, however, are only available to parties that qualify under the value-
based definitions. Parties may utilize the exception at §411.357(c) to protect a value-based
arrangement, however, the value-based arrangement must satisfy all the requirements of the

exception in order to avoid the referral and billing prohibitions of the physician self-referral law.



The same is true with respect to the availability of and compliance with any other existing
exception that is applicable to the parties’ financial relationship or the physician’s referrals of
designated health services. The exception for bona fide employment relationships includes
requirements that the arrangement is commercially reasonable, the compensation paid to the
physician is fair market value, and the compensation is not determined in any manner that takes
into account the volume or value of the physician’s referrals. None of these requirements are
included in the final exceptions at §411.357(aa). Thus, depending on the terms and conditions of
the value-based arrangement, the arrangement may be unable to satisfy all the requirements of
the exception for bona fide employment relationships. That determination is, of course, fact-
specific.

Comment: Several commenters expressed concern that the requirements of the value-
based definitions and exceptions could disadvantage rural providers and small physician
practices that desire to participate in value-based arrangements, and that these providers and
suppliers face greater challenges when transitioning to a value-based health care delivery and
payment system. The commenters stated that these challenges include financial burdens, the
complexity of the value-based exceptions and definitions, and inadequate resources to
successfully implement value-based arrangements. Commenters urged CMS to make revisions
to the proposed value-based exceptions to accommodate rural providers and small physician
practices, specifically suggesting that we either limit the number of requirements under the
value-based exceptions that would be applicable to rural providers and small physician practices
to help alleviate the burden associated with complying with the exceptions or establish a
separate, less onerous exception applicable only to these providers and suppliers.

Response: We are not persuaded that an exception for value-based arrangements that is
exclusively available to rural providers and small physician practices is necessary, nor are we
revising the exceptions to limit the requirements under the value-based exceptions applicable to

these providers and suppliers. We understand the challenges faced by rural providers and small



physician practices, including resource limitations, and appreciate the important role of rural
providers as a safety net for their communities. The value-based arrangements exception
finalized at §411.357(aa)(3) is applicable to all value-based arrangements, regardless of the size
or nature of the parties to the arrangement, the financial risk undertaken by the value-based
enterprise, or the financial risk undertaken by the physician who is a party to the value-based
arrangement. We expect that this exception may be utilized by rural providers and small
physician practices more frequently than the full financial risk and meaningful downside
financial risk exceptions. As discussed elsewhere in this final rule, we are not requiring a
financial contribution from the recipient of remuneration under any of our final value-based

exceptions. We believe this addresses some of the commenters’ concerns.

(1) Full Financial Risk (§411.357(aa)(1))

We proposed at §411.357(aa)(1) an exception to the physician self-referral law (the “full
financial risk exception”) that applies to value-based arrangements between VBE participants in
a value-based enterprise that has assumed “full financial risk” for the cost of all patient care
items and services covered by the applicable payor for each patient in the target patient
population for a specified period of time; that is, the value-based enterprise is financially
responsible (or is contractually obligated to be financially responsible within the 6 months
following the commencement date of the value-based arrangement) on a prospective basis for the
cost of such patient care items and services. For Medicare beneficiaries, we noted that we intend
for this requirement to mean that the value-based enterprise, at a minimum, is responsible for all
items and services covered under Parts A and B. We are finalizing the exception with one
modification. We are extending the period of time during which the exception will be available
prior to the value-based enterprise’s financial responsibility for the cost of all patient care items
and services covered by the applicable payor for each patient in the target patient population.
Specifically, we are replacing the requirement that the value-based enterprise is contractually

obligated to be financially responsible within the 6 months following the commencement date of



the value-based arrangement with a 12-month timeframe. Thus, under this final rule, the value-
based enterprise must be financially responsible (or must be contractually obligated to be
financially responsible within the 12 months following the commencement date of the value-
based arrangement) on a prospective basis for the cost of all patient care items and services
covered by the applicable payor for each patient in the target patient population for a specified
period of time. As described in more detail below, we believe that extending this “pre-risk
period” to 12 months is consistent with the timeframe established in the Shared Savings Program
pre-participation waiver (80 FR 66742), and, as with the Shared Savings Program pre-
participation waiver, we do not believe that establishing a 12-month pre-risk period poses a risk
of program or patient abuse.

As we stated in the proposed rule, full financial risk may take the form of capitation
payments (that is, a predetermined payment per patient per month or other period of time) or
global budget payment from a payor that compensates the value-based enterprise for providing
all patient care items and services for a target patient population for a predetermined period of
time (84 FR 55779). We noted that the full financial risk exception would not prohibit other
approaches to full financial risk and sought comment on other approaches to full financial risk
that may exist currently or that stakeholders anticipate for the future. We are not prescribing a
specific manner for the assumption of full financial risk in this final rule.

A value-based enterprise need not be a separate legal entity with the power to contract on
its own (84 FR 55779). Rather, networks of physicians, entities furnishing designated health
services, and other components of the health care system collaborating to achieve the goals of a
value-based health care system, organized with legal formality or not, may qualify as a value-
based enterprise. A value-based enterprise may assume legal obligations in different ways. For
example, all VBE participants in a value-based enterprise could each sign the contract for the
value-based enterprise to assume full financial risk from a payor. Or, the VBE participants in a

value-based enterprise could have contractual arrangements among themselves that assign risk



jointly and severally. Or, similar to physicians in an independent practice association (IPA),
VBE participants could vest the authority to bind all VBE participants in the value-based
enterprise with a designated person that contracts for the assumption of full financial risk on
behalf of the value-based enterprise and its VBE participants. As explained in more detail
below, we are not requiring that the value-based enterprise is a separate legal entity with
contracting powers or requiring a particular structure for the value-based enterprise.

The value-based enterprise’s financial risk must be prospective; that is, the contract
between the value-based enterprise and the payor may not allow for any additional payment to
compensate for costs incurred by the value-based enterprise in providing specific patient care
items and services to the target patient population, nor may any VBE participant claim payment
from the payor for such items or services. We define “prospective basis” in this final rule at
§411.357(aa)(1)(vii) to mean that the value-based enterprise has assumed financial responsibility
for the cost of all patient care items and services covered by the applicable payor prior to
providing patient care items and services to patients in the target patient population. As noted in
the proposed rule (84 FR 55780) and discussed more fully below, the final definition of “full
financial risk” does not prohibit a payor from making payments to a value-based enterprise to
offset losses incurred by the enterprise above those prospectively agreed to by the parties. The
payment of shared savings or other incentive payments for achieving quality, performance, or
other benchmarks are also not prohibited. The final exception is available to protect value-based
arrangements entered into in preparation for the implementation of the value-based enterprise’s
full financial risk payor contract where such arrangements begin after the value-based enterprise
is contractually obligated to assume full financial risk for the cost of patient care items and
services for the target patient population but prior to the date the provision of patient care items
and services under the contract begin. As stated above, the final exception limits this period to
the 12 months prior to the effective date of the full financial risk payor contract. In other words,

the value-based enterprise must be at full financial risk within the 12 months following the



commencement of the value-based arrangement.

We believe that full financial risk is one of the defining characteristic of a mature value-
based payment system. When a value-based enterprise is at full financial risk for the cost of all
patient care services, the incentives to order unnecessary services or steer patients to higher-cost
sites of service are diminished. Even when downstream contractors are paid on something other
than a full-risk basis, the value-based enterprise itself is incented to monitor for appropriate
utilization, referral patterns, and quality performance, which we believe helps to reduce the risk
of program or patient abuse. Accordingly, these kinds of payment limitations provide stronger
and more effective safeguards against increases in the volume and costs of services than the
physician self-referral law ever placed on the FFS system. Nonetheless, as a precaution, we
proposed and are finalizing several important safeguards in the full financial risk exception.

The value-based enterprise must be at full financial risk during the entire duration of the
value-based arrangement for which the parties to the arrangement seek protection (84 FR 55780).
Thus, the final exception will not protect arrangements that begin at some point during a period
when the value-based enterprise has assumed full financial risk, but that continue into a
timeframe when the safeguards intrinsic to full-financial risk payment, such as the disincentive to
overutilize or stint on medically necessary care, no longer exist. However, one or both of the
other exceptions finalized at §411.357(aa)(2) and (3) may be available to protect value-based
arrangements that exist during a period when the value-based enterprise is not at full financial
risk (or contractually obligated to be at full financial risk within the 12 months following the
commencement of the value-based arrangement) for the cost of all patient care items and
services covered by the applicable payor for each patient in the target patient population.

We also proposed and are finalizing a requirement that the remuneration under the value-
based arrangement is for or results from value-based activities undertaken by the recipient of the
remuneration for patients in the target patient population. As we discussed in the proposed rule,
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arrangements, may be difficult to tie to specific items or services furnished by a VBE participant
(84 FR 55780). We do not interpret the requirement at §411.357(aa)(1)(ii) as mandating a one-
to-one payment for an item or service (or other value-based activity). Gainsharing payments,
shared savings distributions, and similar payments may result from value-based activities
undertaken by the recipient of the payment for patients in the target patient population. The
requirement that the remuneration is for or results from value-based activities undertaken by the
recipient of the remuneration for patients in the target patient population addresses this issue.
We intend for this to be an objective standard; that is, the remuneration must, in fact, be for or
result from value-based activities undertaken by the recipient of the remuneration for patients in
the target patient population (84 FR 55780). The final exception, therefore, will not protect
payments for referrals or any other actions or business unrelated to the target patient population,
such as general marketing or sales arrangements. With respect to in-kind remuneration, it is our
position that the remuneration must be necessary and not simply duplicate technology or other
infrastructure that the recipient already has. Finally, although the remuneration must be for or
result from value-based activities undertaken by the recipient of the remuneration for patients in
the target patient population, parties would not be prohibited from using the remuneration for the
benefit of patients who are not part of the target patient population.

In the proposed rule, we discussed the fact that integrated into most of the CMS-
sponsored models is a requirement that any remuneration between parties to an allowable
financial arrangement is not provided as an inducement to reduce or limit medically necessary
items or services to any patient in the assigned patient population (84 FR 55780). This is an
important safeguard for patient safety and quality of care, regardless of whether Medicare is the
ultimate payor for the services. Therefore, we proposed a requirement at §411.357(aa)(1)(iii)
that remuneration under a value-based arrangement is not provided as an inducement to reduce
or limit medically necessary items or services to any patient, whether in the target patient
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remuneration that leads to a reduction in medically necessary services would be inherently
suspect and could implicate sections 1128 A(b)(1) and (2) of the Act.

In addition, we proposed to protect only those value-based arrangements under which
remuneration is not conditioned on referrals of patients who are not part of the target patient
population or business not covered under the value-based arrangement (84 FR 55781). Although
this requirement is similar to the requirement that remuneration is for or results from value-based
activities undertaken by the recipient of the remuneration for patients in the target patient
population, as discussed in the proposed rule, it is intended to address a different concern. We
are finalizing at §411.357(aa)(1)(iv) the requirement that the remuneration is not conditioned on
referrals of patients who are not part of the target patient population or business not covered
under the value-based arrangement. The final exception does not protect arrangements where
one or both parties have made referrals or other business not covered by the value-based
arrangement a condition of the remuneration. By way of example, if the value-based enterprise
is at full financial risk for the total cost of care for all of a commercial payor’s enrollees in a
particular county, the exception will not protect a value-based arrangement between an entity and
a physician that are VBE participants in the value-based enterprise if the entity requires the
physician to refer Medicare patients who are not part of the target patient population for
designated health services furnished by the entity. Similarly, the exception will not protect a
value-based arrangement related to knee replacement services furnished to Medicare
beneficiaries if the arrangement requires that the physician perform all his or her other
orthopedic surgeries at the hospital.

We also proposed and are finalizing a requirement at §411.357(aa)(1)(v) related to
directing a physician’s referrals to a particular provider, practitioner, or supplier (84 FR 55781).
Under final §411.357(aa)(1)(v), if remuneration paid to the physician is conditioned on the
physician’s referrals to a particular provider, practitioner, or supplier, the value-based

arrangement complies with both of the following conditions: (A) the requirement to make



referrals to a particular provider, practitioner, or supplier must be set out in writing and signed by
the parties; and (B) the requirement to make referrals to a particular provider, practitioner, or
supplier may not apply if the patient expresses a preference for a different provider, practitioner,
or supplier; the patient's insurer determines the provider, practitioner, or supplier; or the referral
is not in the patient's best medical interests in the physician's judgment. See section I1.B.4. of
this final rule for a complete discussion of our interpretation of this requirement.

Finally, we proposed to require that records of the methodology for determining and the
actual amount of remuneration paid under the value-based arrangement be maintained for a
period of at least 6 years and made available to the Secretary upon request (84 FR 55781). We
noted in the proposed rule that requirements similar to this are found in our existing regulations
in the group practice rules at §411.352(d)(2) and (i), the exception for physician recruitment at
§411.357(e)(4)(iv), and the exception for assistance to compensate a nonphysician practitioner at
§411.357(x)(2) (84 FR 55781). We are finalizing at §411.357(aa)(3)(xi) the requirement that
records of the methodology for determining and the actual amount of remuneration paid under
the value-based arrangement must be maintained for a period of at least 6 years and made
available to the Secretary upon request. We expect that parties are familiar with these
requirements and that the maintenance of such records is part of their routine business practices.

As we discussed in the proposed rule (84 FR 55781), we consider the exception at
§411.357(aa)(1) comparable, in some respects, to the exception at §411.357(n) for risk-sharing
arrangements, which, as we noted in Phase II, is intended to be a broad exception with maximum
flexibility, covering all risk-sharing compensation paid to a physician by any type of health plan,
insurance company, or health maintenance organization (that is, any “managed care
organization” (MCO)) or IPA, provided the arrangement relates to enrollees and meets the
conditions set forth in the exception (69 FR 16114). A downstream arrangement that creates an
indirect compensation arrangement between an MCO or IPA and a physician is included within

the scope of the exception for risk-sharing arrangements. (See section I11.A.2.b.(4) of this final



rule for a full discussion of the applicability or the exception for risk-sharing arrangements at
§411.357(n).) Although the final exception at §411.357(aa)(1) is not limited to “risk-sharing
compensation” paid to a physician, but, rather, covers any type of remuneration paid under a
value-based arrangement that is for or results from value-based activities undertaken by the
recipient of the remuneration, for the reasons discussed throughout section II.A. of this final
rule, we believe that the flexibility provided in the exception for risk-sharing arrangements is
also warranted in the full financial risk exception. Finally, like the exception at §411.357(n) for
risk-sharing arrangements, we did not propose, nor are we finalizing, documentation
requirements in the full financial risk exception. Nevertheless, it is a good business practice to
reduce to writing any arrangement between referral sources as it allows the parties to monitor
and confirm that an arrangement is operating as intended.

We received the following comments and our responses follow.

Comment: Several commenters urged CMS to expand the definition of “full financial
risk” at §411.357(aa)(1)(vii) to exclude defined sets of patient care items or services for a target
patient population, or specific diseases or conditions, similar to episode-based bundled payment
models. By way of example, commenters suggested that full financial risk should be limited to
only the items and services required to treat patients with diabetes or during an episode of care
for a knee replacement. Commenters perceived the full financial risk exception as having
limited utility, asserting that the health care industry is currently not well-positioned to take on
full financial risk for all patient care items and services covered by the applicable payor for each
patient in the target patient population. Commenters suggested that allowing protection under
the full financial risk exception for arrangements where the parties take on full financial risk for
only a subset of items or services covered by the applicable payor, such as joint replacement
surgery, would increase the utility of the full financial exception and help to facilitate the
transition to a value-based health care delivery and payment system.

Response: We are not revising the definition of “full financial risk” to mean a defined set



of patient care items or services (similar to episode-based bundled payment models) or anything
less than financial responsibility, on a prospective basis, for the cost of all patient care items and
services covered by the applicable payor for each patient in the target patient population. To do
so could undermine the Secretary’s policy goals of moving more health care providers and
practitioners into two-sided risk payment structures. The full financial risk exception applies to
value-based arrangements between VBE participants in a value-based enterprise that has
assumed “full financial risk” on a prospective basis for the cost of all patient care items and
services covered by the applicable payor for each patient in the target patient population for a
specified period of time. It also applies to a value-based arrangement between the value-based
enterprise (if it is an entity as defined at §411.351) and a physician who is a VBE participant in
the value-based enterprise. The value-based enterprise must be financially responsible (or be
contractually obligated to be financially responsible within the 12 months following the
commencement date of the value-based arrangement) on a prospective basis for the cost of all
patient care items and services covered by the applicable payor for each patient in the target
patient population for a specified period of time. As noted in the proposed rule and above, we
believe that full financial risk is an important defining characteristic of a mature value-based
health care delivery and payment system (84 FR 55780). When a value-based enterprise is at
full financial risk for the cost of all patient care items and services, the incentives to order
unnecessary services or steer patients to high-cost sites of services are diminished. Those same
incentives are not necessarily present in episode-based bundled payment models. Expanding the
applicability of the exception at §411.357(aa)(1) to protect value-based arrangements under
episode-based bundled payment models would result in heightened program integrity concerns,
and therefore, would not fall within the Secretary’s authority under section 1877(b)(4) of the Act
upon which we relied to establish this exception. We recognize that providers may not be well-
positioned at this time to transition to a full financial risk model; however, it is our hope that, by

reducing the burden of the physician self-referral law, we can provide a pathway for participants



in the value-based system to evolve and more meaningfully participate in the value-based
system. As discussed in detail in II1.A.2.b.(3). of this final rule, we are finalizing at
§411.357(aa)(3) an exception applicable to value-based arrangements where the value-based
enterprise assumes less than full financial risk, including arrangements where neither the value-
based enterprise nor the parties to the particular arrangement have assumed any financial risk.
That exception may facilitate the entry of providers and suppliers into value-based health care
delivery and payment with the goal of moving eventually to two-sided risk models.

Comment: Several commenters stated that the full financial risk exception would be of
limited utility if high-cost or specialty items and services, such as organ transplants or pharmacy
benefits, are not carved out of the definition of “full financial risk.” The commenters noted that,
even in more advanced value-based arrangements, payors exclude high-cost or specialty items or
services from the risk arrangement. The commenters urged CMS to permit a value-based
enterprise to qualify as being at full financial risk without taking on the responsibility for high
cost or specialty items and services. Similarly, these commenters requested clarification
regarding the ability of the value-based enterprise to offset losses while still meeting the
definition of full financial risk for purposes of the exception. Other commenters urged CMS to
allow a value-based enterprise to enter into payor arrangements with risk mitigation terms to
protect against catastrophic losses, such as risk corridors, global risk adjustments, reinsurance,
stop loss agreements.

Response: We decline to carve out high-cost or specialty items or services from the
definition of “full financial risk.” In addition, we do not believe that revisions are necessary to
specifically address mechanisms by which parties to a full financial risk payor arrangement may
protect against significant or catastrophic losses. Further, the exclusion of high-cost or specialty
items and services could potentially interfere with private payor contracts among health care
providers, suppliers, and physicians. Importantly, nothing in the final full financial risk

exception or the definition of “full financial risk” prohibits a value-based enterprise from



contracting with a payor for stop-loss protection or applying risk corridors to limit exposure to
significant losses related to such high-cost items or services or overall expenses. A payor
arrangement may include risk mitigation terms such as risk corridors, global risk adjustments,
reinsurance, or stop-loss provisions to protect against significant and catastrophic losses. As
noted above, the financial risk assumed by the value-based enterprise must be prospective; thus,
the contract between the value-based enterprise and the payor may not allow for any additional
fee for service or other payments to compensate for costs incurred by the value-based enterprise
in providing specific patient care items and services to the target patient population, nor may any
VBE participant claim payment from the payor for such items or services.

Risk mitigation tools are not new to CMS-sponsored value-based initiatives. In fact,
some of the initiatives of the Innovation Center, where Medicare is the payor, anticipate potential
burdens on participants related to high cost items and services and the need for protection against
significant and catastrophic losses. These Innovation Center initiatives include stop-loss
provisions to mitigate the risk of overall costs being higher than expected. For instance, the
Bundled Payment for Care Improvement, Next Gen ACO, and Comprehensive Care for Joint
Replacement models all include some form of stop-loss assurance to mitigate financial risk.

Finally, there is nothing in this final rule that will prohibit a value-based enterprise and a
payor from negotiating and designing a full financial risk payor arrangement that would address
the concerns raised by the commenters. We are not imposing a specific limit on the amount of
loss coverage a value-based enterprise may have, but we caution that we will expect any stop-
loss or other risk adjustment provisions to act as protection for the value-based enterprise against
catastrophic losses and not a means by which to shift material financial risk back to the payor.
To be clear, the definition of “full financial risk” would not permit the full offset of a value-
based enterprise’s losses.

Comment: The majority of commenters agreed that the full financial risk exception

should extend to compensation arrangements related to activities taken in preparation for the



implementation of the value-based enterprises’ full financial risk payor contract, but requested
that CMS extend the 6-month “pre-risk™ period to a 12-month period. The commenters noted
that at least 12 months of preparation are often necessary to develop and operationalize a
successful value-based enterprise, even when it will not be assuming full financial risk.
Commenters highlighted activities such as the development of care redesign protocols,
implementation of IT infrastructure, and deployment of care coordinators as necessary for the
successful undertaking of full financial risk by a value-based enterprise and its VBE participants.

Response: We are persuaded to extend the “pre-risk” period under the full financial risk
exception to 12 months. Under the regulation finalized in this final rule, the value-based
enterprise must be financially responsible (or be contractually obligated to be financially
responsible within the 12 months following the commencement date of the value-based
arrangement) on a prospective basis for the cost of all patient care items and services covered by
the applicable payor for each patient in the target patient population for a specified period of
time. Extending this pre-risk period to 12 months should allow parties sufficient time to work
together in preparation for taking on full financial risk. A 12-month period is consistent with the
Shared Savings Program pre-participation waiver, and we are not aware of any program integrity
concerns with respect to the 12-month start-up period to date. We see no reason why providing
for a 12-month pre-risk period in the full financial risk exception would pose a risk of program
or patient abuse.

Comment: Some commenters explained that certain States, such as California, require
providers or suppliers that assume full financial risk for health care items and services are
required to become licensed as a health plan. The commenters noted that the expense and
regulatory burden associated with becoming a licensed health plan would deter most providers or
suppliers from taking that step, making the full financial risk exception of no utility to them. The
commenters recommended that CMS modify the full financial risk exception to address this

State law issue. Some of the commenters also noted that certain States prohibit a provider or



supplier from assuming financial risk for items and services other than those typically provided
by that provider or supplier type. For instance, a hospital could not assume financial risk for
physician services and vice versa.

Response: We are not prescribing a specific manner for the assumption of full financial
risk by a value-based enterprise. The full financial risk exception applies to value-based
arrangements between VBE participants in a value-based enterprise that has assumed full
financial risk on a prospective basis for the cost of all patient care items and services covered by
the applicable payor for each patient in the target patient population for a specified period of
time. Nothing in this final rule precludes the various VBE participants in the value-based
enterprise from aggregating the risk that each individual VBE participant assumes to reach full
financial risk for the value-based enterprise as a whole. For instance, assume a value-based
enterprise has as its VBE participants a hospital, skilled nursing facility, physicians, and a full
complement of providers and suppliers that, together, provide all the patient care services
covered by an applicable payor. If each of the VBE participants is at full financial risk for the
cost of all patient care items or services that it furnishes, the VBE participants could aggregate
their risk so that the value-based enterprise is, in total, at full financial risk for the cost of all
patient care items or services covered by the applicable payor. Essentially, the hospital could
assume full financial risk for hospital services, the skilled nursing facility could assume full
financial risk for skilled nursing services, the physicians could assume full financial risk for
physician services, etc. As long as there are no services covered by the applicable payor for
which the VBE participants have not assumed full financial risk, the value-based enterprise will
be at full financial risk for purposes of §411.357(aa)(1). We see no reason why allocating the
full financial risk among the VBE participants of the value-based enterprise—as opposed to a
single organization (the value-based enterprise) assuming the full financial risk—would pose an
additional risk of program or patient abuse. Finally, we note that nothing in this final rule

preempts any applicable State law, and we remind parties that other exceptions may be available



to protect arrangements where State law restrictions make satisfaction of certain requirements of
an exception challenging or impossible.

Comment: Many commenters acknowledged the importance of preserving patient choice
but stressed that, in a value-based health care delivery and payment system, the ability to guide a
patient to a high quality provider is imperative. The commenters requested that we include any
patient choice requirements in the regulation text of the value-based exceptions rather than cross-
referencing the requirements of the special rules on compensation at §411.354(d)(4)(iv).

Response: As discussed above, protection of patient choice is especially critical in the
context of referrals made by a physician to an entity with which the physician has a financial
relationship, as the physician’s financial self-interest may impact, if not infringe on, a patient’s
right to control who furnishes his or her care. We are finalizing in the full financial risk
exception a separate requirement to ensure that, regardless of the nature of the value-based
arrangement and the value-based enterprise’s value-based purpose(s), the regulation adequately
protects a patient’s choice of health care provider, the physician’s medical judgment, and the
ability of health insurers to efficiently provide care to their members. The final exception
provides at §411.357(aa)(1)(v) that, if remuneration paid to the physician is conditioned on the
physician’s referrals to a particular provider, practitioner, or supplier, the value-based
arrangement complies with both of the following conditions: (A) the requirement to make
referrals to a particular provider, practitioner, or supplier is set out in writing and signed by the
parties; and (B) the requirement to make referrals to a particular provider, practitioner, or
supplier does not apply if the patient expresses a preference for a different provider, practitioner,
or supplier; the patient's insurer determines the provider, practitioner, or supplier; or the referral
is not in the patient's best medical interests in the physician's judgment. We have included this
language in all three of the value-based exceptions.

Comment: A few commenters questioned whether the full financial risk exception is

even necessary, suggesting that CMS should instead modify the exception at §411.357(n) for



risk-sharing arrangements to accommodate value-based arrangements where the value-based
enterprise is at full financial risk.

Response: We decline to modify the exception at §411.357(n) to accommodate value-
based arrangements as requested by the commenters. As discussed more fully in section
II.A.2.b.(4) of this final rule, the exception at §411.357(n) applies to compensation arrangements
between an MCO or an IPA and a physician for services provided to enrollees of a health plan,
provided that the compensation arrangement qualifies as a risk-sharing arrangement. The
compensation arrangement between the MCO or IPA and the physician may be direct or
indirect. The exception does not apply to a compensation arrangement—whether direct or
indirect—between a physician and an entity that is anything other than an MCO or IPA. The
value-based exceptions finalized in this final rule will apply to any value-based arrangement,
direct or indirect, between a physician and any entity that furnishes designated health services to
which the physician makes referrals. Thus, the value-based exceptions are broader in
applicability than the exception for risk-sharing arrangements. As discussed in the proposed rule
and above, we have designed a carefully woven fabric of definitions and exceptions that protect
against program and patient abuse while providing flexibility for experimentation in the design
and implementation of value-based care arrangements (84 FR 55777). We believe that this
framework is crucial to achieving the Department’s goal of moving to a value-based health care
delivery and payment system, and that most value-based arrangements between an entity and a
physician in a value-based enterprise that has assumed full financial risk should remain within

this framework.

(2) Value-Based Arrangements with Meaningful Downside Financial Risk to the Physician
(§411.357(aa)(2))

As we stated in the proposed rule, a few CMS RFI commenters opined that the health
care industry is in the early stages of its transition to value-based health care delivery and

payment (84 FR 55781). After reviewing the comments on the CMS RFI and the proposed rule,



we acknowledge that, although CMS, non-Federal payors, and a significant segment of the health
care industry have made advancements in value-based health care delivery and payment, many
physicians and providers are not yet prepared or willing to be responsible for the total cost of
patient care services for a target patient population. However, we are also aware that some
physicians are participating in or considering participating in alternative payment models that
provide for potential financial gain in exchange for the undertaking of some level of downside
financial risk.

Financial risk assumed directly by a physician will likely affect his or her practice and
referral patterns in a way that curbs the influence of traditional FFS, volume-based payment.
Further, financial risk is tied to the achievement or, or failure to achieve, value-based purposes
incents the type of behavior-shaping necessary to transform our health care delivery system into
one that improves patient outcomes, eliminates waste and inefficiencies, and reduces the costs to
or growth in expenditures of payors. Arrangements under which a physician is at meaningful
downside financial risk for failure to achieve predetermined cost, quality, or other performance
benchmarks contain inherent protections against program or patient abuse. In recognition of this,
we proposed an exception that would protect remuneration paid under a value-based arrangement
where the physician is at meaningful downside financial risk for failure to achieve the value-
based purpose(s) of the value-based enterprise (the “meaningful downside financial risk
exception”) (84 FR 55781). Under the meaningful downside financial risk exception, although
the physician must be at meaningful downside financial risk for the entire term of the value-
based arrangement, the remuneration could be paid to or from the physician.

We proposed to define “meaningful downside financial risk” to mean that the physician
is responsible to pay the entity no less than 25 percent of the value of the remuneration the
physician receives under the value-based arrangement. We stated that we believe that this level
of financial risk is high enough to curb the influence of traditional FFS, volume-based payment

and achieve the type of behavior-shaping necessary to facilitate achievement of the goals set



forth in this final rule (84 FR 55782). We related the definition of “meaningful downside
financial risk” to the 25 percent threshold determined by the Secretary for the statutory and
regulatory exceptions for physician incentive plans at section 1877(¢)(3)(B) of the Act and
§411.357(d)(2), respectively, which reference “substantial financial risk” to a physician (or
physician group), and sought comment on whether defining meaningful downside financial risk
as 25 percent of the value of the remuneration the physician receives under the value-based
arrangement is appropriate. Upon consideration of the public comments, we are revising the
definition of “meaningful downside financial risk” to mean that the physician is responsible to
repay or forgo no less than 10 percent of the total value of the remuneration the physician
receives under the value-based arrangement. Because the exception does not limit the type of
remuneration that may be provided, under the final regulation, the risk of repayment or the
amount the physician must be at risk to forgo may be no less than 10 percent of the value of the
remuneration to account for remuneration that may be provided in-kind, such as infrastructure or
care coordination services. In the proposed rule, we also provided an alternative definition to
meaningful downside financial risk that would also include the physician’s full financial risk to
the entity, recognizing that a physician who assumes full financial risk for all or a defined set of
patient care services for the target patient population would certainly be considered at
“meaningful downside financial risk” (84 FR 55782). We are not finalizing our proposal for an
expanded definition of “meaningful downside financial risk.”

As discussed in the proposed rule, because the exception at §411.357(aa)(2) does not
require the type of global risk to the value-based enterprise that is required in the full financial
risk exception, additional or different requirements are necessary to protect against program or
patient abuse (84 FR 55782). We proposed requiring that the physician must be at meaningful
downside financial risk for the entire duration of the value-based arrangement to curtail any
gaming that could occur by adding meaningful downside financial risk to a physician during only

a short portion of an arrangement. We are finalizing this requirement at §411.357(aa)(2)(i). To



buttress our oversight ability and that of our law enforcement partners, we proposed a
requirement that the nature and extent of the physician’s financial risk is set forth in writing. We
are finalizing this requirement at §411.357(aa)(2)(i1). We note that this is also a good business
practice that allows the parties to monitor their value-based arrangements and ensure that they
are operating as intended. For similar reasons, but also as a safeguard against manipulating a
value-based arrangement to reward referrals, we proposed to require that the methodology used
to determine the amount of the remuneration is set in advance of the furnishing of the items or
services for which the remuneration is provided. We noted that the special rule on compensation
at §411.354(d)(1) that deems compensation to be set in advance when certain conditions are met
would apply, however, that provision is merely a deeming provision and parties are free to
confirm satisfaction of the requirement another way. We are finalizing this requirement at
§411.357(aa)(2)(iii).

Integrated into most of the CMS-sponsored models is a requirement that any
remuneration between parties to an allowable financial arrangement is not provided as an
inducement to reduce or limit medically necessary items or services to any patient in the
assigned patient population (84 FR 55782). This is an important safeguard for patient safety and
quality of care, regardless of whether Medicare is the ultimate payor for the services, and we
proposed including this safeguard in the meaningful downside financial risk exception by
requiring that remuneration is not provided as an inducement to reduce or limit medically
necessary items or services to any patient, whether in the target patient population or not.
Remuneration that leads to a reduction in medically necessary services would be inherently
suspect and could implicate sections 1128 A(b)(1) and (2) of the Act. We are finalizing this
requirement at §411.357(aa)(2)(v).

For the reasons we explained with respect to the full financial risk exception, we
proposed to include in the meaningful downside financial risk exception requirements that the

remuneration is for or results from value-based activities undertaken by the recipient of the



remuneration for patients in the target patient population; remuneration is not conditioned on
referrals of patients who are not part of the target patient population or business not covered
under the value-based arrangement; and that records of the methodology for determining and the
actual amount of remuneration paid under the value-based arrangement must be maintained for a
period of at least 6 years and made available to the Secretary upon request. We are finalizing our
proposals to include these requirements in the meaningful downside financial risk exception at
§411.357(aa)(2)(iv), (vi), and (viii).

We also proposed a requirement at §411.357(aa)(2)(vii) related to directing a physician’s
referrals to a particular provider, practitioner, or supplier (84 FR 55781). Under final
§411.357(aa)(2)(vii), if remuneration paid to the physician is conditioned on the physician’s
referrals to a particular provider, practitioner, or supplier, the value-based arrangement complies
with both of the following conditions: (1) the requirement to make referrals to a particular
provider, practitioner, or supplier must be set out in writing and signed by the parties; and (2) the
requirement to make referrals to a particular provider, practitioner, or supplier may not apply if
the patient expresses a preference for a different provider, practitioner, or supplier; the patient's
insurer determines the provider, practitioner, or supplier; or the referral is not in the patient's best
medical interests in the physician's judgment. See section I1.B.4. of this final rule for a complete
discussion of our interpretation of this requirement.

We received the following comments on the proposed meaningful downside financial
risk exception. Our responses follow.

Comment: Several commenters disagreed with the design of the meaningful downside
financial risk exception and the focus of the exception on the physician’s level of risk rather than
that of the entity. The commenters viewed the meaningful downside financial risk exception, as
proposed, as being of limited utility and not reflective of current real-world financial risk
arrangements. Some commenters urged CMS to modify the meaningful downside financial risk

exception to protect arrangements where the entity assumes the financial risk noting that entities,



such as hospitals, are better positioned to assume risk from payors. These commenters expressed
concern as to whether physician behavior has evolved to the point of being able to assume
meaningful downside financial risk as required by the exception. Some commenters requested
that we permit an entity to assume meaningful downside financial risk and then allocate the risk
down to the physician.

Response: We are not making the modifications suggested by the commenters. These
commenters appear to misunderstand the scope of the meaningful downside financial risk
exception and the intent behind it. The meaningful downside financial risk exception covers
individual compensation arrangements that qualify as value-based arrangements between an
entity and a physician that are VBE participants in the same value-based enterprise, regardless of
whether the value-based enterprise or the entity has assumed financial risk from a payor. The
exception is available to protect value-based arrangements under which the physician has
assumed financial risk from the entity that is party to the arrangement, and where such risk is tied
to the achievement of the value-based purpose(s) of the value-based enterprise of which the
physician and the entity are VBE participants. The value-based exceptions at §411.357(aa) are
designed to accommodate movement toward two-sided financial risk. Although we recognize
that many physicians may not be prepared or willing to assume full (or substantially full)
financial risk, the exception at §411.357(aa)(2) is available to protect those value-based
arrangements under which either meaningful downside financial risk is incorporated into the
physician’s compensation. There is great potential for behavior-shaping when a physician’s
failure to achieve value-based purposes is tied to his or her remuneration. This behavior-shaping
is critical to transforming our health care delivery system into one that improves patient
outcomes, eliminates waste and inefficiencies, and reduces costs to or growth in expenditures of
payors.

Comment: Most of the commenters that addressed the proposed exception at

§411.357(aa)(2), disliked the 25 percent threshold for qualification as meaningful downside



financial risk. These commenters asserted that a 25 percent threshold is too high and would limit
physician participation in value-based health care delivery and payment systems. Some of the
commenters suggested that physicians who are new to value-based health care would be
reluctant to put 25 percent of their compensation at risk. These commenters requested that we
reduce the threshold to 10 percent, referencing a 2018 Deloitte Survey of U.S. physicians’ that
surveyed 624 primary care and specialty physicians practicing in a variety of health care settings
and found that most physicians are willing to tie approximately 10 percent of their compensation
to quality and cost measures (the Deloitte Study). Several other commenters suggested a 5
percent threshold, noting that certain CMS payment systems or programs, such as advanced
APMs and MIPS APMs, set financial risk percentages for physicians ranging from 5 to 9
percent. A few commenters suggested that we adopt a threshold of 15 percent for consistency
with the contribution requirement under the exception for EHR items and services at
§411.357(w). Some of the commenters suggested a scaled approach under which the exception
initially would require a lower level of downside financial risk and increase to a higher level of
downside financial risk as the physician acclimates to and participates in the value-based health
care delivery and payment system. The commenters suggested that, in the alternative, CMS
could set a lower threshold for meaningful downside financial risk in this final rule and increase
the threshold in a future rulemaking. A few commenters viewed the 25 percent threshold as
appropriate and consistent with the physician incentive plan rules applicable to Medicare and
Medicaid managed care plans and federal health maintenance organizations.

Response: We find the commenters’ statements and the Deloitte Study compelling, and
our final regulation incorporates a lower threshold for meaningful downside financial risk of no
less than 10 percent of the total value of the remuneration the physician receives under the value-

based arrangement. The Deloitte Study found that physicians are willing to tie a greater
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percentage of their compensation (10 percent) to cost and quality measures than they have been
previously, but physicians still need cost and quality data and analytic tools that may not be
readily available to all physicians to find success in a value-based health care delivery and
payment system. We believe that the assumption by a physician of 10 percent downside
financial risk is sufficient to curb the influences of traditional FFS payment systems. We
reiterate that, the downside financial risk threshold, for purposes of the exception at
§411.357(aa)(2), relates to remuneration from an entity to a physician. Therefore, we do not
believe that it is appropriate to link this threshold to the level of risk related to payments for
services from a payor, for example, by linking to risk levels under MIPS or the Medicare Access
and CHIP Reauthorization Act (MACRA).

Comment: Several commenters urged us to revise the definition of “meaningful
downside financial risk™ to mirror the risk levels found in OIG’s proposed safe harbor for value-
based arrangements with substantial downside financial risk. The commenters suggested this
would avoid the need for parties to navigate different regulatory frameworks under the anti-
kickback statute and physician self-referral law. These commenters asserted that the lack of
alignment between OIG and CMS could create unnecessary burden on the regulated industry.

Response: It appears that the comments are based on a perception of the meaningful
downside financial risk exception as a parallel to the OIG substantial downside financial risk safe
harbor. Itis not. Under the substantial downside financial risk safe harbor, the required
financial risk is at the value-based enterprise level. That is, the value-based enterprise, either
directly or through its VBE participants, must assume substantial downside financial risk in order
for the safe harbor to be available. Under the meaningful downside financial risk exception, the
focus is on the risk assumed by the individual physician to the value-based arrangement being
assessed for satisfaction of the requirements of the exception. It would be incongruous to match
the risk requirements in the exception and safe harbor as requested by the commenters.

Comment: Some commenters questioned whether the meaningful downside financial



risk exception applies only when a physician is required to repay remuneration already received
or whether the exception would also apply to value-based arrangements under which a portion of
the physician’s compensation is withheld until achievement of the value-based purpose(s) of the
value-based enterprise. Other commenters asked whether the meaningful downside financial risk
exception is applicable to value-based arrangements under which the physician is eligible to
receive or would forgo incentive pay, depending on whether the physician satisfies the goals of
the value-based arrangement or the performance or quality standards required under the value-
based arrangement. A few commenters expressed concern that a repayment requirement could
result in noncompliance where cash flow or other factors impact the ability of the physician to
make repayment. The commenters also asserted that a “repayment-only” policy is inconsistent
with the structure of many financial risk arrangements that permit payments to either be
withheld, reduced, or repaid for not meeting stated goals or performance and quality standards.
Response: We are clarifying the regulation at §411.357(aa)(2)(ix) to explicitly state that
meaningful downside financial risk means that the physician is responsible to repay or forgo no
less than 10 percent of the total value of the remuneration the physician receives under the value-
based arrangement. The scope of the meaningful downside financial risk exception is not limited
to value-based arrangements under which a physician is required to repay remuneration already
received from the entity. The structures of the financial terms of a value-based arrangement
described by the commenters are permissible, provided that the arrangement otherwise complies
with the value-based definitions and satisfies all the requirements of the meaningful downside
financial risk exception. Withholds, repayment requirements, or incentive pay tied to meeting
goals or outcome measures are all permissible options for structuring the financial terms of a
value-based arrangement between an entity and a physician, provided that the physician’s
downside financial risk is tied to the achievement of the value-based purpose(s) of the value-
based enterprise and not the goals of the parties or the arrangement (unless the parties alone

comprise the value-based enterprise). In addition, the meaningful downside financial risk



exception applies only where the physician is at risk for failure to achieve the value-based
purpose(s) of the value-based enterprise during the entire duration of the value-based
arrangement. To illustrate, if a physician is entitled to a base payment of $50,000 with the ability
to earn an additional $25,000 for performing certain value-based activities, meaningful downside
financial risk equals at least 10 percent of the total compensation of $75,000, or $7,500. The
$25,000 that is at risk for purposes of this example exceeds the 10 percent requirement.
However, unless the receipt of the $25,000 is tied to the achievement of the value-based
purpose(s) of the value-based enterprise, the arrangement will not satisfy the requirement at final
§411.357(aa)(2)(i). By way of another example, assume that there exists a value-based
arrangement between an entity and a physician that are the only VBE participants in the value-
based enterprise (that is, they are a value-based enterprise of two) under which the total
remuneration potentially due to the physician is $100,000, but $20,000 is withheld and payable
only upon successfully completing the value-based activities called for under the arrangement.
Meaningful downside financial risk equals at least 10 percent of the total compensation of the
$100,000 total available remuneration, or $10,000. The $20,000 withhold in this example
exceeds the 10 percent requirement.

Comment: Some commenters shared their confusion regarding the proposed alternative
definition of meaningful downside financial risk under which a physician would be considered to
be at meaningful downside financial risk if the physician is financially responsible to the entity
on a prospective basis for the cost of all or a defined set of patient care items and services
covered by the applicable payor for each patient in the target patient population for a specified
period of time. The commenters requested that CMS revise or omit the alternative definition.
The commenters also questioned the utility of the definition, noting that it is unlikely that an
individual physician would assume full financial risk from an entity (or a payor).

Response: We agree with the commenters that it is unlikely that an individual physician

would assume full financial risk from the entity with which the physician has the value-based



arrangement for the cost of all or a defined set of items and services covered by the applicable
payor for each patient in the target patient population for a specified period of time. We are not
finalizing this portion of the definition of “meaningful downside financial risk” and have omitted
the language from the final regulation. As set forth at final §411.357(aa)(2)(ix), meaningful
downside financial risk means that the physician is responsible to repay or forgo no less than 10
percent of the total value of the remuneration the physician receives under the value-based
arrangement.

Comment: A number of commenters requested that CMS adopt the same “pre-risk”
period during which the exception is applicable prior to the assumption of financial risk that was
included in the proposed full financial risk exception, but did not explain the need for a pre-risk
period under the meaningful downside financial risk exception, which applies only to a single
arrangement between an entity and a physician. Most of the commenters requested a 12-month
“pre-risk” period.

Response: We are not permitting the use of the meaningful downside financial risk
exception during the period prior to the physician’s assumption of meaningful downside
financial risk. We see no need to allow the use of the exception at §411.357(aa)(2) prior to the
physician’s assumption of meaningful downside financial risk and believe that it would be a
program integrity risk to do so. The Secretary’s authority at section 1877(b)(4) of the Act to
issue exceptions to the physician self-referral law is limited to only those financial relationships
that the Secretary determines do not pose a risk of program or patient abuse. We are concerned
that unscrupulous parties could “front load” the remuneration by providing high-value
remuneration to the physician in the “pre-risk” period before the physician is required to assume
meaningful downside financial risk. This concern is heightened in light of the final definition of
“meaningful downside financial risk,” which sets the threshold for downside financial risk at 10
percent of the value of the remuneration rather than the 25 percent threshold proposed. Further,

we note that financial risk in an arrangement between an entity and an individual physician,



which is the foundation of the meaningful downside financial risk exception, is not an analog to
the financial risk assumed by a value-based enterprise, which is the foundation of the full
financial risk exception. As we explained in section II.A.2.b.(1). of this final rule, VBE
participants may need to develop infrastructure and perform certain activities necessary to be
successful in a full financial risk payment model before the enterprise’s assumption of full
financial risk. The same is not true with respect to a physician who assumes meaningful
downside financial risk under an individual value-based arrangement with an entity.

Comment: Several commenters asserted that the requirement that the methodology used
to determine the amount of the remuneration under the value-based arrangement is set in advance
of the undertaking of the value-based activities for which the remuneration is paid fails to
provide sufficient flexibility. The commenters requested that we “soften” the set in advance
requirement to accommodate the change of compensation formulas or other requirements
established by payors.

Response: We decline to revise the requirement as requested by the commenters. As a
safeguard against gaming or manipulating a value-based arrangement to reward referrals, we
require in the final meaningful downside financial risk exception that the methodology used to
determine the amount of the remuneration is set in advance of the undertaking of the value-based
activities for which the remuneration is paid. We interpret this requirement in the same way as
the requirement found throughout the exceptions to the physician self-referral law that
compensation (or a formula for the compensation) is set in advance before the furnishing of the
items or services for which the compensation is to be paid. In the final meaningful downside risk
exception, we are requiring only that the methodology used to determine the amount of the
remuneration is set in advance of the undertaking of value-based activities for which the

remuneration is paid. Parties need not know the ultimate amount of remuneration under the

value-based arrangement. Thus, prior to the commencement of a value-based arrangement, if the

parties agree that a physician will be paid $10 for each completed patient assessment (assuming



the completion of the patient assessment qualifies as a “value-based activity”), the methodology
for determining the amount of the physician’s remuneration is set in advance. If the parties later
determine to increase the payment to $12 for each completed patient assessment, the revised
remuneration would be considered set in advance, provided that the new remuneration terms are
effective on a prospective basis only. We explore our policies regarding compensation that is set
in advance with respect to outcome measures in our discussion of the value-based arrangements
exception at §411.357(aa)(3) in section II.A.1.2.b.(3). and more generally in section I1.D.5. of

this final rule.

(3) Value-Based Arrangements (§411.357(aa)(3))

The transformation to a value-based health care delivery and payment system is heavily
dependent on physician engagement. As we noted in the proposed rule, commenters on the CMS
RFT stated that, because physician decisions drive the overwhelming majority of all health care
spending and patient outcomes, it is not possible to transform health care without a strong,
aligned partnership between entities furnishing designated health services and physicians (84 FR
55783). Those commenters noted that this alignment of financial interests is key to the behavior
shaping necessary to succeed in a value-based payment system. They also asserted that
permitting physicians and physician groups (especially smaller practices that are not used to risk-
sharing or are too small to absorb downside financial risk) to assume only upside risk—or, for
that matter, no financial risk—would encourage more physicians to participate in care
coordination activities now while they continue to build toward entering into two-sided risk-
sharing arrangements. In consideration of these and similar comments, as well as our belief that
bold reforms to the physician self-referral regulations are necessary to foster the delivery of
coordinated patient care and achieve the Secretary’s vision of transitioning to a truly value-based
health care delivery and payment system, we proposed an exception at §411.357(aa)(3) for
compensation arrangements that qualify as value-based arrangements, regardless of the level of

risk undertaken by the value-based enterprise or any of its VBE participants (the “value-based



arrangement exception”) (84 FR 55783).

As proposed, the value-based arrangement exception would permit both monetary and
nonmonetary remuneration between the parties, although we considered whether to limit the
scope of the exception to nonmonetary remuneration only and sought comment regarding the
impact such a limitation may have on the transition to a value-based health care delivery and
payment system (84 FR 55783). The final exception is not limited to the provision of only
nonmonetary compensation. We also proposed to include in the value-based arrangement
exception certain requirements that were included in the proposed meaningful downside
financial risk exception, some of which were also included in the proposed full financial risk
exception (84 FR 55783). We stated that we would interpret these requirements in the same way
as in the proposed full financial risk and meaningful downside financial risk exceptions, and
included them in the value-based arrangement exception for the same reasons articulated with
respect to those exceptions. These requirements are: the remuneration is for or results from
value-based activities undertaken by the recipient of the remuneration for patients in the target
patient population; remuneration is not provided as an inducement to reduce or limit medically
necessary items or services to a patient in the target patient population; remuneration is not
conditioned on referrals of patients who are not part of the target patient population or business
not covered by the value-based arrangement; the methodology used to determine the amount of
the remuneration is set in advance of the furnishing of the items or services for which the
remuneration is provided; and records of the methodology for determining and the actual amount
of remuneration paid under the value-based arrangement must be maintained for a period of at
least 6 years and made available to the Secretary upon request (84 FR 55783).

Because the exception at proposed §411.357(aa)(3) would be applicable even to value-
based arrangements where neither party, but especially not the physician, has undertaken any
downside financial risk, we stated that safeguards beyond those included in the meaningful

downside financial risk exception are necessary to protect against program or patient abuse (84



FR 55783). To address this, we proposed to replace the requirement that remuneration is not
conditioned on referrals of patients who are not part of the target patient population or business
not covered by the value-based arrangement with a requirement that remuneration is not
conditioned on the volume or value of referrals of any patients, including patients in the target
patient population, to the entity or the volume or value of any other business generated, including
business covered by the value-based arrangement, by the physician for the entity. We did not
propose to include a requirement that the remuneration is not determined in any manner that
takes into account the volume or value of a physician’s referrals or the other business generated
by the physician for the entity. We sought comments regarding this alternative proposal; the
interplay of the alternative requirement with our longstanding policy that the entity of which the
physician is a bona fide employee or independent contractor, or that is a party to a managed care
contract with the physician, may direct the physician’s referrals to a particular provider,
practitioner, or supplier, as long as the compensation arrangement meets specified conditions
designed to preserve the physician’s judgment as to the patient’s best medical interests, avoid
interfering in an insurer’s operations, and protect patient choice; and whether including such an
alternative requirement would impede parties’ ability to achieve the value-based purposes on
which their value-based arrangement is premised if the entity cannot direct referrals as
historically permitted. We are finalizing the proposed safeguards that are also included in the
meaningful downside risk exception at §411.357(aa)(2), but we are not finalizing the alternative
proposal regarding the conditioning of remuneration. Final §411.357(aa)(3)(ix) requires that the
remuneration under the value-based arrangement is not conditioned on referrals of patients who
are not part of the target patient population or business not covered under the value-based
arrangement. However, we are finalizing a requirement regarding patient choice, which is
included in the regulations for all three of the value-based exceptions. See section I1.B.4. of this
final rule for a complete discussion of our interpretation of this requirement.

In addition, we proposed requirements in the exception at §411.357(aa)(3) that the value-



based arrangement is set forth in writing and signed by the parties, and that the writing includes a
description of the value-based activities to be undertaken under the arrangement; how the value-
based activities are expected to further the value-based purpose(s) of the value-based enterprise;
the target patient population for the arrangement; the type or nature of the remuneration; the
methodology used to determine the amount of the remuneration; and the performance or quality
standards against which the recipient of the remuneration will be measured, if any (84 FR
55783). We believe that the documentation requirements are self-explanatory. We stated that,
although we expect that parties would plan to satisfy the writing requirement in advance of the
commencement of the value-based arrangement, the special rule at §411.354(e)(3) (modified, in
part, from existing §411.353(g)(1)(i1)) would apply. We are finalizing our proposal regarding
the writing and signature requirements in the exception at §411.357(aa)(3). We remind readers
that the value-based purpose of the arrangement must relate to the value-based enterprise as a
whole (which, as noted previously in section II.A.2.a. of this final rule, may be the two parties to
the value-based arrangement), and that the exception will not protect a “side” arrangement
between two VBE participants that is unrelated to the goals and objectives (that is, the value-
based purposes) of the value-based enterprise of which they are participants, even if the
arrangement itself serves a value-based purpose.

We also proposed to require that the performance or quality standards against which the
recipient of the remuneration will be measured, if any, are objective and measurable, and that
such standards must be determined prospectively, with any changes to the performance or quality
standards set forth in writing and applicable only prospectively (84 FR 55784). Because
commenters expressed concern regarding the term “performance or quality standards,” and in an
effort to reduce burden on stakeholders by aligning our terminology with OIG, we are modifying
this requirement to apply to “outcome measures” rather than “performance or quality standards”
and defining “outcome measure” at §411.357(aa)(3)(xii) to mean a benchmark that quantifies:

(A) improvements in or maintenance of the quality of patient care; or (B) reductions in the costs



to or reductions in growth in expenditures of payors while maintaining or improving the quality
of patient care. Final §411.357(aa)(3)(i1) requires that the outcome measures against which the
recipient of remuneration will be assessed, if any, are objective, measurable, and selected based
on clinical evidence or credible medical support. To promote clarity, we discuss our proposals
and respond to comments on our proposals regarding the performance or quality standards
against which a recipient of remuneration will be assessed in terms of the “outcome measures”
against which the recipient of the remuneration will be assessed. We discuss this modification
more fully below.

We recognize that outcome measures may not be applicable to all value-based
arrangements—for example, an arrangement under which a hospital provides needed
infrastructure to a physician in the same value-based enterprise may not require the physician to
meet specific outcome measures in order to receive or keep the infrastructure items or services.
However, if the value-based arrangement does include outcome measures that relate to the
receipt of the remuneration—for example, an arrangement to share the internal cost savings
achieved if the physician meaningfully participates in the hospital’s quality and outcomes
improvement program and reaches or exceeds predetermined benchmarks for his or her personal
performance or quality measurement—such outcome measures must be determined in advance
of their implementation. The exception would not protect arrangements where the outcome
measures are set retrospectively (84 FR 55784). In the proposed rule, to align with OIG’s
proposals, we considered whether to require that outcome measures be designed to drive
meaningful improvements in physician performance, quality, health outcomes, or efficiencies in
care delivery (84 FR 55784). We sought comment regarding whether we should include this as a
requirement of the value-based arrangement exception and the burden or cost of including such a
requirement. As discussed more fully below, we are not including a requirement in this final rule
that outcome measures must be designed to drive meaningful improvements in physician

performance, quality, health outcomes, or efficiencies in care delivery in this final rule.



As we stated in the proposed rule, we expect that, as a prudent business practice, parties
would monitor their arrangements to determine whether they are operating as intended and
serving their intended purposes—regardless of whether the arrangements are value-based—and
have in place mechanisms to address identified deficiencies, as appropriate (84 FR 55784). We
explained that there is an implicit ongoing obligation for an entity to monitor each of its financial
relationships with a physician for compliance with an applicable exception. In general, if a
physician has a financial relationship with an entity that does not satisfy all the requirements of
an applicable exception (after applying any special rules), section 1877(a)(1)(A) of the Act
prohibits the physician from making a referral to the entity for the furnishing of designated
health services for which payment may otherwise be made under Medicare, section
1877(a)(1)(B) of the Act prohibits the entity from presenting or causing to present a claim under
Medicare for the designated health services furnished pursuant to a prohibited referral, and
section 1877(g)(1) of the Act prohibits Medicare from making payment for a designated health
service that is provided pursuant to a prohibited referral. Thus, parties must ensure the
compliance of their financial relationship with an applicable exception at the time the physician
makes a referral for designated health service(s).

In the proposed rule, we discussed at length the importance of monitoring arrangements
that implicate the physician self-referral law (84 FR 55784). More specifically, we discussed the
implicit ongoing compliance monitoring obligation for arrangements that would qualify for
protection under the value-based arrangement exception at §411.357(aa)(3). We provided a
detailed example of appropriate monitoring of a value-based arrangement for compliance with
the proposed exception at §411.357(aa)(3), including the consequences of value-based activities
that can no longer be considered to be reasonably designed to achieve the value-based purpose(s)
of a value-based enterprise (84 FR 55784 through 55785). We considered whether to include
program integrity safeguards that: (1) require the value-based enterprise or the VBE participant

providing the remuneration to monitor to determine whether the value-based activities under the



arrangement are furthering the value-based purpose(s) of the value-based enterprise; and (2) if
the value-based activities will be unable to achieve the value-based purpose(s) of the
arrangement, require the physician to cease referring designated health services to the entity,
either immediately upon the determination that the value-based purpose(s) will not be achieved
through the value-based activities or within 60 days of such determination (84 FR 55785). We
sought comment regarding whether we should include these as requirements of the value-based
arrangement exception, how parties could monitor for achievement of value-based purposes, and
the burden or cost of including such a requirement. Specifically, we sought comment regarding
whether we should require that monitoring should occur at specified intervals and, if so, what the
intervals should be. Recognizing that cost savings, in particular, may take an extended period of
time to achieve, we also sought comment regarding whether to impose time limits with respect to
a value-based enterprise’s or VBE participant’s determination that the value-based purpose of the
enterprise will not be achieved through the value-based activities required under the
arrangement; that is, require that the value-based purpose must be achieved within a certain
timeframe, such as 3 years, and, if it is not, the value-based purpose would be deemed not
achievable through the value-based activities required under the arrangement.

As explained in our response to comments below, we are including an explicit monitoring
requirement at final §411.357(aa)(3)(vii). Parties seeking to utilize the value-based arrangement
exception (or the value-based enterprise in which they participate) must monitor the value-based
arrangement no less frequently than annually, or at least once during the term of the arrangement
if the arrangement has a duration of less than 1 year, to determine whether the parties have
furnished the value-based activities required under the arrangement, and whether and how
continuation of the value-based activities is expected to further the value-based purpose(s) of the
value-based enterprise. If the monitoring indicates that a value-based activity is not expected to
further the value-based purpose(s) of the value-based enterprise, the parties must terminate the

ineffective value-based activity. The parties may do so by terminating the value-based



arrangement or by modifying the arrangement to terminate the ineffective value-based activity
after completion of the monitoring. If the parties complete the required action within the
applicable timeframe, the ineffective value-based activity is deemed to be reasonably designed to
achieve at least one value-based purpose of the value-based enterprise during the entire period
during which it was undertaken by the parties. In addition, during the same timeframes, either
the value-based enterprise or one or more of the parties to the arrangement must monitor
progress toward attainment of the outcome measure(s), if any, against which the recipient of the
remuneration is assessed. If the monitoring indicates that an outcome measure is unattainable
during the remaining term of the arrangement, the parties must terminate or replace the
unattainable outcome measure within 90 consecutive calendar days after completion of the
monitoring. If the parties fail to monitor outcome measures within the prescribed timeframes, or
fail to terminate or replace an unattainable outcome measure within the prescribed timeframe, the
value-based arrangement will no longer satisfy the requirements of the exception at
§411.357(aa)(3). We emphasize that parties may amend their value-based arrangements to
address identified deficiencies at any time, provided that the amendments are prospective only,
including any amendments to the compensation terms of the arrangement. We refer readers to
section II.E.1. of this final rule for a discussion of the provisions on amending arrangements
newly codified at §411.354(d)(1).

We believe that requiring immediate termination of a value-based arrangement due to an
ineffective value-based activity would be counterproductive to the underlying goal of
encouraging the transition to a value-based health care delivery and payment system. We are
providing for the noted “grace periods” because we recognize that parties to a value-based
arrangement may need time to address an ineffective value-based activity identified through their
monitoring. As discussed in the proposed rule, the physician self-referral law would prohibit a
physician from making referrals to an entity, and prohibit the entity from submitting claims for

designated health services referred by the physician, if the value-based arrangement does not



satisfy all the requirements of an applicable exception at the time of the referral. This includes
the requirement that the value-based activities undertaken under the arrangement, by definition,
are reasonably designed to achieve one or more value-base purposes of the value-based
enterprise (84 FR 55785). We believe that it is necessary to allow parties an appropriate amount
of time to address the findings of their monitoring without fear of violating the physician self-
referral law. We also believe that a policy under which parties that act quickly to rectify the
ineffectiveness of their value-based activities will not run afoul of the physician self-referral law
does not pose a risk of program or patient abuse. As described above, we are finalizing a policy
under which a value-based activity will be deemed to be reasonably designed to achieve at least
one value-based purpose of the value-based enterprise during the entire period during which it
was undertaken by the parties if the parties terminate the arrangement within 30 consecutive
calendar days after the completion of the required monitoring or modify their arrangement to
terminate the ineffective value-based activity within 90 consecutive calendar days after
completion of the monitoring. Similarly, we are finalizing a policy that provides for 90
consecutive calendar days for parties to terminate or replace an outcome measure that their
monitoring indicates is unattainable.

To illustrate the monitoring requirement at final §411.357(aa)(3)(vii) with respect to
monitoring of value-based activities, we apply it here in the context of the scenario described in
the proposed rule (84 FR 55784 through 55785). Assume a hospital revised its care protocol for
screening for a certain type of cancer to incorporate newly issued guidelines from a nationally
recognized organization. The new guidelines, and the revised protocol, no longer support a
single screening modality for the disease. Instead, the organization recommends screening by
combining two modalities to achieve more accurate results. The revised guidelines and hospital
care protocol are intended to improve the quality of care for patients by detecting more cancers
and avoiding potential unnecessary overtreatment of false positive results (which can be frequent

for single-modality screening for the disease). The hospital observes that most community



physicians continue to refer patients to the hospital for single-modality screening. To align
referring physician practices with the hospital’s revised care protocol, the hospital offers to pay
physicians $10 for each instance that they order dual-modality screening in accordance with the
revised care protocol during a 2-year period beginning on January 1, 2021. The hospital expects
that it would take approximately 2 years to shape physician behavior to always follow the
recommended care protocol (except when not medically appropriate for the particular patient).
Assume that both single-modality and dual-modality screening are designated health services
payable by Medicare. In this illustration, the value-based enterprise is the hospital and identified
community physicians. (The hospital and the community physicians could also be part of a
larger value-based enterprise.) The target patient population is patients in the hospital’s service
area that receive screening for the particular disease. The value-based activity is adherence with
the hospital’s revised care protocol by ordering dual-modality screening instead of single-
modality screening. The value-based purpose of the value-based enterprise is to improve the
quality of care for patients in the hospital’s service area by detecting more cancers and avoiding
potential unnecessary overtreatment of false positive results.

At its inception, provided that an arrangement between the hospital and a physician
satisfies all the requirements of §411.357(aa)(3), the physician’s referrals of designated health
services to the hospital and the hospital’s submission of claims to Medicare for the designated
health services referred by the physician would not violate the physician self-referral law.
However, assume that during the first year of the arrangement, the hospital determines through
its monitoring that its data analysis indicates that the use of dual-modality screening not only
does not result in earlier detection of cancer, but results in more false positive results, invasive
biopsies, and unnecessary treatment than single-modality screening. As a result, the hospital
determines that the use of dual-modality screening, despite the nationally-recognized
recommendations, will not achieve the goal of improving the quality of care for patients in the

hospital’s service area by detecting more cancers and avoiding potential unnecessary



overtreatment of false positive results. The compliance monitoring, which occurred in the first
year of the arrangement, has identified that the continuation of the value-based activity, dual-
modality screening, is no longer expected to further the value-based purpose of improving the
quality of care for patients in the hospital’s service area by detecting more cancers and avoiding
potential unnecessary overtreatment of false positive results. Once the hospital has identified the
ineffective value-based activity, the hospital has two options to maintain compliance with the
physician self-referral law. Under final §411.357(aa)(3)(vii)(B), the parties could terminate the
arrangement within 30 consecutive calendar days of the date of completion of the monitoring
indicating that the value-based activity was ineffective, or the parties could modify the
arrangement to terminate the ineffective value-based activity within 90 consecutive calendar
days of completion of the monitoring and, if they choose, replace it with a different value-based
activity with prospective applicability. If the parties fail to take one of these actions, the
physician would be prohibited from making referrals of any designated health services to the
hospital from the date the hospital became aware that its value-based arrangement no longer
satisfied the requirements of §411.357(aa)(3) (unless the arrangement satisfies the requirements
of another applicable exception to the physician self-referral law, which it likely would not). In
addition, the hospital would be prohibited from submitting claims to Medicare for any
improperly referred designated health services. The parties’ lack of knowledge does not affect
compliance with the physician self-referral law. The hospital’s (or value-based enterprise’s)
failure to monitor as required under our final regulations for progress toward achievement of the
value-based purpose of the value-based enterprise would not nullify the parties’ noncompliance
with the physician self-referral law. The physician’s referrals would be prohibited due to the fact
that adherence to the revised care protocol could not, in fact, achieve the value-based purpose of
the value-based enterprise and would no longer qualify as a “value-based activity” as that term is
defined at final §411.351. In turn, the arrangement would not qualify as a “value-based

arrangement” and the exception at §411.357(aa)(3) would no longer be available to protect the



physician’s referrals.

In the proposed rule, we also considered whether to require the recipient of any
nonmonetary remuneration under a value-based arrangement to contribute at least 15 percent of
the donor’s cost of the nonmonetary remuneration (84 FR 55785 through 55786). We stated that
requiring financial participation by a recipient of nonmonetary remuneration under a value-based
arrangement would help ensure that the nonmonetary remuneration is appropriate and beneficial
for the achievement of the value-based purpose(s) of the value-based enterprise, as well as
ensuring that the recipient will actually use the nonmonetary remuneration. However, we also
stated our concern that such a requirement could inhibit the adoption of value-based
arrangements. As discussed in section I1.D.11.d.(1). of this final rule, even though many
commenters asserted that the 15 percent contribution requirement under the existing exception
for EHR items and services is burdensome to some recipients and acts as a barrier to adoption of
EHR technology, we are retaining the 15 percent contribution requirement for the existing EHR
exception as an important program integrity safeguard where the compensation arrangement
between the parties is not a value-based arrangement. We are concerned, however, that requiring
a 15 percent contribution from the recipient of nonmonetary compensation under a value-based
arrangement could inhibit the goal of transitioning to a value-based health care delivery and
payment system. We are not including a contribution requirement in the value-based
arrangement exception finalized in this final rule.

We received the following comments and our responses follow.

Comment: The vast majority of commenters supported the adoption of a value-based
arrangement exception and urged CMS to finalize the exception without modification in order to
support the transition to a value-based health care delivery and payment system. Commenters
expressed appreciation for the creation of a value-based exception with no downside risk,
asserting that the exception will be beneficial to rural providers, small practices, and others

wanting to explore value-based health care delivery and payment, but not yet well-positioned to



take on meaningful financial risk. A few commenters suggested that the value-based
arrangement exception is complex and burdensome, and could act as a deterrent to participation
in value-based health care. A small number of commenters urged us not to finalize the value-
based arrangement exception, citing program integrity concerns.

Response: We agree with the commenters that the exception at §411.357(aa)(3) is
necessary to facilitate robust participation in a value-based health care delivery and payment
system. We are finalizing the exception with the modifications discussed above and in our
response to other comments in this section II1.A.2. Although we appreciate the program integrity
concerns raised by some commenters, we are confident that the integrated approach to
safeguards against program and patient abuse found in the value-based definitions and
exceptions will ensure that even “no risk” value-based arrangements that satisfy all the
requirements of the definitions and the requirements of §411.357(aa)(3) will not pose a risk of
program or patient abuse.

Comment: The majority of commenters urged CMS not to limit the value-based
arrangement exception to nonmonetary remuneration. The commenters pointed to value-based
arrangements commonplace in the industry, such as payment for adherence to care protocols or
shared savings models that utilize cash incentives to shape physician behavior, improve quality,
and reduce waste. One commenter expressed concern that, by limiting the type of remuneration
permissible under the exception, CMS would create a complicated patchwork of protections
depending on the type of remuneration at issue.

Response: We are not limiting the value-based arrangement exception to nonmonetary
remuneration only. Limiting the exception to nonmonetary remuneration could undermine the
Secretary’s goal of robust participation in a value-based health care delivery and payment system
by artificially restricting the types of arrangements that are appropriate for protection from the
prohibitions of the physician self-referral law.

Comment: Commenters nearly universally opposed the inclusion of a contribution



requirement for nonmonetary remuneration provided under a value-based arrangement.
Commenters asserted that such a contribution requirement would create a barrier to widespread
participation in a value-based health care delivery and payment system. Many commenters
echoed our concerns in the proposed rule that a contribution requirement for nonmonetary
remuneration would unfairly impact small and rural physician practices, providers, and suppliers
that cannot afford the contribution (84 FR 55786).

Response: We agree with the commenters that requiring a 15 percent contribution for
nonmonetary remuneration provided under a value-based arrangement could create barriers to
the transition to a value-based health care delivery and payment system, particularly for small
and rural physician practices, providers, and suppliers. The final value-based arrangement
exception does not require a contribution for nonmonetary remuneration.

Comment: A few commenters expressed concern regarding the requirement that a value-
based arrangement must be set forth in writing and signed by the parties. These commenters
viewed these documentation requirements as unnecessary and creating an administrative burden.
A few commenters requested confirmation that the writing requirements of §411.357(aa)(3) may
be satisfied through a collection of contemporaneous documents evidencing the conduct between
the parties and that a single, formal contract is not required. These same commenters also
requested confirmation that the special rule for signature requirements at §411.354(e) (formerly
at §411.353(g)) would apply to value-based arrangements. One commenter requested that we
eliminate the signature requirement from the value-based arrangement exception to avoid what
the commenter called “technical violations.”

Response: We do not consider the documentation requirements under the final value-
based arrangement exception burdensome. As discussed above, we view the documentation
requirements as self-explanatory and a necessary program integrity safeguard. As we have stated
in prior rulemakings, we believe that it is a usual and customary business practice to document

and sign arrangements and the requirements of the exceptions to the physician self-referral law



do not add burden to these practices. (See, for example, 83 FR 59993.) Nothing in the final
value-based arrangement exception at §411.357(aa)(3)—or any other exception to the physician
self-referral law—requires a single formal contract to satisfy the writing requirement of the
exceptions.

Comment: Several commenters raised concerns with our discussion in the proposed rule
that parties have an implicit obligation to monitor their arrangements for compliance with the
physician self-referral law (84 FR 55784). These commenters asserted that the use of the term
“implicit” introduces ambiguity that is not appropriate for a strict liability statute. The
commenters requested that any monitoring obligations, including the scope and frequency of the
monitoring, be clearly stated in the regulations. A few of the commenters suggested that CMS
provide flexibility in monitoring and assessing progress of a value-based arrangement, asserting
that the monitoring requirement should be tailored to the resources and sophistication of the
parties to the value-based arrangement. Some commenters stated that monitoring for compliance
with the requirements of an applicable exception at the outset of an arrangement and upon
renewal of the arrangement is a common industry practice and suggested that we adopt a similar
policy for monitoring value-based arrangements.

Response: The commenters’ statements regarding parties’ obligations to monitor for
ongoing compliance with the physician self-referral law are surprising, as are their statements
that references to this implicit obligation would introduce ambiguity into their ability to utilize
the value-based arrangement exception. Our expectation of monitoring for ongoing compliance
in the context of the physician self-referral law is not a new concept. As we stated in Phase 11,
section 1877 of the Act is clearly intended to make entities responsible for monitoring their
compensation arrangements with physicians (69 FR 16112). As discussed above, the core
principle of the physician self-referral law is that, if a physician has a financial relationship with
an entity that does not satisfy all the requirements of an applicable exception (after applying any

special rules), section 1877(a)(1)(A) of the Act prohibits the physician from making a referral to



the entity for the furnishing of designated health services for which payment may otherwise be
made under Medicare, section 1877(a)(1)(B) of the Act prohibits the entity from presenting or
causing to present a claim under Medicare for the designated health services furnished pursuant
to a prohibited referral, and section 1877(g)(1) of the Act prohibits Medicare from making
payment for a designated health service that is provided pursuant to a prohibited referral. Parties
must ensure the compliance of their financial relationships with an applicable exception at the
time the physician makes a referral for designated health service(s).

We agree with the commenters that the government’s expectations regarding monitoring
of value-based arrangements should be explicitly stated in regulation text, and we are including
at final §411.357(aa)(3)(vii) a monitoring requirement that provides the guidelines requested by
the commenters. Under the final regulation, the value-based enterprise or one or more of the
parties to a value-based arrangement must monitor the arrangement no less frequently than
annually, or at least once during the term of the arrangement if the arrangement has a duration of
less than 1 year. This timeframe coincides with that proposed by OIG in its safe harbors for
value-based arrangements and finalized elsewhere in this issue of the Federal Register. To
facilitate the assessment of ongoing compliance with the physician self-referral law, we are
finalizing our proposal to require that the value-based enterprise or one or more of the parties to
the value-based arrangement must monitor whether the parties have furnished the value-based
activities required under the arrangement and whether and how continuation of the value-based
activities is expected to further the value-based purpose(s) of the value-based enterprise. If the
monitoring indicates that a value-based activity is not expected to further the value-based
purpose(s) of the value-based enterprise, the parties must terminate the ineffective value-based
activity. In addition, during the same timeframes, either the value-based enterprise or one or
more of the parties to the arrangement must monitor progress toward attainment of the outcome
measure(s), if any, against which the recipient of the remuneration is assessed. If the monitoring

indicates that an outcome measure is unattainable during the remaining term of the arrangement,



the parties must terminate or replace the unattainable outcome measure.

As discussed in response to the comment below, the final regulation at
§411.357(aa)(3)(vii) sets forth specific timeframes in which the parties must take action
following completion of monitoring that identifies an ineffective value-based activity or that an
outcome measure is unattainable during the remaining term of the arrangement. If the parties
take action within the timeframe specific to the chosen action (that is, termination or
modification of the value-based arrangement), a value-based activity will be deemed to be
reasonably designed to achieve at least one value-based purpose of the value-based enterprise for
the entire period during which it was undertaken by the parties. Similarly, the arrangement will
not fail to satisfy the requirements of the exception at §411.357(aa)(3) if, within 90 consecutive
calendar days after completion of the monitoring, the parties terminate or replace an outcome
measure determined to be unattainable. We are not prescribing in this final rule how value-based
enterprises, entities, and physicians should monitor their value-based arrangements; rather, we
expect value-based enterprises, entities, and physicians to design their monitoring and other
compliance efforts in a manner that is appropriate for the particular value-based arrangement.

Comment: Several commenters urged us not to require termination of a value-based
arrangement due to a value-based activity no longer furthering the value-based purpose of the
value-based enterprise. These commenters recommended that we establish a timeframe for
“curing” noncompliance or create a transition period that allows the parties to the value-based
arrangement to redesign or replace the deficient value-based activity, with a couple commenters
suggesting 90 days for that timeframe. A few commenters suggested giving parties the option of
terminating the arrangement in its entirety or allowing them to implement a written plan to
remediate the noncompliance no later than 60 days from the date they determine that the value-
based activities are unable to achieve the value-based purposes. One commenter requested that
we adopt a policy that an arrangement would not lose protection under the value-based

arrangement exception for a period of 12 months from the date of commencement of the



arrangement as long as the value-based activities were reasonably designed to achieve the value-
based purpose at its outset. Some commenters suggested that a policy under which a physician’s
referrals are considered to violate the physician self-referral law if value-based activities do not
immediately succeed in achieving the value-based purpose(s) of the value-based enterprise
would create a “fear of failure” that would dissuade parties from attempting to deliver health care
in new and innovative value-based ways. These commenters asserted that allowing parties to
cure defects in arrangements would remove the “fear of failure” and promote value-based health
care delivery. A different commenter requested that we establish a specific timeframe for a
value-based arrangement to achieve its value-based purpose without risking violation of the
physician self-referral law.

Response: As discussed above, if parties to a value-based arrangement, through
monitoring efforts or otherwise, determine that a value-based activity no longer furthers the
value-based purpose(s) of the value-based enterprise, the parties may either terminate the
arrangement or modify the arrangement to remove the ineffective value-based activity. The
commenters mistakenly assumed that termination of a value-based arrangement is required if a
value-based activity is no longer reasonably designed to further the value-based purpose(s) of the
value-based enterprise. Our proposal required the cessation of the physician’s referrals of
designated health services, either immediately or within 60 days of the determination that the
value-based activities would be unable to achieve the value-based purpose(s) of the value-based
enterprise. We did not intend to prohibit modification of arrangements that would allow
continuation of physician referrals.

We recognize that the design and implementation of value-based arrangements require a
certain level of fluidity, although we are not persuaded to implement a 12-month “deeming”
timeframe under which a value-based arrangement would be deemed to satisfy the requirement
that its value-based activities are reasonably designed to further the value-based purpose(s) of the
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would permit parties with actual knowledge that the value-based activities will be unable to
achieve the value-based purpose(s) to make referrals and submit claims for designated health
services potentially much longer than we believe is necessary to make appropriate modifications
to their arrangement.

We agree with the commenters that identified 90 days as the amount of time that parties
would need to make adjustments to their value-based arrangements when they are aware that a
value-based activity will no longer further the value-based purpose(s) of the value-based
enterprise. We note that this timeframe is consistent with other timeframes for remediating
temporary noncompliance, documentation deficiencies, and other discrepancies in our
regulations. We do not believe that parties that elect to terminate their value-based arrangement
would need as much time. Accordingly, we have established in our final regulation timeframes
in which the parties to a value-based arrangement may address any identified deficiencies with
their value-based activities without running afoul of the physician self-referral law. Under the
final regulations at §411.357(aa)(3)(vii)(B)(/) and (2), a value-based activity will be deemed to
be reasonably designed to achieve at least one value-based purpose of the value-based enterprise
for the entire period during which it was undertaken if the parties terminate the arrangement
within 30 consecutive calendar days or modify the arrangement within 90 consecutive calendar
days after completion of the monitoring. We believe that parties to a value-based arrangement
that identify ineffective value-based activities should be able to decide whether to terminate the
entire arrangement and effectuate such a termination within 30 consecutive calendar days of
identifying the ineffective value-based activities. In order to protect against program and patient
abuse that could arise with an unlimited timeframe in which to terminate specific value-based
activities, we are establishing at §411.357(aa)(3)(vii)(B)(2) a 90-day timeframe for the
termination of value-based activities that are not expected to further the value-based purpose(s)
of the value-based enterprise. To maintain consistency with other regulations that require

remedial action within certain timeframes, the regulation requires that the termination of the



arrangement or the ineffective value-based activity must occur within the specified number of

consecutive calendar days. The provisions of final §411.357(aa)(3)(vii)(B)(/) and (2) should

address the concerns raised by the commenters without risking program or patient abuse.

Comment: Several commenters inquired about the proposed requirement that
performance or quality standards against which the recipient of the remuneration will be
measured, if any, are objective and measurable. The commenters generally supported a
requirement that performance or quality standards must be objective and measurable, but
requested additional guidance regarding what qualifies as a “performance or quality standards.”
The commenters generally opposed our alternative proposal to require that performance or
quality standards must be designed to drive meaningful improvements in physician performance,
quality, health outcomes, or efficiencies in care delivery. Commenters asserted that this
alternative proposal and the use of the language “designed to drive meaningful improvements”
created ambiguity that would hinder participation in value-based arrangements.

Response: The final regulations at §411.357(aa)(3)(i)(F) and (i1) replace the term
“performance and quality standards” with the term “outcome measures.” The final exception
requires at §411.357(aa)(3)(ii1) that the outcome measures against which the recipient of
remuneration under a value-based arrangement will be measured, if any, are objective and
measurable, and any changes to the outcome measures must be made prospectively and set forth
in writing. We have also added a new paragraph (xii) that defines “outcome measure,” for
purposes of the value-based arrangement exception, to mean a benchmark that quantifies: (A)
improvements in or maintenance of the quality of patient care; or (B) reductions in the costs to or
reductions in growth in expenditures of payors while maintaining or improving the quality of
patient care. This definition is intended to align with OIG’s final regulations. We are
sympathetic to commenters’ concerns regarding the difficulty in ascertaining that a measure is
designed to drive meaningful improvements in physician performance, quality, health outcomes,

or efficiencies in care delivery. We are not adopting our alternative proposal to require that



outcome measures against which recipients of remuneration are measured are designed to drive
meaningful improvements in physician performance, quality, health outcomes, or efficiencies in
care delivery.

Comment: Many commenters appear to have misinterpreted the meaning of the
requirement at §411.357(aa)(3)(i1) that the outcome measures against which the recipient of the
remuneration will be measured, if any, are objective and measurable, and any changes to the
outcome measures must be made prospectively and set forth in writing. The commenters
interpreted this provision to require the inclusion of outcome measures in all value-based
arrangements and questioned whether that is practical. Some of the commenters noted that
preventive care and primary care services do not necessarily lend themselves to outcome
measures, asserting that benefits of these services may not be immediately measureable.

Response: The requirements at final §411.357(aa)(3)(i)(F) and (ii) specifically include
the language “if any” to indicate that outcome measures are not required in every value-based
arrangement. We recognize that outcome measures may not be available for or applicable to
certain value-based activities. For instance, the adoption of the same EHR system or the
completion of training on the EHR system are potential value-based activities that likely would
not have an associated outcome measure. However, if outcome measures are included as part of
the value-based arrangement, those outcome measures must be objective and measurable and
determined prospectively. In addition, under final §411.357(aa)(3)(vii), either the value-based
enterprise or one or more of the parties to the arrangement must monitor progress toward
attainment of the outcome measure(s) against which the recipient of the remuneration is
assessed. If the monitoring indicates that an outcome measure is unattainable during the
remaining term of the arrangement, the parties must terminate or replace the unattainable
outcome measure within 90 consecutive calendar days after completion of the monitoring.

Comment: A few commenters stated that they interpreted the requirement that the

outcome measures against which the recipient of the remuneration will be measured, if any, are



objective and measurable, and any changes to the outcome measures must be made prospectively
and set forth in writing to mean that constant improvement or the achievement of the outcome
measures is required. Some of the commenters also interpreted this requirement to mean that
parties to a value-based arrangement may not substitute outcome measures or make other
adjustments to the outcome measures during the term of the value-based arrangement. These
commenters asserted that it is common for parties to value-based arrangements to reevaluate
outcome measures and make modifications necessary to continue moving towards achievement
of the purposes of the value-based enterprise. The commenters sought confirmation that parties
are permitted to modify their arrangements, including making changes to outcome measures, and
make other necessary adjustments over the course of a value-based arrangement without losing
the protection of the exception.

Response: The commenters may have misinterpreted the requirements of the proposed
exception. We are defining “outcome measure” in this final rule to mean a benchmark that
quantifies: (A) improvements in or maintenance of the quality of patient care; or (B) reductions
in the costs to or reductions in growth in expenditures of payors while maintaining or improving
the quality of patient care. Outcome measures are used to evaluate the provision and
effectiveness of value-based activities to ensure that the value-based activities are continuing to
further the value-based purposes of the value-based enterprise. Nothing in this final rule
prohibits the replacement or substitution of outcome measures against which the recipient of the
remuneration is measured under a value-based arrangement, provided that any changes to the
outcome measures are made prospectively and set forth in writing.

For example, assume that a physician can earn incentive pay under a value-based
arrangement for providing certain post-discharge follow-up services to patients in a target patient
population following their discharge from the hospital, and that the value-based purpose of the
value-based enterprise is to improve the quality of patient care by facilitating a smooth transition

from an acute care setting to the appropriate post-acute care setting and lowering readmissions to



the hospital. The physician’s remuneration for providing post-discharge follow-up services
under the arrangement may be, in whole or in part, dependent on whether the hospital reduces its
readmission rate to 65 percent or lower for patients treated by the physician. The “outcome
measure” is the readmission rate. If the parties wish to revise this outcome measure—for
example, because the hospital realizes that a readmission rate of 65 percent or lower is too easily
attainable or is unrealistic given the severity of the medical conditions of the patients in the target
patient population and, specifically, the patients treated by the physician—they may make
necessary adjustments to the readmission measure, provided any changes to the measure are
prospective only and set forth in writing. It would not be permissible to change the outcome
measure to a lower, more attainable readmission percentage and apply that new outcome
measure retroactively in order to allow the physician to earn the incentive payment under the
value-based arrangement as originally designed. To the extent that commenters were concerned
that parties may not amend their value-based arrangements to require more or different value-
based activities than those included in the arrangement as originally designed, we emphasize that
nothing in final §411.357(aa)(3) prohibits termination or substitution of value-based activities to
be undertaken under a value-based arrangement, provided that all modifications to the value-
based arrangement are effective prospectively and comply with any applicable regulations
regarding the modification of compensation arrangements.

(4) Indirect Compensation Arrangements to which the Exceptions at §411.357(aa) are
Applicable (§411.354(c)(4))

The prohibitions of section 1877 of the Act apply if a physician (or an immediate family
member of a physician) has an ownership or investment interest in an entity or a compensation
arrangement with an entity. For purposes of the physician self-referral law, a compensation
arrangement is any arrangement involving direct or indirect remuneration between a physician
(or an immediate family member of the physician) and an entity, and remuneration means any

payment or other benefit made directly, indirectly, overtly, covertly, in cash, or in kind. (See



§§411.351 and 411.354(c).) In Phase I, we finalized regulations that define when an indirect
compensation arrangement exists between a physician and the entity to which he or she refers
designated health services (66 FR 864). For purposes of applying these regulations, in the FY
2009 IPPS final rule, we finalized additional regulations that deem a physician to stand in the
shoes of his or her physician organization if the physician has an ownership or investment
interest in the physician organization that is not merely a titular interest (73 FR 48693). These
regulations are found at §411.354(c)(2) and (3).

Under our current regulations, if an indirect compensation arrangement exists, the
exception for indirect compensation arrangements at §411.357(p) is available to protect the
compensation arrangement. In addition, if the entity with which the physician has the indirect
compensation arrangement is a MCO or IPA, the exception at §411.357(n) is also available to
protect the compensation arrangement. If all the requirements of one of the applicable
exceptions are satisfied, the physician would not be barred from referring patients to the entity
for designated health services and the entity would not be barred from submitting claims for the
referred services. No other exception in §411.357 is applicable to indirect compensation
arrangements. However, the parties may elect to protect individual referrals of and claims for
designated health services using an applicable exception in §411.355 of our regulations.

As we stated in the proposed rule (84 FR 55786), an unbroken chain of financial
relationships described in §411.354(c)(2)(i1) may include a value-based arrangement as defined at
§411.351 in this final rule. Thus, an unbroken chain of financial relationships that includes a
value-based arrangement could form an “indirect compensation arrangement” for purposes of the
physician self-referral law if the circumstances described in §411.354(¢)(2)(ii) and (iii) also
exist. Unless the entity furnishing the designated health services is a MCO or IPA, the parties
would have to rely on the exception at §411.357(p), which includes requirements not found in
the exceptions for value-based arrangements at §411.357(aa), in order to ensure the

permissibility of all the physician’s referrals to the entity (assuming no other financial



relationships exist between the parties). (If the parties elect to utilize a “services” exception at
§411.355, designated health services are protected only on a service-by-service basis, and
satisfaction of the requirements of an applicable exception permits only the referral of and claims
submission for the particular designated health service that satisfied the requirements of the
exception.) As commenters on the CMS RFI noted and commenters on the proposed rule
confirmed, because compensation to the physician under a value-based arrangement could take
into account the volume or value of referrals or other business generated by the physician for the
entity or may not be fair market value for specific items or services provided by the physician, an
indirect compensation arrangement that includes a value-based arrangement in the unbroken
chain of financial relationships that forms the indirect compensation arrangement may be unable
to satisfy the requirements of §411.357(p). To avoid a blanket prohibition on indirect
compensation arrangements that enhance value-based health care delivery and payment, we are
finalizing our proposal to make additional exceptions available to certain indirect compensation
arrangements that include a value-based arrangement in the unbroken chain of financial
relationships described in §411.354(c)(2)(1).

As described in section II.A.2.b. of this final rule, we are finalizing exceptions available
only to compensation arrangements that qualify as value-based arrangements. Although the
exceptions do not limit their applicability to value-based arrangements directly between a
physician and the entity to which he or she refers designated health services, the definition of
“value-based arrangement” finalized at §411.351 establishes that the only potential parties to a
value-based arrangement are the value-based enterprise and VBE participants. In order to fully
support the transition to a value-based health care delivery and payment system, we believe that
it is important to make the exceptions at §411.357(aa) applicable to certain indirect
compensation arrangements that include a value-based arrangement in the unbroken chain of
financial relationships described in §411.354(c)(2)(1). Following review of the comments on our

proposed alternative approaches for addressing indirect compensation arrangements in which one



link in the unbroken chain of financial relationships between an entity and a physician is a value-
based arrangement, with technical revisions to the proposed regulation text, we are finalizing our
primary proposal to make the exceptions at §411.357(aa) applicable to certain indirect
compensation arrangements that include a value-based arrangement in the unbroken chain of
financial relationships described in §411.354(c)(2)(1). Specifically, under the regulation
finalized at §411.354(c)(4)(iii), the exceptions at §411.357(aa) are available to protect the
physician’s referrals to the entity when an indirect compensation arrangement (as defined at
§411.354(c)(4)(2)) includes a value-based arrangement (as defined at §411.351) to which the
physician (or the physician organization in whose shoes the physician stands) is a direct party.
To be clear, the link closest to the physician may not be an ownership interest; it must be a
compensation arrangement that meets the definition of value-based arrangement finalized at
§411.351.

Under this final rule, parties would first determine if an indirect compensation
arrangement exists and, if it does, determine whether the compensation arrangement to which the
physician (or the physician organization in whose shoes the physician stands) is a direct party
qualifies as a value-based arrangement. If so, the exceptions at §411.357(aa) for value-based
arrangements would be applicable. To illustrate, assume an unbroken chain of financial
relationships between a hospital and a physician that runs: hospital—(owned by)—parent
organization—(owns)—physician practice—(employs)—physician. Thus, the links in the
unbroken chain are ownership or investment interest—ownership or investment interest—
compensation arrangement. For purposes of determining whether an indirect compensation
arrangement exists between the physician and the hospital, under §411.354(c)(2)(ii), we would
analyze the compensation arrangement between the physician practice and the physician.
Assume also that the compensation paid to the physician under her employment arrangement
varies with the volume or value of her referrals to the hospital because she is paid a bonus for
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to redesigned care protocols intended to further one or more value-based purposes (as defined at
§411.351 in this final rule). Finally, assume that the hospital has actual knowledge that the
physician receives aggregate compensation that varies with the volume or value of her referrals
to the hospital. The unbroken chain of financial relationships establishes an indirect
compensation arrangement; therefore, in order for the physician to refer patients to the hospital
for designated health services and for the hospital to submit claims to Medicare for the referred
designated health services, the indirect compensation arrangement must satisfy the requirements
of an applicable exception. Under the final regulation at §411.354(c)(4)(ii1), if the compensation
arrangement in this example between the physician practice and the physician qualifies as a
value-based arrangement (as defined at §411.351 in this final rule), the exceptions at
§411.357(aa) would be available to protect the value-based arrangement (that is, the indirect
compensation arrangement) between the hospital and the physician. (The parties could also
utilize an applicable exception in §411.355 to protect individual referrals for designated health
services or the exception at §411.357(p) to protect the indirect compensation arrangement
between the hospital and the physician, but it is unlikely that all the requirements of §411.357(p)
would be satisfied in this hypothetical fact pattern.)

In the proposed rule, we described an alternative proposal under which we would define
“indirect value-based arrangement” and specify in regulation that the exceptions at §411.357(aa)
would be available to protect an indirect value-based arrangement (84 FR 55787). Under our
alternative proposal, an indirect value-based arrangement would exist if: (1) between the
physician and the entity there exists an unbroken chain of any number (but not fewer than one)
of persons (including but not limited to natural persons, corporations, and municipal
organizations) that have financial relationships (as defined at §411.354(a)) between them (that is,
each person in the unbroken chain is linked to the preceding person by either an ownership or
investment interest or a compensation arrangement); (2) the financial relationship between the

physician and the person with which he or she is directly linked is a value-based arrangement;



and (3) the entity has actual knowledge of the value-based arrangement in subparagraph (2). We
proposed that, if an unbroken chain of financial relationships between a physician and an entity
qualifies as an “indirect value-based arrangement,” the exceptions at §411.357(aa) would be
applicable and the requirements of at least one of the applicable exceptions must be satisfied in
order for the physician to refer patients to the hospital for designated health services and for the
hospital to submit claims to Medicare for the referred designated health services. Following
review of the comments on our alternative approach for addressing indirect compensation
arrangements in which one link in the unbroken chain of financial relationships between an
entity and a physician is a value-based arrangement, we are not finalizing the alternative
proposal.

We also stated in the proposed rule that we were considering whether to exclude an
unbroken chain of financial relationships between an entity and a physician from the definition
of “indirect value-based arrangement” if the link closest to the physician (that is, the value-based
arrangement to which the physician is a party) is a compensation arrangement between the
physician and a pharmaceutical manufacturer; manufacturer, distributor, or supplier of
DMEPOS; laboratory; pharmacy benefit manager; wholesaler; or distributor. In the alternative,
we stated that we were considering whether to exclude an unbroken chain of financial
relationships between an entity and a physician from the definition of “indirect value-based
arrangement” if one of these persons or organizations is a party to any financial relationship in
the chain of financial relationships. Finally, we stated that we were considering whether to
include health technology companies in any such exclusion in order to align our policies with
policies proposed by OIG (84 FR 55786 through 55787). We sought comment on these
approaches and their effectiveness in enhancing program integrity. We are not finalizing any of
the proposed restrictions on the identity of the parties to the financial relationships in the
unbroken chain of financial relationships between an entity and a physician.

We received the following comments and our responses follow.



Comment: The majority of the commenters that commented on this proposal preferred
our primary approach for addressing indirect compensation arrangements in which one of the
financial relationships between a physician (or the immediate family member of the physician)
and the entity to which the physician refers patients for designated health services is a value-
based arrangement. Commenters noted that an indirect compensation arrangement that involves
a value-based arrangement may not satisfy the requirements of the exception at §411.357(p)
because the compensation paid to the physician may take into account the volume or value of the
physician’s referrals or the other business generated by the physician for the entity, or the
compensation may not meet the fair market value requirement of the exception.

Response: We are finalizing regulations at §411.354(c)(4)(ii1) to provide that the
exceptions at §411.357(aa) are applicable when an unbroken chain described in
§411.354(c)(2)(1) includes a value-based arrangement (as defined in §411.351) to which the
physician (or the physician organization in whose shoes the physician stands) is a direct party.
In order to determine whether the physician’s referrals to the entity with which the physician has
the indirect compensation arrangement do not violate the physician self-referral law, parties
would determine whether the value-based arrangement to which the physician (or the physician
organization in whose shoes the physician stands) is a direct party satisfies all the requirements
of one of the exceptions finalized at §411.357(aa) (or another applicable exception). If the
value-based arrangement to which the physician is a direct party is with an entity (as defined at
§411.351) other than the entity with which the physician has the indirect compensation
arrangement, that direct compensation arrangement must also satisfy the requirements of an
applicable exception in order for the physician to make referrals to that entity.

Comment: A few commenters expressed concern regarding our statement in the
proposed rule that, besides the exception at §411.357(p), no other exception in §411.357 is
applicable to indirect compensation arrangements (84 FR 55786). The commenters requested
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indirect compensation arrangements, including an indirect compensation arrangement that
involves a value-based arrangement. One of the commenters noted that the exception for risk-
sharing arrangements expressly references compensation conveyed “directly or indirectly” to a
physician. This commenter and others asserted that the exception for risk-sharing arrangements
should remain available to entities, such as hospitals, that have indirect compensation
arrangements with physicians resulting from risk-sharing arrangements.

Response: Some of the commenters misunderstand the application of the exception for
risk-sharing arrangements. The exception at §411.357(n) applies to compensation arrangements
between a MCO or an IPA and a physician for services provided to enrollees of a health plan,
provided that the compensation arrangement qualifies as a risk-sharing arrangement. In Phase I,
we established the exception at §411.357(n) for remuneration provided pursuant to a risk-sharing
arrangement between a physician and a health plan. There, we stated that physicians generally
are compensated for services to managed care enrollees in one of three ways, the first two of
which do not vary based on the volume or value of referrals: (1) a salary, in the case of a
physician who is an employee; (2) a “fee-for-service” contractual arrangement under which the
physician assumes no risk; or (3) a risk-sharing arrangement, under which the physician assumes
risk for the costs of services, either through a capitation arrangement, or through a withhold,
bonus, or risk-corridor approach. We noted that the first two types of compensation
arrangements are eligible for the statutory exceptions for bona fide employment relationships and
personal service arrangements,® while the third is potentially eligible for the exception for risk-
sharing arrangements at §411.357(n). The exception at §411.357(n) does not apply to a
compensation arrangement—whether direct or indirect—between a physician and an entity that
is anything other than a MCO or IPA.

The risk-sharing arrangement between the MCO or IPA and the physician may be direct

¢ In and since the publication of Phase I, we established additional regulatory exceptions that may be applicable to
the first two types of compensation arrangements discussed at 66 FR 912.



or indirect. An indirect risk-sharing arrangement would run MCO or [IPA—subcontractor—
physician; for example, MCO—(compensation arrangement)—hospital—(compensation
arrangement)—physician. In this example, if the MCO is an “entity” (as defined at §411.351),
the unbroken chain of financial relationships may constitute an indirect compensation
arrangement under §411.354(c)(2). If so, the exception at §411.357(n) would be available to
protect the physician’s referrals to the MCO, provided that all the requirements of the exception
are satisfied. The exception for indirect compensation arrangements at §411.357(p) would also
apply. If the MCO or IPA is not itself furnishing designated health services (as described in
§411.351), it would not be an “entity”” and, in the example above, would not have a direct or
indirect compensation arrangement with the physician. (Note that, in Phase I, we clarified and
significantly narrowed the situations in which a MCO will be considered an entity furnishing
designated health services by refocusing the definition on the party submitting a claim to
Medicare rather than the party “providing for” or “arranging for” the furnishing of designated
health services for which a claim is submitted to Medicare.)

To be clear, the exception for risk-sharing arrangements at §411.357(n) is not applicable
to all risk-sharing arrangements between entities and physicians that provide services to enrollees
of the same health plan. Contrary to commenters’ stated understanding of the application of
§411.357(n), the exception for risk-sharing arrangements does not apply to indirect
compensation arrangements between hospitals and physicians, even if both are contractors (or
subcontractors) of the same MCO or IPA. In Phase II, a commenter requested confirmation that
the exception at §411.357(n) is meant to cover all risk-sharing compensation paid to physicians
by an entity downstream of any type of health plan, insurance company, or health maintenance
organization. We confirmed the commenter’s understanding of the applicability of the exception
(69 FR 16114), and stated that all downstream entities are included. We purposefully declined to
define the term “managed care organization” so as to create a broad exception with maximum

flexibility. Although we did not in Phase II (or any subsequent rulemaking) modify the text of



§411.357(n) to extend the applicability of the exception to compensation pursuant to a risk-
sharing arrangement (directly or indirectly) between a physician and any entity other than a
MCO or IPA, we recognize why the commenters on the proposed rule could be under the
impression that our response in the Phase II preamble was intended to do so. For this reason, we
are finalizing revisions to the exception at §411.357(n) to clarify the scope and application of the
exception. The revisions are effective as of the date set forth in this final rule and apply
prospectively only.

Comment: A few commenters requested that we include a reference to §411.357(n) in
the regulation text identifying which exceptions are applicable to indirect compensation
arrangements that involve value-based arrangements.

Response: To clarify the applicability of the exception for risk-sharing arrangements, we
are finalizing regulations at §411.354(c)(4)(i1) and (ii1)(B) that expressly state that the exception
at §411.357(n) is applicable in the case of an indirect compensation arrangement in which the
entity furnishing designated health services described in §411.354(c)(2)(i) is a MCO or IPA. If
the entity with which the physician has an indirect compensation arrangement is not a MCO or
IPA, the exception for risk-sharing arrangements is not applicable to the indirect compensation
arrangement.

(5) Price Transparency

Price transparency is a critical component of a health care system that pays for value and
aligns with our desire to reinforce and support patient freedom of choice. We believe that
transparency in pricing can empower consumers of health care services to make more informed
decisions about their care and lower the rate of growth in health care costs. Health care
consumers today lack meaningful and timely access to pricing information that could, if
available, help them choose a lower-cost setting or a higher-value provider. Patients are often
unaware of site-of-care cost differentials until it is too late (see Aparna Higgins & German

Veselovskiy, Does the Cite of Care Change the Cost of Care, Health Affairs (June 2, 2016),



https://www.healthaffairs.org/do/10.1377/hblog20160602.055132/full/). Multiple surveys and
studies have revealed that patients want their health care providers to engage in cost discussions,
and one recent national survey found that a majority of physicians want to have cost of care
discussions with their patients (see Caroline E. Sloan, MD & Peter A. Ubel, MD, The 7 Habits of
Highly Effective Cost-of-Care Conversations, Annals of Internal Medicine (May 7, 2019),
https://annals.org/aim/issue/937992, and Let’s Talk About Money, The University of Utah

(2018), https://uofuhealth.utah.edu/value/lets-talk-about-money.php). The point of referral
presents an ideal opportunity to have such cost-of-care discussions.

In the CMS RFI, we solicited comment on the role of transparency in the context of the
physician self-referral law. In particular, we solicited comment on whether, if provided by the
referring physician to a beneficiary, transparency about a physician’s financial relationships,
price transparency, or the availability of other data necessary for informed consumer purchasing
(such as data about quality of services provided) would reduce or eliminate the harms to the
Medicare program and its beneficiaries that the physician self-referral law is intended to address.
Many commenters replied that making a physician’s financial relationships and cost of care
information available could be useful. One commenter suggested that providing clear and
transparent information was vital in the health care industry where patients are often vulnerable,
confused, and unsure of their options. This commenter further opined that informed patients are
empowered to take charge of their health care and better assist their providers in fulfilling their
health care needs. Several commenters shared similar support for transparency efforts. Another
commenter stated that transparency of a physician’s financial relationships along with price and
quality of care information would be valuable to patients in choosing providers and care
pathways. This commenter maintained that these actions would also engage patients in
protecting against possible unintended consequences of value-based arrangements. Other
commenters raised concerns that information on price transparency and a physician’s financial

relationships with other health care providers, in combination with already-required disclosures



under HIPAA, informed consent information and forms, insurance payment authorization forms,
and other paperwork that patients receive or must complete would serve only to inundate patients
with paperwork that they will find confusing or simply not read. These commenters contended
that, although transparency is an appealing concept, requiring additional disclosures would result
in more burden than benefit.

The June 24, 2019 Executive Order on Improving Price and Quality Transparency in
American Healthcare to Put Patients First’ recognizes the importance of price transparency. The
Executive Order directs Federal agencies to take historic steps toward getting patients the
information they need and when they need it to make well-informed decisions about their health
care. CMS has already acted on the Executive Order in two ways. First, by finalizing price
transparency requirements in the CY 2020 OPPS final rule (84 FR 65524) to improve the
availability of meaningful pricing information to the public by requiring hospitals to make public
a machine-readable file that contains a hospital’s gross charges and payer-specific negotiated
charges, plus discounted cash prices, the de-identified minimum negotiated charge, and the de-
identified maximum negotiated charge for all items and services provided by the hospital
beginning January 1, 2021. Second, through the Transparency in Coverage final rule (85 FR
72158), HHS, along with the Departments of Labor and Treasury, finalized requirements for
health insurance issuers and plans in the individual and group markets to make health care prices
and expected out-of-pocket costs for enrollees available to the general public to help facilitate
more informed health care purchasing decisions with the goal of driving down health care costs.
We continue to believe that all consumers need price and quality information in advance to make
an informed decision when they choose a good or service, including at the point of a referral for
such goods or services. As we stated in the proposed rule, by making meaningful price and

quality information more broadly available, we can protect patients and increase competition,

7 Executive Order on Improving Price and Quality Transparency in American Healthcare to Put Patients First, June
24,2019, available at: https://www.whitehouse.gov/presidential-actions/executive-order-improving-price-quality-
transparency-american-healthcare-put-patients-first/.



innovation, and value in the health care system (84 FR 55788).

We remain committed to ensuring that physician self-referral law policies do not infringe
on patient choice and the ability of physicians and patients to make health care decisions that are
in the patient’s best interest. We continue to believe that it is important for patients to have
timely access to information about all aspects of their care, including information about the
factors that may affect the cost of services for which they are referred. As stated in the proposed
rule, a patient who is made aware, for example, that costs may differ based on the site of service
where the referred services are furnished, may become a more conscious consumer of health care
services (84 FR 55788). Access to such information may also spark important conversations
between patients and their physicians, promoting patient choice and the ability of physicians and
patients to make health care decisions that are in the patient’s best interest. In conjunction with
their physicians’ determination of the need for recommended health care services and the
urgency of that need, information on the factors that may affect the cost of such services could
ensure that patients have the information they need to shop and seek out high-quality care at the
lowest possible cost.

It remains CMS’ goal to establish policies that facilitate consumers’ ability to participate
actively and meaningfully in decisions relating to their care. At the same time, we continue to be
cognizant that including requirements regarding price transparency in the exceptions to the
physician self-referral law raises certain challenges for the regulated industry. In the proposed
rule, we sought comments on how to pursue our price transparency objectives in the context of
the physician self-referral law, both in the context of a value-based health care system and
otherwise, and how to overcome the technical, operational, legal, cultural, and other challenges
to including price transparency requirements in the physician self-referral regulations (84 FR
55788). Specifically, we requested comments regarding the availability of pricing information
and out-of-pocket costs to patients (including information specific to a particular patient’s

insurance, such as the satisfaction of the patient’s applicable deductible, copayment, and



coinsurance obligations); the appropriate timing for the dissemination of information (that is,
whether the information should be provided at the time of the referral, the time the service is
scheduled, or some other time); and the burden associated with compliance with a requirement in
an exception to the physician self-referral law to provide information about the factors that may
affect the cost of services for which a patient is referred. Finally, we sought comment regarding
whether the inclusion of a price transparency requirement in a value-based exception would
provide additional protections against program or patient abuse through the active participation
of patients in selecting their health care providers and suppliers.

In furtherance of our goal of price transparency for all patients, we solicited comments
regarding whether to consider a requirement related to price transparency in every exception for
value-based arrangements at §411.357(aa) (84 FR 55789). While we did not propose regulatory
changes, we considered whether to require that a physician provide a notice or have a policy
regarding the provision of a public notice that alerts patients that their out-of-pocket costs for
items and services for which they are referred by the physician may vary based on the site where
the services are furnished and based on the type of insurance that they have. Because of limits
on currently available pricing data, we continue to believe that such a requirement could be an
important first step in breaking down barriers to cost-of-care discussions that play a beneficial
role in a value-based health care system. We further explained the public notice provided or
reflected in the policy could be made in any form or manner that is accessible to patients. For
example, a notice on the physician’s website, a poster on the wall in the physician’s office, or a
notice in a patient portal used by the physician’s patients would all be acceptable. We stated our
expectation that any notice would be written in plain language that would be understood by the
general public. We refer readers to the Plain Writing Act of 2010 (Pub. L. 111-274, enacted on
October 13, 2010) for further information. We sought comment on whether, if we finalize such a
requirement, it would be helpful for CMS to provide a sample notice and, if we provide a sample

notice, whether we should deem such a notice to satisfy the requirement described. We stated



that we would not require public notice in advance of referrals for emergency hospital services to
avoid delays in urgently needed care. We solicited comment on other options for price
transparency requirements in the value-based exceptions to the physician self-referral law, as
well as whether we should consider for a future rulemaking the inclusion of price transparency
requirements in exceptions to the physician self-referral law included in our existing regulations.

We received several comments from both consumers of health care and entities that
provide health care services. Nearly all the commenters were united in their support that patients
should have access to clear, accurate, and actionable cost-sharing information and recognized the
important role price transparency has in patient care. However, many supportive commenters
also asserted that requiring price transparency disclosures as a requirement of an exception to the
physician self-referral law is not an appropriate mechanism for promoting price transparency
objectives given the strict liability nature of the law. We continue to believe that health care
markets work more efficiently and provide consumers with higher-value health care if we
promote policies that encourage choice and competition. We thank the commenters for their
thoughtful responses, which will help inform future agency policy making on this important
objective. We are not finalizing any price transparency provisions in this rulemaking.

B. Fundamental Terminology and Requirements

1. Background

As described in the proposed rule and in greater detail in this section of the final rule,
many of the statutory and regulatory exceptions to the physician self-referral law include one,
two, or all the following requirements: the compensation arrangement itself is commercially
reasonable; the amount of the compensation is fair market value; and the compensation paid
under the arrangement is not determined in a manner that takes into account the volume or value
of referrals (or, in some cases, other business generated between the parties). These
requirements are presented in various ways within the statutory and regulatory exceptions, but it

is clear that they are separate and distinct requirements, each of which must be satisfied when



included in an exception. As we stated in the proposed rule, the regulated industry and its
complementary parts, such as the health care valuation community, have sought additional
guidance from CMS regarding whether compliance with one of the requirements is dependent on
compliance with one or both of the others (84 FR 55789). In addition, these and other
stakeholders have requested clarification on our policy with respect to when an arrangement is
considered commercially reasonable, under what circumstances compensation is considered to
take into account the volume or value of referrals or other business generated between the
parties, and how to determine the fair market value of compensation. According to stakeholders
and commenters on the proposed rule, False Claims Act (31 U.S.C. 3729 through 3733) case law
has exacerbated the challenge of complying with these three fundamental requirements.

Endeavoring to establish bright-line, objective regulations for each of these fundamental
requirements, we proposed a new definition of “commercially reasonable” at §411.351, proposed
to establish special rules that identify the universe of circumstances under which compensation
would be considered to take into account the volume or value of a physician’s referrals or the
other business generated by a physician for the entity paying the compensation, and proposed to
revise the definitions of “fair market value” and “general market value” in our regulations at
§411.351. Our overall intention with these policies is to reduce the burden of compliance with
the physician self-referral law, provide clarification where possible, and achieve the goals of the
Regulatory Sprint. As we stated in the proposed rule, we believe that clear, bright-line rules
would enhance both stakeholder compliance efforts and our enforcement capability. We believe
that the policies finalized here will provide the clarity that will benefit the regulated industry,
CMS, and our law enforcement partners (84 FR 55789).

In developing our proposals for guidance on the fundamental terminology and
requirements, we considered three basic questions—

e Does the arrangement make sense as a means to accomplish the parties’ goals?

e How did the parties calculate the remuneration?



e Did the calculation result in compensation that is fair market value for the asset, item,
service, or rental property?

These questions relate, respectively, to the definition of commercial reasonableness, the volume
or value standard and the other business generated standard, and the definition of fair market
value. In this section of the final rule, we provide detailed descriptions of our final definitions
and special rules. Importantly, our final policies relate only to the application of section 1877 of
the Act and our physician self-referral regulations. Although other laws and regulations,
including the anti-kickback statute and CMP law, may utilize the same or similar terminology,
the policies finalized in this final rule do not affect or in any way bind OIG’s (or any other
governmental agency’s) interpretation or ability to interpret such terms for purposes of laws or
regulations other than the physician self-referral law. In addition, our interpretation of these key
terms does not relate to and in no way binds the Internal Revenue Service with respect to its
rulings and interpretation of the Internal Revenue Code or State agencies with respect to any
State law or regulation that may utilize the same or similar terminology. We note further that, to
the extent terminology is the same as or similar to terminology used in the Quality Payment
Program within the PFS, our final policies do not affect or apply to the Quality Payment
Program.

We received the following general comment on our discussion of the three key
requirements in the exceptions to the physician self-referral law, and our response follows. We
respond to comments specific to each of the key requirements in sections I1.B.2. through 11.B.4.
of this final rule.

Comment: Several commenters requested that CMS’ articulation of the “big three”
requirements should be preserved in the final rule. Specifically, commenters described as
“cornerstones” of exceptions to the physician self-referral law the requirements that: (1) the
compensation arrangement is commercially reasonable; (2) the compensation is not determined

in any manner that takes into account the volume or value of a physician’s referrals (the volume



or value standard) or the other business generated by a physician for the entity (the other
business generated standard); and (3) the amount of compensation is fair market value for the
items or services furnished under the arrangement. Commenters strongly agreed with our
statements that these requirements are separate and distinct and should be disentangled from
each other.

Response: We agree with the commenters that it is important to reiterate that the
statutory and regulatory requirements regarding compensation arrangements that are
commercially reasonable, compensation that is not determined in any manner that takes into
account the volume or value of a physician’s referrals or the other business generated by a
physician, and compensation that is fair market value for items or services actually furnished are
separate and distinct requirements, each of which must be satisfied when included in an
exception to the physician self-referral law.

2. Commercially Reasonable (§411.351)

In the proposed rule, we proposed to include at §411.351 a definition for the term
“commercially reasonable.” As described previously, many of the statutory and regulatory
exceptions to the physician self-referral law include a requirement that the compensation
arrangement is commercially reasonable. For example, the exception at section 1877(e)(2) of the
Act for bona fide employment relationships requires that the remuneration provided to the
physician is pursuant to an arrangement that would be commercially reasonable (even if no
referrals were made to the employer). The exception at section 1877(e)(3)(A) of the Act for
personal service arrangements uses slightly different language to describe this general concept,
and requires that the aggregate services contracted for do not exceed those that are reasonable
and necessary for the legitimate business purposes of the arrangement. The exception at
§411.357(y) for timeshare arrangements, which the Secretary established in regulation using his
authority at section 1877(b)(4) of the Act, requires that the arrangement would be commercially

reasonable even if no referrals were made between the parties. Despite the prevalence of this



requirement (in one form or another), as we stated in the proposed rule (84 FR 55790), we
addressed the concept of commercial reasonableness only once—in our 1998 proposed rule—
where we stated that we are interpreting “commercially reasonable” to mean that an arrangement
appears to be a sensible, prudent business agreement, from the perspective of the particular
parties involved, even in the absence of any potential referrals (63 FR 1700). Until now, the
physician self-referral regulations themselves lacked a codified definition for the term
commercially reasonable.

As discussed previously in this section II.B.2., the key question to ask when determining
whether an arrangement is commercially reasonable is simply whether the arrangement makes
sense as a means to accomplish the parties’ goals. The determination of commercial
reasonableness is not one of valuation. We continue to believe that this determination should be
made from the perspective of the particular parties involved in the arrangement. In addition, the
determination that an arrangement is commercially reasonable does not turn on whether the
arrangement is profitable; compensation arrangements that do not result in profit for one or more
of the parties may nonetheless be commercially reasonable. In the proposed rule, we described
numerous examples of compensation arrangements that commenters on the CMS RFTI asserted
would be commercially reasonable, despite the fact that the party paying the remuneration does
not recognize an equivalent or greater financial benefit from the items or services purchased in
the transaction, or that the party receiving the remuneration incurs costs in furnishing the items
or services that are greater than the amount of the remuneration received. We acknowledge that,
even knowing in advance that an arrangement may result in losses to one or more parties, it may
be reasonable, if not necessary, to nevertheless enter into the arrangement. Examples of reasons
why parties would enter into such transactions include community need, timely access to health
care services, fulfillment of licensure or regulatory obligations, including those under the
Emergency Medical Treatment and Labor Act (EMTALA), the provision of charity care, and the

improvement of quality and health outcomes.



To provide the certainty requested by stakeholders, we proposed to codify in regulation
the definition of “commercially reasonable” at §411.351. We proposed two alternative
definitions for the term. First, we proposed to define “commercially reasonable” to mean that
the particular arrangement furthers a legitimate business purpose of the parties and is on similar
terms and conditions as like arrangements. In the alternative, we proposed to define
“commercially reasonable” to mean that the arrangement makes commercial sense and is entered
into by a reasonable entity of similar type and size and a reasonable physician of similar scope
and specialty. We sought comment on each of these definitions as well as input from
stakeholders regarding other possible definitions that would provide clear guidance to enable
parties to structure their arrangements in a manner that ensures compliance with the requirement
that their particular arrangement is commercially reasonable. We also proposed to clarify in
regulation text that an arrangement may be commercially reasonable even if it does not result in
profit for one or more of the parties (84 FR 55790). After considering the comments on the
definition of “commercially reasonable,” we are finalizing in our regulation at §411.351 that
commercially reasonable means that the particular arrangement furthers a legitimate business
purpose of the parties to the arrangement and is sensible, considering the characteristics of the
parties, including their size, type, scope, and specialty. The final regulation also states that an
arrangement may be commercially reasonable even if it does not result in profit for one or more
of the parties.

Finally, many of the exceptions to the physician self-referral law require that an
arrangement is commercially reasonable “even if no referrals were made between the parties” or
“even if no referrals were made to the employer.” The exceptions use varying phrasing to
describe this requirement and we do not repeat each iteration here. Although we did not include
this language in the final definition of “commercially reasonable,” it remains an important
constraint when determining whether an arrangement satisfies the requirements of an applicable

exception. As described elsewhere in this final rule, we have revised the exception for fair



market value compensation to include this important constraint in the requirement at
§411.357(1)(4) that a compensation arrangement is commercially reasonable. In addition, we
included this requirement in the new exception for limited remuneration to a physician that we
are finalizing at §411.357(z).

We received the following comments and our responses follow.

Comment: Most commenters supported our proposal to define the term “commercially
reasonable” in regulation, stating a preference for one of the two alternative definitions that we
proposed. A few commenters offered alternative definitions of “commercially reasonable,” such
as an arrangement that is “appropriately designed to meet the parties’ legitimate business goals
from the perspective of the parties to the arrangement” and an arrangement that is “entered into
for a legitimate business interest and is reasonably structured to achieve the legitimate business
interest.” A small number of commenters urged us not to finalize the proposed definition so that
parties could rely on CMS’ statements in the 1998 proposed rule, noting that it has been
workable for industry stakeholders for many years.

Several commenters requested that, if we finalize the first alternative proposed definition,
we strike the limitation that the arrangement is on similar terms and conditions as like
arrangements. These commenters asserted that parties to an arrangement would not have access
to data to identify “like arrangements” or be aware of their terms and conditions. In addition,
parties may enter into a novel compensation arrangement that bears minimal, if any, resemblance
to existing arrangements against which it could be compared for “similar terms.” The
commenters also highlighted the burden associated with obtaining third party opinions in order
to satisfy this requirement. Other commenters preferred the second alternative definition
because of its focus on the comparison to other similarly situated providers, suppliers, and
physicians, although one of these commenters noted that the requirement that an arrangement
makes “commercial sense” could exclude arrangements for noncommercial purposes, such as

meeting community needs. A few other commenters suggested combining the two proposed



definitions in order to emphasize that the determination of commercial reasonableness should be
from the perspective of, and further a legitimate business need of, the particular parties to the
arrangement, and also that the arrangement should be compared to arrangements with similarly
situated parties. One of these commenters also suggested that the definition of “commercially
reasonable” should reflect the importance of evaluating the market conditions relevant to the
arrangement. A few other commenters offered that CMS should finalize a policy under which an
arrangement would be commercially reasonable if it meets either of the proposed alternative
definitions. Another commenter urged CMS to ensure that the definition of “commercially
reasonable” does not shelter abusive arrangements.

Response: We agree that a definition requiring a compensation arrangement to be on
similar terms as like arrangements in order to be commercially reasonable does not provide for
the clarity that we and stakeholders seek and, in fact, could increase the burden on parties that
must seek the expertise of outside organizations to ensure compliance with the requirement that
their arrangement is commercially reasonable. We are finalizing a modified definition of
“commercially reasonable” to address commenters’ concerns. In line with the suggestion of
some commenters, the final definition of “commercially reasonable” incorporates aspects of each
of the proposed alternative definitions. Under the definition finalized at §411.351, commercially
reasonable means that the particular arrangement furthers a legitimate business purpose of the
parties to the arrangement and is sensible, considering the characteristics of the parties, including
their size, type, scope, and specialty. We believe that the definition of “commercially
reasonable” at final §411.351 is consistent with the guidance we provided in the 1998 proposed
rule, appropriately considers the characteristics of the parties to the actual arrangement being
assessed for its commercial reasonableness, and will adequately ensure that parties cannot
protect abusive arrangements under the guise of “commercial reasonableness.”

Comment: One commenter asked us to confirm that the test of commercial

reasonableness relates primarily to the non-financial elements of an arrangement.



Response: We understand the commenter to be inquiring whether the existence of the
compensation arrangement must be commercially reasonable as opposed to whether the precise
compensation terms of the arrangement must be commercially reasonable. That is, we
understand the commenter to be seeking confirmation that the concept of commercial
reasonableness does not relate to the amount of or formula for compensation paid under an
arrangement, but rather whether the entire arrangement is commercially reasonable. As we
stated in the proposed rule and previously in this final rule, when determining the commercial
reasonableness of an arrangement, the question to ask is whether the arrangement makes sense as
a means to accomplish the parties’ goals. The test is not whether the compensation terms alone
make sense as a means to accomplish the parties’ goals; however, the compensation terms of an
arrangement are an integral part of the arrangement and impact its ability to accomplish the
parties’ goals (84 FR 55790).

Comment: One commenter urged us to adopt a policy under which an arrangement
would be presumed to be commercially reasonable if, contemporaneously with the
commencement of the arrangement, the governing body of the entity (or its designee) documents
in writing that the arrangement furthers the legitimate business purpose of the parties. Another
commenter urged us to adopt an irrebuttable presumption that, if the purpose of an arrangement
is documented and achieved, the commercial reasonableness of the arrangement cannot be
contradicted by extrinsic evidence. The commenter asserted that, in the absence of such a
presumption, entities are left susceptible to the potential for False Claims Act litigation
predicated on an unsupported inference of ill intent on behalf of the contracting parties.

Response: We do not believe that merely documenting in writing that an arrangement
furthers a legitimate business purpose of the parties is sufficient to ensure that the arrangement is
commercially reasonable, even if the identified purpose is achieved. Moreover, our final
definition of “commercially reasonable” requires more than furtherance of a legitimate business

purpose of the parties. The arrangement must also be sensible, considering the characteristics of



the parties, including their size, type, scope, and specialty. If the only requirement to
demonstrate that an arrangement is commercially reasonable is contemporaneous written
documentation stating that it is commercially reasonable, unscrupulous parties could satisfy the
requirement simply by including sufficient template language in their documentation, even if, in
reality, the arrangement could not further the legitimate business purposes of the parties
(assuming they have a legitimate business need for the arrangement) or is not sensible,
considering the characteristics of the parties, including their size, type, scope, and specialty.
Further, the fact that an arrangement ultimately achieved a legitimate business purpose of the
parties does not necessarily mean that it was a commercially reasonable arrangement. Where a
financial relationship exists between a physician (or an immediate family member of a
physician) and an entity to which the physician makes referrals for designated health services,
compliance with the physician self-referral law requires substantive compliance, not merely
documentary (or “paper”’) compliance, with the requirements of an applicable exception. An
irrebuttable presumption of commercial reasonableness that ensures that parties are shielded
from allegations of violation of the False Claims Act if their documentation includes specific
language or their arrangement ultimately achieved its intended purpose would pose a risk of
program or patient abuse.

Comment: A few commenters requested that we include in regulation text a non-
exhaustive list of legitimate business purposes for purposes of applying the definition of
“commercially reasonable.” One commenter specifically referenced our discussion in the
proposed rule of examples of compensation arrangements that CMS RFI commenters believed
would be commercially reasonable even if they did not result in profit for one or more of the
parties.

Response: As we stated in the proposed rule, we find compelling the comments of
commenters on the CMS RFI regarding the types of arrangements they believed would be

commercially reasonable even if they did not result in profit for one or more of the parties (84



FR 55790). However, these types of arrangements do not depict the entire universe of
arrangements that could be commercially reasonable. We decline to provide examples in
regulation text of arrangements that may be commercially reasonable, because the determination
of whether a compensation arrangement is commercially reasonable is dependent on the facts
and circumstances of the parties. Even a non-exhaustive list of the types of arrangements that
are potentially commercially reasonable could inadvertently limit or otherwise proscribe the
types of arrangements that parties undertake. Moreover, it is not possible to know definitively
that, in every instance, a particular type of arrangement would be commercially reasonable. An
arrangement that is commercially reasonable for one set of parties may not be commercially
reasonable for another.

Comment: One commenter that asked us to provide examples of arrangements that
would be considered commercially reasonable asserted that examples are necessary so that
parties may avoid unintentional noncompliance with the commercial reasonableness
requirement, particularly in the context of value-based arrangements for which the commercial
reasonableness of the arrangement is required. Another commenter stated its assumption that
CMS “expects that value-based payments must still be tested for commercial reasonableness”
and asked us to confirm its belief. The commenter specifically requested us to confirm that, for
any new exceptions for value-based arrangements, the determination of commercial
reasonableness may be based on more than just cost savings to the value-based enterprise. The
commenter asserted that, in arrangements where cost savings are negligible, enhanced access to
care, increased care coordination, and improved quality of care may support a determination of
the value-based arrangement’s commercial reasonableness.

Response: As we explained in section II.A.2. of this final rule, the new exceptions for
value-based arrangements finalized at §411.357(aa) do not include a requirement that the value-
based arrangement is commercially reasonable. Of course, parties may utilize any applicable

exception to demonstrate compliance with the physician self-referral law. If the exception upon



which parties to a value-based arrangement rely includes a requirement that the arrangement is
commercially reasonable, the arrangement must further a legitimate business purpose of the
parties. In addition, it must be sensible, considering the characteristics of the parties, including
their size, type, scope, and specialty. However, as we stated in the proposed rule, the
determination of whether the arrangement is commercially reasonable is not one of valuation (84
FR 55790), and an arrangement may be commercially reasonable even if it does not result in
profit for one or more of the parties.

Comment: A few commenters expressed concern that the term “legitimate business
purpose” does not provide enough certainty for stakeholders. Another commenter asked how the
requirement that an arrangement must further a legitimate business purpose of the parties in
order to be commercially reasonable is different from a query into the subjective intent of the
parties (that is, whether a purpose of the arrangement is to induce or reward referrals).

Response: The term “legitimate business purpose” appears in both the statutory and
regulatory exceptions to the physician self-referral law. The commenter did not clearly explain
how the use of this term in the definition of “commercially reasonable” is any less clear or
appropriate than its use in the special rule at §411.354(d)(4)(v) or the exceptions for the rental of
office space at §411.357(a)(3), the rental of equipment at §411.357(b)(2), personal service
arrangements at §411.357(d)(1)(iii), and fair market value compensation at §411.357(1)(4) (prior
to its revision in this final rule). Given that the language finalized in our definition of
“commercially reasonable” is identical to that used in longstanding statutory and regulatory
exceptions and our special rule at §411.354(d)(4)(v), we see no reason why stakeholders would
be suddenly unable to ascertain the meaning of the term. We see great benefit in using consistent
terminology throughout our regulations where we intend an identical policy or standard. With
respect to the second commenter’s question, we believe that the requirement represents an
objective standard. This requirement in the definition of “commercially reasonable” is similar to

the requirements in the exceptions referenced, all of which represent objective standards.



Although identifying the business purpose of an arrangement may entail an inquiry into the
parties’ intent for the arrangement, the requirement in the definition of “commercially
reasonable” that the arrangement furthers a legitimate business purpose of the parties would be
considered only after the determination that there actually exists a legitimate business purpose
for the arrangement. As we stated in the proposed rule, conduct that violates a criminal law,
such as inducing or rewarding referrals in violation of the anti-kickback statute, would not be a
legitimate business purpose for an arrangement (84 FR 55791). Thus, the arrangement would
not be commercially reasonable, and the question of whether the arrangement furthers a
legitimate business purpose would not be reached.

Comment: One commenter agreed that an arrangement does not further the legitimate
business purposes of the parties if, for example, a hospital engages more medical directors than it
needs to furnish required medical direction, but asked for additional guidance on our
interpretation of the term “legitimate business purpose.” Another commenter expressed concern
that unscrupulous parties could identify the goal of attracting a physician’s business as a
“legitimate business purpose” of its compensation arrangement with the physician. This
commenter also suggested that an arrangement that is unprofitable should have discrete and well-
documented factors establishing that it furthers a legitimate business purpose of the parties (such
as a regulatory or licensure requirement or a patient access issue) in order to qualify as
commercially reasonable.

Response: As we noted in the proposed rule, arrangements that, on their face, appear to
further a legitimate business purpose of the parties may not be commercially reasonable if they
merely duplicate other facially legitimate arrangements (84 FR 55790). For example, a hospital
may enter into an arrangement for the personal services of a physician to oversee its oncology
department. If the hospital needs only one medical director for the oncology department, but
later enters into a second arrangement with another physician for oversight of the department, the

second arrangement merely duplicates the already-obtained medical directorship services and



may not be commercially reasonable. Although the evaluation of compliance with the physician
self-referral law always requires a review of the facts and circumstances of the financial
relationship between the parties, the commercial reasonableness of multiple arrangements for the
same services is questionable.

In the proposed rule, we discussed numerous examples of compensation arrangements
described by CMS RFI commenters as commercially reasonable, in their opinions, despite the
fact that the party paying the remuneration does not recognize an equivalent or greater financial
benefit from the items or services purchased in the transaction, or that the party receiving the
remuneration incurs costs in furnishing the items or services that are greater than the amount of
the remuneration received (84 FR 55790). The underlying purposes of the compensation
arrangements described by the CMS RFI commenters included addressing community need,
timely access to health care services, fulfillment of licensure or regulatory obligations (including
those under the Emergency Medical Treatment and Labor Act (EMTALA)), the provision of
charity care, and the improvement of quality and health outcomes. We believe that all of these
purposes could qualify as “legitimate business purposes” of the parties to an arrangement,
depending on the facts and circumstances of the parties.

We share the second commenter’s concern that unscrupulous parties could claim that a
compensation arrangement is commercially reasonable by claiming that attracting a physician’s
business is a “legitimate business purpose” for their arrangement. In the proposed rule, we
explained that we were not proposing to include the phrase “even if no referrals were made” in
the definition of “commercially reasonable” because this qualifying phrase (or similar language)
appears in the regulation text of many exceptions that require an arrangement to be commercially
reasonable (84 FR 55791). Thus, it would be redundant to include the language in the definition
of “commercially reasonable” itself. We were clear that we were not proposing to remove this
qualifying language from the exceptions in which it appears. We believe that this qualifying

language provides critical protection against program or patient abuse, as an arrangement must



be commercially reasonable even if no referrals were made by the physician. As described in
greater detail in sections I1.D.10. and I1.E.1. of this final rule, we are adding this language where
it had not previously been included in the exception for fair market value compensation at
§411.357(1) and in the new exception for limited remuneration to a physician finalized at
§411.357(z). An arrangement whose purpose is to attract a physician’s business, even if the
parties claim this purpose, would not be commercially reasonable in the absence of the
physician’s referrals and, thus, would not satisfy this important requirement of the exceptions
generally applicable to compensation arrangements that call for items or services to be provided
by a physician.

Finally, in the proposed rule, we also discussed our review of Internal Revenue Service
(IRS) Revenue Ruling 97-21 and its conclusion that a hospital may not engage in substantial
unlawful activities and maintain its tax-exempt status because the conduct of an unlawful activity
is inconsistent with charitable purposes (84 FR 55790). In this final rule, we are similarly taking
the position that an activity that is in violation of a criminal law would not be a legitimate
business purpose of the parties and, therefore, would not be commercially reasonable for
purposes of the physician self-referral law. We note that the absence of a criminal violation
would not, in and of itself, establish that an arrangement is commercially reasonable.

Comment: Several commenters addressed our preamble discussion regarding the
requirement in our regulations that a compensation arrangement must be commercially
reasonable even if no referrals were made between the parties. One commenter suggested that, if
CMS intends that an arrangement should be commercially reasonable even in the absence of
referrals, that phrase should be added to the exceptions or, if referrals may be considered, CMS
should so state. These commenters requested that we expressly confirm that the term “referral”
in these references in our exceptions has the meaning set forth in §411.351 of our regulations.
Another commenter asserted that the “even if no referrals were made” requirement is an integral

part of commercial reasonableness in applying the physician self-referral law. This commenter



suggested that we add this limiting phrase to §411.357(1)(4).

Response: We agree with the commenters regarding the inclusion of the language “even
if no referrals were made between the parties” and, for the reasons explained in our response to
the previous comment, have added this language to the exception for fair market value
compensation at §411.357(1) and the new exception for limited remuneration to a physician at
§411.357(z). Unless the context indicates otherwise, the term “referral” has the meaning set
forth in §411.351 throughout the physician self-referral regulations, including in this limiting
phrase.

Comment: Most commenters that addressed the definition of “commercially reasonable”
expressed appreciation for the clarification in the proposed rule of our position that
compensation arrangements that do not result in profit for one or more of the parties may
nonetheless be commercially reasonable (84 FR 55790), and supported the inclusion of this
policy statement at proposed §411.351. Commenters echoed the potential reasons set forth in the
proposed rule why an arrangement may not be profitable, but yet still commercially reasonable,
and added that, despite the parties’ prediction of profitability at the onset of an arrangement, an
arrangement may simply not “pan out.” Many of these commenters requested that we extend our
policy regarding the effect that the profitability of a compensation arrangement has on the
arrangement’s ability to satisfy the requirement that it is commercially reasonable to state that
commercial reasonableness is unrelated, wholly unrelated, or irrelevant to the profitability of the
arrangement to one or more of the parties. One commenter suggested that we state in regulation
text that profitability is not a requirement for an arrangement to be commercially reasonable.
Another commenter expressed concern that the use of the word “may” does not provide a bright-
line rule for stakeholders. One commenter noted that the concept of commercial reasonableness
has been used as an enforcement tool for business decisions that might not have turned out to be
good business decisions, but were made in good faith, or that are strategic in nature without

making absolute “commercial sense.” In contrast, a few commenters asserted that there are



circumstances under which it would not be commercially reasonable for parties to enter into an
arrangement that they know would result in substantial losses to one or more of the parties. One
commenter, while agreeing that the issue of commercial reasonableness is not solely determined
by physician practice profitability, stated that physician practice losses may indicate
arrangements that should be further scrutinized as possible fraud and abuse risks.

Response: We decline to adopt the commenters’ suggestions regarding the extension of
our policy. Although we believe that compensation arrangements that do not result in profit for
one or more of the parties may nonetheless be commercially reasonable, we are not convinced
that the profitability of an arrangement is completely irrelevant or always unrelated to a
determination of its commercial reasonableness, for instance, in a case where the parties enter
into an arrangement aware of its certain unprofitability and there exists no identifiable need or
justification—other than to capture the physician’s referrals—for the arrangement.

We agree with the commenters that it is appropriate and helpful to include in regulation
text our policy regarding the impact of an arrangement’s profitability on its ability to satisfy the
requirement that it is commercially reasonable. We are not adopting the alternative
characterization of our policy as “profitability is not a requirement for an arrangement to be
commercially reasonable” because we do not believe that this language is as clear or precise as
the language we proposed. We are finalizing in regulation text at §411.351 our policy that “an
arrangement may be commercially reasonable even if it does not result in profit for one or more
of the parties.”

Comment: One commenter asked for confirmation that any definition of “commercially
reasonable” finalized by CMS will not apply to regulations enforced by the IRS, OIG or pursuant
to state law.

Response: The commenter is correct. The introductory language to §411.351 where the
definition of “commercially reasonable” appears in our regulation text states that the definitions

in [Title 42, part 411, Subpart J] apply only for purposes of section 1877 of the Act and [Subpart



J].

Comment: One commenter asked how CMS interprets the requirements at
§411.357(a)(3) and (b)(2) in the exceptions for the rental of office space and equipment,
respectively, that the leased office space or equipment does not exceed that which is reasonable
and necessary for the legitimate business purposes of the lease arrangement. The commenter
noted that this requirement and a requirement that the compensation arrangement is
commercially reasonable are included in each of these statutory (and regulatory) exceptions. The
commenter expressed confusion about our description in the proposed rule of the requirement in
the statutory exception for personal service arrangements that the aggregate services contracted
for do not exceed those that are reasonable and necessary for the legitimate business purposes of
the arrangement as another form of the requirement that an arrangement is commercially
reasonable (84 FR 55790).

Response: We believe that the requirement that the leased office space or equipment
does not exceed that which is reasonable and necessary for the legitimate business purposes of
the lease arrangement is intended to prevent sham lease arrangements under which a lessee pays
remuneration to the lessor under the guise of rental charges where the rental charges are for
office space or equipment for which the lessee has no genuine or reasonable use. The statutory
and regulatory exceptions for the rental of office space and the rental of equipment also include a
requirement that the lease arrangement would be commercially reasonable even if no referrals
were made between the lessee and the lessor. The new definition of “commercially reasonable”
at final §411.351 applies for purposes of interpreting this requirement. Thus, the particular lease
arrangement must further a legitimate business purpose of the parties to the arrangement and
must be sensible, considering the characteristics of the parties, including their size, type, scope,
and specialty.

The statutory exception at section 1877(e)(3)(A) of the Act for personal service

arrangements includes a requirement that the aggregate services contracted for under the



personal service arrangement do not exceed those that are reasonable and necessary for the
legitimate business purposes of the arrangement. We included this requirement in the regulatory
exception for personal service arrangements at §411.357(d)(1)(ii1). Unlike the exceptions for the
rental of office space and the rental of equipment, the exception for personal service
arrangements does not include—either in the statute or our regulations—a separate requirement
that the arrangement is commercially reasonable. The commenter raises a valid point regarding
our statement in the proposed rule that, with respect to the exception for personal services, the
“does not exceed what is reasonable and necessary” requirement is a different form of the
requirement that the arrangement is commercially reasonable. Upon further review of the
similarities and differences in the requirements in the statutory and regulatory exceptions for the
rental of office space, the rental of equipment, and personal service arrangements, we are
retracting our statement from the proposed rule that the requirement at section 1877(¢)(3)(A) of
the Act (incorporated at §411.357(d)(1)(iii)) equates to a requirement that the personal service
arrangement is commercially reasonable.

As we stated in this section I1.B.2., with respect to lease arrangements for office space
and equipment, we interpret the “does not exceed what is reasonable and necessary” requirement
as a protection against sham lease arrangements under which a lessee pays remuneration to the
lessor under the guise of rental charges where the rental charges are for office space or
equipment for which the lessee has no genuine or reasonable use. We similarly interpret this
requirement in the context of the exception for personal service arrangements as a protection
against sham arrangements for the services of a physician for which the entity has no genuine or
reasonable use. In the proposed rule, we stated that arrangements that, on their face, appear to
further a legitimate business purpose of the parties may not be commercially reasonable if they
merely duplicate other facially legitimate arrangements (84 FR 55790). We provided the
example of a hospital that enters into multiple arrangements for medical director services for a

single department even though the hospital needs only one medical director for the department.



We stated that the commercial reasonableness of multiple arrangements for the same services is
questionable. Multiple arrangements for the same personal services may also result in the failure
of the duplicate arrangements to satisfy the “reasonable and necessary” requirement in the
exception for personal services at section 1877(e)(3)(A) of the Act and §411.357(d)(1)(iii). In
the proposed rule, we also discussed our view that an activity that is in violation of criminal law
would not be a legitimate business purpose of the parties and, therefore, would not be
commercially reasonable for purposes of the physician self-referral law (84 FR 55791). Activity
that is in violation of criminal law would also fail to satisfy the requirement in the exception for
personal service arrangements that the services to be furnished under the arrangement do not
involve the counseling or promotion of a business arrangement or other activity that violates any
Federal or State law. Thus, although the exception for personal service arrangements does not
include a requirement that the arrangement is commercially reasonable, the other requirements in
the exception guard against program or patient abuse in an important and essentially equivalent
way.

We note that the exception for personal service arrangements at §411.357(d)(1) includes
a requirement that the arrangement covers all the services to be furnished by the physician (or an
immediate family member of the physician) to the entity. The exception permits the use of a
master list of contracts that is maintained and updated centrally and available for review by the
Secretary upon request. In addition, a personal service arrangement must have a duration of at
least 1 year in order to qualify for protection under the exception at §411.357(d)(1). We are
aware that, because personal service arrangements may not satisty these requirements, parties
often rely on the exception at §411.357(1) for fair market value compensation to protect their
arrangements for the personal services of physicians and their immediate family members. We
remind readers that the exception for fair market value compensation includes a requirement that
the arrangement is commercially reasonable, and as explained in section I1.D.10. of this final

rule, we are revising the regulation text of that exception to require that the arrangement is



commercially reasonable even if no referrals were made between the parties.
3. The Volume or Value Standard and the Other Business Generated Standard (§411.354(d)(5)
and (6))

Many of the exceptions at section 1877(e) of the Act (“Exceptions Relating to Other
Compensation Arrangements”) and in our regulations include a requirement that the
compensation paid under the arrangement is not determined in any manner that takes into
account the volume or value of referrals by the physician who is a party to the arrangement, and
some exceptions also include a requirement that the compensation is not determined in any
manner that takes into account other business generated between the parties. We refer to these as
the “volume or value standard” and the “other business generated standard,” respectively.
Throughout the regulatory history of the physician self-referral law, we have shared our
interpretation of these standards and responded to comments as they arose. Despite our attempt
at establishing clear guidance regarding the application of the volume or value standard and the
other business generated standard, commenters to several requests for information, including the
CMS RFI, identified their lack of a clear understanding as to whether compensation will be
considered to take into account the volume or value of referrals or other business generated by
the physician as one of the greatest risks they face when structuring arrangements between
entities furnishing designated health services and the physicians who refer to them. They stated
that, not only do they face the risk of penalties under the physician self-referral law, but, because
a violation of the physician self-referral law may be the predicate for liability under the False
Claims Act, entities are susceptible to both government and whistleblower actions that can result
in significant penalties through litigation or settlement. In the proposed rule, we proposed
regulations intended to provide objective tests for determining whether compensation takes into
account the volume or value of referrals or the volume or value of other business generated by
the physician. We also provided a brief history of the guidance to date on the volume or value

standard and the other business generated standard. We believe it is useful to repeat that history



in this final rule.

In the 1998 proposed rule, we discussed the volume or value standard as it pertains to the
criteria that a physician practice must meet to qualify as a “group practice” (63 FR 1690). We
also stated that we would apply this interpretation of the volume or value standard throughout
our regulations (63 FR 1699 through 1700). In the discussion of group practices, we stated that
we believe that the volume or value standard precludes a group practice from paying physician
members for each referral they personally make or based on the volume or value of the referred
services (63 FR 1690). We went on to state that the most straightforward way for a physician
practice to demonstrate that it is meeting the requirements for group practices would be for the
practice to avoid a link between physician compensation and the volume or value of any
referrals, regardless of whether the referrals involve Medicare or Medicaid patients (63 FR
1690). However, because our definition of “referral” at §411.351 includes only referrals for
designated health services, we also noted that a physician practice could compensate its members
on the basis of non-Medicare and non-Medicaid referrals, but would be required to separately
account for revenues and distributions related to referrals for designated health services for
Medicare and Medicaid patients (63 FR 1690). (See section II.C. of this final rule for a
discussion of the historical inclusion of Medicaid referrals in our regulations and our revisions to
the group practice rules.) Outside of the group practice context, these principles apply generally
to compensation from an entity to a physician. We also addressed the other business generated
standard in the 1998 proposed rule, stating that we believe that the Congress may not have
wished to except arrangements that include additional compensation for other business dealings
and that, if a party’s compensation contains payment for other business generated between the
parties, we would expect the parties to separately determine if this extra payment falls within one
of the exceptions (63 FR 1700).

In Phase I, we finalized our policy regarding the volume or value standard and the other

business generated standard, responding to comments on the proposals included in the 1998



proposed rule. Most importantly, we revised the scope of the volume or value standard to permit
time-based or unit of service-based compensation formulas (66 FR 876). We also stated that the
phrase “does not take into account other business generated between the parties” means that the
fixed, fair market value payment cannot take into account, or vary with, referrals of designated
health services payable by Medicare or Medicaid or any other business generated by the referring
physician, including other Federal and private pay business (66 FR 877), noting that the phrase

“generated between the parties” means business generated by the referring physician for

purposes of the physician self-referral law (66 FR 876). We stated that section 1877 of the Act
establishes a straightforward test that compensation should be at fair market value for the work
or service performed or the equipment or [office] space leased—not inflated to compensate for
the physician’s ability to generate other revenue (66 FR 877). Finally, in response to a comment
about whether the compensation paid to a physician for the purchase of his or her practice could
include the value of the physician’s referrals of designated health services to the practice, we
stated that compensation may include the value of designated health services made by the
physician to his or her practice if the designated health services referred by the selling physician
satisfied the requirements of an applicable exception, such as the in-office ancillary services
exception, and the purchase arrangement is not contingent on future referrals (66 FR 877). This
policy would apply also to the value of the physician’s referrals of designated health services to
his or her practice if the compensation arrangement between the physician and the practice
satisfied the requirements of an applicable exception.

Also in Phase I, we established special rules on compensation at §411.354(d)(2) and (3)
that deem unit-based compensation not to take into account the volume or value of referrals or
other business generated between the parties if certain conditions are met (66 FR 876 through
877). These rules state that unit-based compensation will be deemed not to take into account the
volume or value of referrals if the compensation is fair market value for items or services

actually provided and does not vary during the course of the compensation arrangement in any



manner that takes into account referrals of designated health services. Unit-based compensation
will be deemed not to take into account the volume or value of other business generated between
the parties to a compensation arrangement if the compensation is fair market value for items or
services actually provided and does not vary during the term of the compensation arrangement in
any manner that takes into account referrals or other business generated by the referring
physician, including private pay health care business. We note that the special rules use the
phrase “takes into account referrals” (or other business generated) rather than “takes into account
the volume or value of referrals” (or other business generated). Both special rules apply to time-
based or per-unit of service-based (“per-click’) compensation formulas. However, as we later
noted in Phase II, the special rules on unit-based compensation are intended to be safe harbors,
and there may be some situations not described in §411.354(d)(2) or (3) where an arrangement
does not take into account the volume or value of referrals or other business generated between
the parties (69 FR 16070).

In Phase II, we clarified that personally performed services are not considered other
business generated by the referring physician (69 FR 16068). We also stated that fixed
compensation (that is, one lump-sum payment or several individual payments aggregated
together) can take into account or otherwise reflect the volume or value of referrals (for example,
if the payment exceeds the fair market value for the items or services provided) (69 FR 16059).
We noted that a determination whether the compensation does, in fact, take into account or
otherwise reflect the volume or value of referrals will require a case-by-case examination based
on the facts and circumstances. (We note that the language “otherwise reflects” was determined
to be superfluous and removed from our regulation text in Phase I1I (72 FR 51027).)

Until now, we had not codified regulations defining the volume or value standard or the
other business generated standard, although the special rule at §411.354(d)(4) sets forth the
circumstances under which a physician’s compensation under a bona fide employment

relationship, personal service arrangement, or managed care contract may be conditioned on the



physician’s referrals to a particular provider, practitioner, or supplier without running afoul of
the volume or value standard. For the reasons explained in more detail below and in our
responses to comments, in this final rule, we are finalizing special rules at §411.354(d)(5) and (6)
that supersede our previous guidance, including guidance with which they may be (or appear to
be) inconsistent. Our final policies relate to the volume or value and other business generated
standards as they apply to the definition of remuneration at section 1877(h)(1)(C) of the Act and
§411.351 of our regulations, the exception for academic medical centers at §411.355(e)(1)(ii),
and various exceptions for compensation arrangements in section 1877(e) of the Act and
§411.357 of our regulations, including the new exception established in this final rule for limited
remuneration to a physician at §411.357(z). In addition, the regulation at final §411.354(d)(5)(1)
applies for purposes of section 1877(h)(4) of the Act and the group practice regulations at
§411.352(g) and (i). The final policies do not apply for purposes of applying the exceptions at
§411.357(m), (s), (u), (v), and (w), or for purposes of applying the new exception finalized in
this final rule at §411.357(bb) for cybersecurity items and services. We are including regulation
text at §411.354(d)(5)(iv) and (6)(iv) regarding the application of the volume or value standard
and the other business generated standard for purposes of applying these exceptions. Given the
revisions to our regulations at §411.354(c)(2) and (d)(1), which eliminate language regarding
compensation that is determined in any manner that takes into account the volume or value of
referrals or other business generated by a physician, the final special rules at §411.354(d)(5) and
(6) do not apply for purposes of determining the existence of an indirect compensation
arrangement under §411.354(c)(2) or applying the special rule on compensation that is deemed
to be set in advance at §411.354(d)(1). For the reasons discussed below in response to
comments, the final special rules at §411.354(d)(5) and (6) do not apply for purposes of applying
the special rules for unit-based compensation at §411.354(d)(2) and (3). We are including
regulation text at §411.354(d)(5)(iv) and (6)(iv) regarding the application of the volume or value

standard and the other business generated standard for purposes of applying the special rules for



unit-based compensation.

As we stated in the proposed rule, we believe there is great value in having an objective
test for determining whether the compensation is determined in any manner that takes into
account the volume or value of referrals or takes into account other business generated between
the parties (84 FR 55793). Our final rules establish such a test. We are finalizing an approach
that, rather than deeming compensation under certain circumstances not to have been determined
in a manner that takes into account the volume or value of referrals or takes into account other
business generated between the parties, defines exactly when compensation will be considered to
take into account the volume or value of referrals or take into account other business generated
between the parties. Under our final regulations, which we believe create the bright-line rule
sought by commenters and other stakeholders, outside of the circumstances at §411.354(d)(5)
and (6), compensation will not be considered to take into account the volume or value of
referrals or take into account other business generated between the parties, respectively. In other
words, only when the mathematical formula used to calculate the amount of the compensation
includes referrals or other business generated as a variable, and the amount of the compensation
correlates with the number or value of the physician’s referrals to or the physician’s generation
of other business for the entity, is the compensation considered to take into account the volume
or value of referrals or take into account the volume or value of other business generated. We
believe that our final regulations are consistent with the position we articulated in Phase I where
we stated that, in general, we believe that a compensation structure does not directly take into
account the volume or value of referrals if there is no direct correlation between the total amount
of a physician's compensation and the volume or value of the physician's referrals of designated
health services (66 FR 908).

In the proposed rule, we explained that, even with nonsubstantive changes to standardize
(where possible) the language used to describe the volume or value standard and the other

business generated standard in our regulations, due to the varying language used throughout the



statutory and regulatory schemes, we find it impossible to establish a single definition for the
volume or value and other business generated standards (84 FR 55793). Therefore, instead of a
definition at §411.351, we proposed special rules for compensation arrangements that would
apply regardless of the exact language used to describe the standards in the statute and our
regulations. We also explained that, because section 1877 of the Act defines a compensation
arrangement as any arrangement involving any remuneration between a physician (or an
immediate family member of such physician) and an entity, we believe that it is necessary that
the tests address circumstances where the compensation is from the entity to the physician, as
well as where the compensation is from the physician to the entity. Therefore, we proposed two
separate special rules for the volume or value standard and two separate special rules for the
other business generated standard.

Under our proposals, compensation from an entity to a physician (or immediate family
member of the physician) would take into account the volume or value of referrals only if the
formula used to calculate the physician’s (or immediate family member’s) compensation

includes the physician’s referrals to the entity as a variable, resulting in an increase or decrease

in the physician’s (or immediate family member’s) compensation that positively correlates with
the number or value of the physician’s referrals to the entity. For example, if the physician (or
immediate family member) receives additional compensation as the number or value of the
physician’s referrals to the entity increase, the physician’s (or immediate family member’s)
compensation would positively correlate with the number or value of the physician’s referrals.
In the proposed rule, we stated that, unless the special rule at §411.354(d)(2) for unit-based
compensation applies and its conditions are met, the physician’s (or immediate family
member’s) compensation would take into account the volume or value of referrals (84 FR
55793). For the reasons explained in our response to comments below, we are retracting this
statement. Under the policies set forth in this final rule, as described in our response to

comments below, the special rules at §411.354(d)(2) and (3) are not applicable to compensation



that takes into account the volume or value of referrals under final §411.354(d)(5)(i) or (6)(i) or
to compensation that takes into account other business generated by a physician under final
§411.354(d)(5)(ii) or (6)(i1)). We have revised the regulation text at §411.354(d)(2) and (3)
accordingly. If compensation takes into account the volume or value of referrals or the volume
or value of other business generated under final §411.354(d)(5) or (6), that determination is final.
The special rules at §411.354(d)(2) and (3) may not be applied to then deem the compensation
not to take into account the volume or value of referrals or other business generated.

To illustrate our proposed policy, in the proposed rule, we provided an example under
which a physician organization does not qualify as a group practice under §411.352 of the
physician self-referral regulations. Under the example, the physician organization pays its
physicians a percentage of collections attributed to the physician, including personally performed
services and services furnished by the physician organization (the physician’s “pool”). If a
physician’s pool includes amounts collected for designated health services furnished by the
physician organization that he ordered but did not personally perform, the physician’s
compensation takes into account the volume or value of his referrals to the physician
organization. Assuming the physician is paid 50 percent of the amount in his pool, the
mathematical formula that illustrates the physician’s compensation would be: compensation =
(.50 x collections from personally performed services) + (.50 x collections from referred
designated health services) + (.50 x collections from non-designated health services referrals).
The policy proposed with respect to when compensation from an entity to a physician (or
immediate family member of the physician) takes into account other business generated would
operate in the same manner (84 FR 55793).

Analogously, we proposed that compensation from a physician (or immediate family
member of the physician) to an entity takes into account the volume or value of referrals only if
the formula used to calculate the compensation paid by the physician includes the physician’s

referrals to the entity as a variable, resulting in an increase or decrease in the compensation that



negatively correlates with the number or value of the physician’s referrals to the entity. For

example, if a physician (or immediate family member) pays less compensation as the number or
value of the physician’s referrals to the entity increases, the compensation from the physician to
the entity would negatively correlate with the number or value of the physician’s referrals. In the
proposed rule, we stated that, unless the special rule at §411.354(d)(2) for unit-based
compensation applies and its requirements are met (which seems unlikely), the compensation
would take into account the volume or value of referrals (84 FR 55793). We are retracting this
statement. Under the policies set forth in this final rule, as described above and in our response
to comments below, the special rules at §411.354(d)(2) and (3) are not applicable to
compensation that takes into account the volume or value of referrals under final
§411.354(d)(5)(1) or (6)(1) or to compensation that takes into account the volume or value of
other business generated by the physician under final §411.354(d)(5)(ii) or (6)(i1). If
compensation takes into account the volume or value of referrals or the volume or value of other
business generated under final §411.354(d)(5) or (6), that determination is final. The special
rules at §411.354(d)(2) and (3) may not be applied to then deem the compensation not to take
into account the volume or value of referrals or other business generated.

To illustrate our proposed policy, in the proposed rule, we provided an example under
which a physician leases medical office space from a hospital. Our example assumed that the
rental charges are $5,000 per month and the arrangement provides that the monthly rental
charges will be reduced by $5 for each diagnostic test ordered by the physician and furnished in
one of the hospital’s outpatient departments. Under our proposal, the compensation (that is, the
rental charges) would take into account the volume or value of the physician’s referrals to the
hospital. The mathematical formula that illustrates the rental charges paid by the physician to the
hospital would be: compensation = $5,000 — ($5 x the number of designated health services
referrals). The proposed policy with respect to when compensation from a physician (or

immediate family member of the physician) to an entity takes into account other business



generated would operate in the same manner (84 FR 55793 through 55794).

We are finalizing our proposals with modifications to the structure of the regulations.
The final regulations are designated at §411.354(d)(5)(1), (i1), and (ii1) (with respect to
compensation from an entity to a physician (or immediate family member of a physician)) and
§411.354(d)(6)(1), (i1), and (iii) (with respect to compensation from a physician (or immediate
family member of a physician) to an entity). As set forth at final §411.354(d)(5)(iv) and (6)(iv),
these special rules do not apply for purposes of applying the exceptions at §411.357(m), (s), (u),
(v), and (w), or for purposes of applying the new exception established in this final rule at
§411.357(bb) for cybersecurity items and services. Although our final regulations are “special
rules” on compensation, we interpret them in the same manner as definitions. That is, the special
rules are intended to define the universe of circumstances under which compensation is
considered to take into account the volume or value of referrals or other business generated by
the physician. If the methodology used to determine the physician’s compensation or the
payment from the physician does not fall squarely within the defined circumstances, the
compensation is not considered to take into account the volume or value of the physician’s
referrals or other business generated by the physician, as appropriate, for purposes of the
physician self-referral law.

We also proposed additional policies at proposed §411.354(d)(5)(1)(B) and (i1)(B), and at
proposed §411.354(d)(6)(i)(B) and (ii)(B), outlining narrowly-defined circumstances under
which fixed-rate compensation (for example, a fixed annual salary or an unvarying per-unit rate
of compensation) would be considered to be determined in a manner that takes into account the
volume or value of referrals or other business generated by a physician for the entity paying the
compensation. For the reasons described in response to comments below and in section I1.B.4.
of this final rule, we are not finalizing the proposed regulations. However, to address the
concerns prompting the policy described in the proposed rule with respect to referrals of

designated health services, we are revising §411.354(d)(4), which sets forth requirements that



must be met if a physician’s compensation is conditioned on the physician's referrals to a
particular provider, practitioner, or supplier; that is, if, under the hona fide employment
relationship, personal service arrangement, or managed care contract the physician’s referrals are
directed to a particular provider, practitioner, or supplier. The final policy is designated at
§411.354(d)(4)(vi) and states that, regardless of whether the physician’s compensation takes into
account the volume or value of referrals by the physician, neither the existence of the
compensation arrangement nor the amount of the compensation may be contingent on the
volume or value of the physician’s referrals to the particular provider, practitioner, or supplier.
See section I1.B.4. of this final rule for further discussion of §411.354(d)(4)(v1).

In the proposed rule, we stated that we believe that the modifier “directly or indirectly” is
implicit in the requirements that compensation is not determined in any manner that takes into
account the volume or value of referrals or the volume or value of other business generated (84
FR 55794). We are finalizing our proposal to remove the modifier from the regulations where it
appears in connection with the standards and the related requirements. We also highlighted that,
where the statute or regulations specifically allow parties to determine compensation in a manner
that only indirectly takes into account the volume or value of referrals (for example, in the
exception for EHR items and services at §411.357(w)(6) and the rules for a group practice’s
distribution of profit shares and payment of productivity bonuses at section 1877(h)(4)(B) of the
Act and §411.352(1)), our regulations include guidance regarding direct versus indirect manners
of determining compensation. We solicited comment on the need for additional guidance or
regulation text that includes deeming provisions related to the volume or value standard in these
exceptions. Based on the comments we received, we are not revising our regulations to provide
further guidance on the deeming provisions (except as provided in section II.D.11. of this final
rule with respect to the deeming provision in the exception at §411.357(w) for EHR items and
services).

Finally, in the proposed rule, we discussed related guidance in our Phase II regulation (69



FR 16088 through 16089). In Phase II, a commenter presented a scenario under which a hospital
employs a physician at an outpatient clinic and pays the physician for each patient seen at the
clinic; the physician reassigns his or her right to payment to the hospital, and the hospital bills for
the Part B physician service (with a site-of-service reduction); and the hospital also bills for the
hospital outpatient services, which may include some procedures furnished as “incident to”
services in a hospital setting. The Phase II commenter’s concern was that the payment to the
physician is inevitably linked to a facility fee, which is a designated health service (that is, a
hospital service). Accordingly, the commenter wondered whether the payment to the physician
would be considered an improper productivity bonus based on a referral of designated health
services (that is, the facility fee). In response, we stated that the fact that corresponding hospital
services are billed would not invalidate an employed physician’s personally performed work, for
which the physician may be paid a productivity bonus (subject to the fair market value
requirement). We acknowledged stakeholder concerns that, following the July 2, 2015 opinion
of the United States Court of Appeals for the Fourth Circuit in United States ex rel. Drakeford v.
Tuomey Healthcare System, Inc. (792 F.3d 364) (Tuomey), CMS may no longer endorse this
policy. We stated that we believe that the objective tests for determining whether compensation
takes into account the volume or value of referrals or the volume or value of other business
generated may address these concerns; however, for clarity, we reaffirmed the position we took
in the Phase II regulation. We stated that, with respect to employed physicians, a productivity
bonus will not take into account the volume or value of the physician’s referrals solely because
corresponding hospital services (that is, designated health services) are billed each time the
employed physician personally performs a service. We also clarified that our guidance extends
to compensation arrangements that do not rely on the exception for bona fide employment
relationships at §411.357(c), and under which a physician is paid using a unit-based
compensation formula for his or her personally performed services, provided that the

compensation meets the conditions in the special rule at §411.354(d)(2). That is, under a



personal service arrangement, an entity may compensate a physician for his or her personally
performed services using a unit-based compensation formula—even when the entity bills for
designated health services that correspond to such personally performed services—and the
compensation will not take into account the volume or value of the physician’s referrals if the
compensation meets the conditions in the special rule at §411.354(d)(2) (see 69 FR 16067). This
is true whether the compensation arrangement is analyzed under an exception applicable to
compensation arrangements directly between an entity and a physician or is an indirect
compensation arrangement analyzed under the exception at §411.357(p). Our position has not
changed since the publication of Phase II, and we reaffirm here our statements in the proposed
rule. An association between personally performed physician services and designated health
services furnished by an entity does not convert compensation tied solely to the physician’s
personal productivity into compensation that takes into account the volume or value of a
physician’s referrals to the entity or the volume or value of other business generated by the
physician for the entity. Although commenters requested that we codify these policies in
regulation text, we decline to do so, as we do not believe that it is necessary given the policies set
forth in the final regulations at §411.354(d)(5) and (6). However, as described below in our
response to comments, we are revising the regulations at §411.354(c)(2) regarding the existence
(that is, definition) of an indirect compensation arrangement. We believe the revisions to
§411.354(c)(2) may alleviate the commenters’ concerns.

We received the following comments and our responses follow.

Comment: Most commenters supported the proposed special rules on the volume or
value standard and the other business generated standard. Some commenters requested
modification of the standards, as described in other comments below. The commenters in
support of our proposed special rules generally appreciated the clarification of terms that they
asserted have been a source of confusion among providers, physicians, qui tam relators, and

courts. The commenters stated that the objective tests established in the proposed special rules



are easily understood, which, in turn, will greatly ease the burden on providers and suppliers
attempting to ensure compliance with the volume or value and other business generated
standards, as well as make a clear path for law enforcement and the regulated industry.
Commenters urged CMS to finalize objective standards for this critical terminology. In contrast,
one commenter asserted that the proposed special rules do not adequately explain what is meant
by “includes the physician’s referrals to the entity as a variable” and would create significantly
more confusion than the current standard. This commenter asserted that this lack of clarity could
allow for abusive compensation arrangements and hamper enforcement efforts.

Response: We are finalizing most of our proposals to establish objective tests for
whether compensation takes into account the volume or value of a physician’s referrals to an
entity or the volume or value of other business generated by a physician for an entity. We agree
with the commenters that our final policies will establish a clear path for parties to design
compensation arrangements that comply with the volume or value standard and other business
generated standard found in many of the exceptions to the physician self-referral law. In turn,
the objective standards should assist in law enforcement efforts by making it clear whether
compensation paid to or from a physician takes into account the volume or value of a physician’s
referrals to an entity or the volume or value of other business generated by a physician for an
entity. As discussed more fully in our response to other comments, we are also clarifying in
regulation text that, if compensation takes into account the volume or value of a physician’s
referrals to an entity or the volume or value of other business generated by a physician for an
entity under final §411.354(d)(5) or (6), no special rule, including those at §411.354(d)(2) and
(3), may be applied to reverse that determination.

We disagree with the commenter that asserted that the proposed special rules would
create significantly more confusion related to the volume or value standard and the other
business generated standard, and note that nearly all other commenters that addressed these

specific proposals asserted that the proposed special rules would provide clarity for parties



seeking to ensure that compensation is not determined in any manner that takes into account the
volume or value of a physician’s referrals or the other business generated by a physician. With
respect to the meaning of “includes the physician’s referrals to the entity as a variable” as
included in the regulation text at final §411.354(d)(5)(i) and (6)(i), we refer readers to the
examples provided in the proposed rule and restated above that illustrate the mathematical
formulas for determining compensation that takes into account the volume or value of a
physician’s referrals. The term “variable” has the meaning it does with respect to general
mathematical principles—a symbol for a number we do not yet know. Thus, if an entity pays a
physician one-fifth of a bonus pool that includes all collections from a set of services furnished
by an entity, including those from designated health services referred by a physician to the entity,
the formula used to calculate the physician’s compensation is: (.20 x the value of the physician’s
referrals of designated health services) + (.20 x the value of the other business generated by the
physician for the entity) + (.20 x the value of services furnished by the entity that were not
referred or generated by the physician). The value of the physician’s referrals to the entity is a
variable in this formula, as is the value of the other business generated by the physician.

Comment: A small number of commenters did not support our proposals for special rules
that identify the universe of compensation formulas that take into account the volume or value of
a physician’s referrals or the other business generated by the physician for an entity. One of the
commenters asserted that the standards were too narrow to protect the Medicare program from
abuse, noting that, under our proposals, a hospital could make payment to a physician in
anticipation of future referrals without a mathematical formula explicitly delineating it. Other
commenters opposed CMS finalizing any of its proposals, while not specifically opposing the
proposed special rules for the volume or value and other business generated standards.

Response: Although we agree with the commenters regarding the importance of program
integrity, we believe that the certainty afforded by the objective standards we are finalizing is

critical to reduce the burden associated with compliance with the physician self-referral law’s



volume or value and other business generated standards. We believe that the policies finalized at
§411.354(d)(5) and (6), coupled with the new condition at §411.354(d)(4)(vi) prohibiting an
entity from making the existence of a compensation arrangement or the amount of the
compensation contingent on the volume or value of the physician’s referrals to the particular
provider, practitioner, or supplier (as well as the other requirements of our exceptions) mitigates
the potential for program or patient abuse asserted by the commenters. We remind parties that
arrangements that involve remuneration from an entity to a physician (or vice versa) implicate
the anti-kickback statute. An arrangement under which a hospital makes a payment to a
physician in anticipation of future referrals would be suspect under the anti-kickback statute.
Moreover, our revised definition of “referral” at §411.351 clarifies that referrals are not items or
services to be protected under the exceptions to the physician self-referral law, regardless of
whether or not it is possible to ascribe a fair market value to them.

Comment: A large number of commenters requested that CMS specifically address
personal productivity compensation by finalizing in regulation text the interpretations we
described in the proposed rule (84 FR 55795). Some commenters requested that CMS confirm
that personal productivity compensation is permissible in all settings. Others requested that we
revise the exceptions for personal service arrangements, fair market value compensation, and
indirect compensation arrangements to expressly permit compensation formulas based on a
physician’s personal productivity. All of the commenters noted that productivity pay for
personally performed services is among the most prevalent compensation methodologies used by
hospitals and other entities to compensate surgeons and other proceduralists, as well as
physicians who do not attend to patients in a hospital setting. Commenters stated that, despite
our affirmative statements in the proposed rule that, under a personal service arrangement, an
entity may compensate a physician for his or her personally performed services using a unit-
based compensation formula even when the entity bills for designated health services that

correspond to such personally performed services, and the compensation will not take into



account the volume or value of the physician’s referrals if the compensation meets the conditions
of the special rule at §411.354(d)(2) (84 FR 55795), they remain concerned that an entity may
still have to defend its compensation practices in the event of a False Claims Act allegation
because satisfaction of all the requirements of an applicable exception to the physician self-
referral law is an affirmative defense.

Response: We decline to revise the text of the regulations as requested by the
commenters. We reaffirm our statements in the proposed rule, including those with respect to
productivity-based compensation under a bona fide employment relationship. We also confirm
that our policy applies to indirect compensation arrangements. To be clear, under a bona fide
employment relationship, personal service arrangement, or indirect compensation arrangement, a
physician may be compensated for his or her personally performed services using a unit-based
compensation formula—even when the entity with which the physician has a direct or indirect
compensation arrangement bills for designated health services that correspond to such personally
performed services—and the compensation will not take into account the volume or value of the
physician’s referrals if the unit-based compensation meets the conditions of the special rule at
§411.354(d)(2). Similarly, under a personal service arrangement or indirect compensation
arrangement, a physician may be compensated for his or her personally performed services using
a unit-based compensation formula—even when the entity with which the physician has a direct
or indirect compensation arrangement bills for other business that correspond to such personally
performed services—and the compensation will not take into account other business generated
by the physician if the unit-based compensation meets the conditions of the special rule at
§411.354(d)(3).

We note that the policies described in the proposed rule (84 FR 55795) and in this
response regarding the application of the special rules for unit-based compensation have been
superseded by the policies finalized in this final rule. However, these policies would be applied

when analyzing compensation arrangements for compliance with the physician self-referral law



during periods prior to the effective date of this final rule. They have never applied and will
continue not to apply for purposes of analyzing ownership or investment interests for compliance
with the physician self-referral law, as none of our exceptions in §411.356 include a requirement
identical or analogous to the volume or value standard or other business generated standard. To
reiterate, neither the special rules at §411.354(d)(2) and (3) nor any guidance regarding our
interpretation of the volume or value standard or other business generated standard are relevant
for purposes of applying the exceptions at §411.356(c)(1) and (3), both of which incorporate the
requirements of §411.362, including the requirement at §411.362(b)(3)(i1)(B) that a hospital
must not condition any physician ownership or investment interests either directly or indirectly
on the physician owner or investor making or influencing referrals to the hospital or otherwise
generating business for the hospital.

Comment: A significant number of commenters requested that we clarify that the
positions CMS took in prior litigation, including Tuomey, and the discussion in the proposed rule
regarding productivity-based compensation were based on its then-current policy, not on the
policies finalized here. Commenters asserted that this is necessary to avoid confusing the special
rules on the volume or value standard and other business generated standard that we are
finalizing in this final rule—under which productivity compensation would not trigger the
volume or value standard of the exceptions for hona fide employment relationships, personal
service arrangements, or fair market value compensation—with Tuomey’s “correlation theory.”
The commenters also asserted that, under the policies finalized here, there would no longer be a
need for the productivity bonus “safe harbor” at §411.357(c)(4).

Response: Productivity compensation based solely on a physician’s personally
performed services does not take into account the volume or value of the physician’s referrals or
other business generated by a physician under the policies finalized in this final rule. Such
compensation would satisfy the volume or value standard and the other business generated

standard, where it appears, in the exceptions for bona fide employment relationships, personal



service arrangements, and fair market value compensation, all of which apply to direct
compensation arrangements between entities and physicians. Although the productivity bonus
“safe harbor” at §411.357(c)(4) would not be necessary to protect productivity compensation
based solely on a physician’s personally performed services under this final rule, the provision is
included in section 1877(¢e)(2) of the Act and, therefore, we are not removing it from our
regulations. Prior to this final rule, productivity compensation based solely on a physician’s
personally performed services would not take into account the volume or value of a physician’s
referrals if the conditions of the special rule at §411.354(d)(2) were met. Thus, even prior to this
final rule, the productivity bonus “safe harbor” at §411.357(c)(4) would not have been necessary
to ensure that a physician’s referrals to his or her employer did not violate the physician self-
referral law due to the fact that the physician received productivity compensation from the
employer based solely on the physician’s personally performed services. As we stated in the
proposed rule and repeated above, the special rules at §411.354(d)(5) and (6), as finalized,
supersede our previous guidance, including guidance with which they may be (or appear to be)
inconsistent (84 FR 55792). The policies finalized here are prospective only and represent CMS
policy regarding the volume or value standard and the other business generated standard going
forward from the effective date of this final rule.

Comment: Two commenters asked us to confirm whether a “tiered” compensation model
would take into account the volume or value of a physician’s referrals. The commenters both
presented the following example: for the first 50 procedures that a physician performs at a
hospital, the physician is paid $X per procedure. For the next 25 procedures that the physician
performs at the hospital, the physician is paid $X + $20. The commenters did not specify
whether the physician made the referrals for the corresponding designated health services
furnished by the hospital.

Response: The commenters did not provide sufficient facts to enable us to respond to

their request. Parties may use the process set forth in our regulations at §§411.370 through



411.389 to request an advisory opinion on whether a specific referral or referrals relating to
designated health services (other than clinical laboratory services) is prohibited under section
1877 of the Act.

Comment: One commenter expressed support for the approach of identifying the
universe of circumstances in which compensation will be considered to take into account the
volume or value of referrals or other business generated, rather than the current approach that
identifies limited circumstances in which compensation is deemed to not take into account the
volume or value of a physician’s referrals or other business generated by the physician for an
entity. The commenter asserted that the regulatory certainty provided under our approach will
allow hospitals to encourage physicians to improve quality, reduce cost, and provide leadership
by permitting quality and outcomes-based bonuses payable to physicians, bonuses to physician
leaders based on system success, and unit-based compensation based on personally performed
services that sometimes, but not always, result in referrals of designated health services. Another
commenter asked whether incentive compensation paid only in the event of the hospital’s
achievement of overall financial performance goals would take into account the volume or value
of a particular physician’s compensation. The commenter gave the example of a physician
receiving a 15 percent bonus if the system has a 2 percent margin, and a 20 percent bonus if the
system has a 4 percent margin.

Response: We agree that identifying for stakeholders the universe of circumstances in
which we believe compensation is determined in a manner that takes into account the volume or
value of a physician’s referrals or other business generated by the physician is preferable to our
former policy, which articulated a general rule that compensation may not be determined in any
manner that takes into account the volume or value of referrals (or other business generated by a
physician) and provided a single “safe harbor” for assurance that the specific compensation does
not violate the general rule. We caution that outcomes-based bonuses, as described by the

commenter, could fall within the circumstances of the special rules at final §411.354(d)(5) and



(6), depending on how they are structured and whether referrals to the entity or other business
generated by the physician for the entity are variables anywhere in the mathematical formula for
determining the compensation. Although bonus compensation based on “system success” may
not include referrals to or other business generated for the entity as a variable in many instances,
the determination of whether the formula to determine the compensation includes such variables
must be made on a case-by-case basis. As we explain above and in our response to other
comments, unit-based compensation based solely on personally performed services would not
include the physician’s referrals to or the other business generated by the physician for the entity
as a variable and, regardless of whether an entity furnishes designated health services in
conjunction with the physician’s personally performed services, would not take into account the
volume or value of the physician’s referrals or other business generated by the physician.

Comment: Many commenters noted that our proposed interpretations of the volume or
value and other business generated standards do not readily translate in the context of
nonmonetary compensation such as the donation of EHR items and services or medical staff
incidental benefits. These commenters requested that we not apply the special rules at
§411.354(d)(5) and (6) to the exceptions where the remuneration to or from a physician
generally is not calculated as a mathematical formula.

Response: We agree with the commenters in part. The final special rules at
§411.354(d)(5) and (6) do not apply for purposes of applying the exceptions for medical staff
incidental benefits at §411.357(m), professional courtesy at §411.357(s), community-wide health
information systems at §411.357(u), electronic prescribing items and services at §411.357(v),
electronic health records items and services at §411.357(w), and cybersecurity technology and
related services at new §411.357(bb). These exceptions have “volume or value” requirements
that are somewhat unique and the special rules are not a perfect fit. We have included language
at final §411.354(d)(5)(iv) and (6)(iv) to indicate the inapplicability of the special rules for

purposes of applying these particular exceptions to the physician self-referral law. However, the



requirement in the exception for nonmonetary compensation at §411.357(k)(1)(1), which requires
that the nonmonetary compensation is not determined in any manner that takes into account the
volume or value of referrals or other business generated by the referring physician, is similar to
those in the exceptions where cash remuneration may be provided and the special rules at final
§411.354(d)(5) and (6) can be easily applied.

Comment: A few commenters requested that CMS confirm that the proposed special
rules at §411.354(d)(5) and (6) would apply to the determination of whether an indirect
compensation arrangement exists. Another commenter requested confirmation that the special
rules set forth at final §411.354(d)(5) and (6) would apply to the determination of whether a
physician who is a member of the group practice directly or indirectly receives compensation
based on the volume or value of his or her referrals (§411.352(g)) and the requirements under the
special rules for profit shares and productivity bonuses at §411.352(1).

Response: Except as specified in §411.354(d)(5)(iv) and (6)(iv), the proposed special
rules interpreting the volume or value standard at §411.354(d)(5)(i) and (6)(i) apply in all
instances where our regulations require an analysis of whether compensation is determined in
any manner that takes into account the volume or value of a physician’s referrals. Likewise,
except as specified in §411.354(d)(5)(iv) and (6)(iv), the proposed special rules interpreting the
other business generated standard at §411.354(d)(5)(i1) and (6)(i1) apply in all instances where
our regulations require an analysis of whether compensation is determined in any manner that
takes into account the volume or value of other business generated by a physician. Given the
revisions to the regulations at §411.354(c)(2) finalized in this final rule, and because the special
rules at final §411.354(d)(5) and (6) have only prospective application, the special rules at
§411.354(d)(5) and (6) do not apply to the determination of whether an indirect compensation
arrangement exists under §411.354(c)(2). For the reasons explained in the response to a
comment below, the special rules at final §411.354(d)(5) and (6) do not apply for purposes of

applying the special rules on unit-based compensation at §411.354(d)(2) and (3). As described



in section II.C.1. of this final rule, the terms “based on” and “related to” exist in the regulation
text at §411.352(g) and (i). We interpret these terms to equate to “takes into account” when
referring to the volume or value of referrals. Thus, the special rule at final §411.354(d)(5)(1)
applies for purposes of interpreting and applying the group practice regulations at §411.352(g)
and (i), which apply only to compensation from the group practice to the physician and the
physician’s referrals (but do not apply to the other business generated by the physician for the
group practice).

Comment: Citing concerns related to recent False Claims Act litigation, many
commenters asked CMS to refrain from using the term “correlation” in the final regulations.
Commenters suggested that we use the term “causal relationship” in lieu of “correlation” in the
special rules. The commenters were concerned that the term “correlation” could create an
inference that compensation could violate the volume or value or other business generated
standards without a causal relationship between referrals or other business generated and the
compensation to or from the physician.

Response: We have provided definitions for “positive correlation” and “negative
correlation” to indicate specifically what mathematical formulas will be problematic under the
final rules. We believe that our regulations, as finalized, are clear and express the agency’s
interpretation of the volume or value standard and the other business generated standard.

Comment: A few commenters requested that CMS require that the physician’s referrals
are a written or otherwise expressly articulated variable in the formula for calculating the
compensation paid to a physician. The commenters asserted that, under the proposed special
rule, it is not clear how the formula would be assessed, and recommended language would
signify that, for purposes of applying §411.357(d)(5), the test is not one of subjective intent. The
commenters made the same request, for the same reasons, with respect to the other business
generated standard. Another commenter suggested that we require that the compensation

formula has a “direct and explicit” variable that results in an increase or decrease in the



physician’s compensation that “directly, explicitly and” positively (or negatively) correlates with
the number of value of the physician’s referrals to (or other business generated for) the entity in
order to take into account the volume or value of referrals (or other business generated).

Response: We decline to adopt the commenter’s suggestions. We believe that the
special rules finalized at §411.354(d)(5) and (6) sufficiently articulate objective tests for
assessing whether compensation takes into account the volume or value of a physician’s referrals
or the other business generated by a physician for an entity. We disagree that the final special
rules lack clarity or imply that the volume or value standard and other business generated
standard are subjective tests. Compensation paid to a physician takes into account the volume or
value of referrals if the formula used to calculate the physician’s (or immediate family
member’s) compensation includes the physician’s referrals to the entity as a variable, resulting in
an increase or decrease in the physician’s (or immediate family member’s) compensation that
positively correlates with the number or value of the physician’s referrals to the entity, regardless
of whether the formula is written in a particular place or manner. The same applies to
compensation that takes into account other business generated by the physician for the entity
making the payment to the physician.

Comment: A large number of commenters requested that we not finalize our proposal to
consider fixed-rate compensation for which there is a predetermined, direct correlation to the
physician’s prior referrals to the entity or the other business previously generated by the
physician for the entity to take into account the volume or value of referrals or other business
generated by the physician. Noting that fixed rate compensation (for example, $200,000 per
year) qualifies as unit-based compensation, some commenters asserted that, even if we were to
finalize this proposal, once the special rules for unit-based compensation at §411.354(d)(2) and
(3) are applied, fixed-rate compensation that fails the proposed test(s) would nonetheless be
deemed not to take into account the volume or value of referrals or other business generated

under the existing regulations at §411.354(d)(2) and (3). Other commenters stated that the



proposal regarding fixed-rate compensation would not establish the objective rule we sought and
would continue the uncertainty that the industry currently faces.

Response: We agree with the commenters that the special rules for unit-based
compensation at §411.354(d)(2) and (3) essentially nullify the proposed special rule regarding
fixed-rate compensation that takes into account the volume or value of a physician’s referrals or
other business generated by the physician for an entity. We are not finalizing our proposals for
additional special rules outlining the circumstances under which we would consider fixed-rate
compensation to be determined in a manner that takes into account the volume or value of
referrals or other business generated by a physician for the entity paying the compensation.

In the proposed rule, we stated that merely hoping for or even anticipating future referrals
or other business is not enough to show that compensation is determined in a manner that takes
into account the volume or value of referrals or other business generated by the physician for the
entity; however, we also stated that we are concerned with an “if X, then Y” correlation between
compensation in the current term and prior referrals or previous other business generated by a
physician (84 FR 55794). Our proposed policy focused on fixed-rate compensation under a
current arrangement where there is a predetermined, direct correlation between the volume or
value of a physician’s prior referrals or the other business previously generated for the entity and
the rate of compensation paid to or by the physician (or immediate family member of the
physician). We provided examples of objectionable tiered compensation structures that
condition a physician’s compensation on the volume or value of his or her referrals to an entity.
The conditioning of the existence of a compensation arrangement would also fall within such a
structure; for example, “if the value of the physician’s referrals does not equal $1,000,000 in the
prior period, the physician’s employment arrangement will be terminated and his compensation
from the entity will equal $0.” We believe that there is a risk of program or patient abuse when a
physician will receive no future compensation if he or she fails to refer as required. The same is

true if the amount of the physician’s compensation conditioned on the volume or value of a



physician’s referrals to an entity (or another provider, practitioner, or supplier). Therefore, in
lieu of the proposed policies treating “if X, then Y compensation methodologies as potential
concerns under the volume or value standard and other business generated standard, we are
revising the special rule at §411.354(d)(4) to address our concerns when a physician’s
compensation under a bona fide employment relationship, personal service arrangement, or
managed care contract is conditioned on the physician’s referrals to a particular provider,
practitioner, or supplier (including the entity providing the compensation to the physician)—in
other words, when the physician’s referrals are directed to a particular provider, practitioner, or
supplier. Under the policy at final §411.354(d)(4)(vi), regardless of whether the physician’s
compensation takes into account the volume or value of referrals by the physician as set forth at
paragraph (d)(5) of this section, neither the existence of the compensation arrangement nor the
amount of the compensation is contingent on the volume or value of the physician’s referrals to
the particular provider, practitioner, or supplier. We discuss this revision in more detail in
section II.B.4. of this final rule.

Comment: A few commenters requested clarification of the examples in the proposed
rule regarding fixed-rate tiered compensation set using a predetermined, “if X, then Y”
methodology. One commenter suggested that our statement in the proposed rule that the tiered
compensation methodology in the example provided (84 FR 55794) is at odds with our
confirmation that a productivity bonus will not take into account the volume or value of referrals
solely because corresponding hospital services (that is, designated health services) are billed
each time the employed physician personally performs a service.

Response: The example of tiered compensation referenced by the commenter related to
our proposal regarding fixed-rate compensation. We are not finalizing our proposal to consider
fixed-rate compensation to take into account the volume or value of referrals or other business
generated by a physician. Therefore, it is unnecessary to further address the examples as
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regulation at final §411.354(d)(4)(vi) regarding making the existence of a compensation
arrangement or the amount of a physician’s compensation contingent on the volume or value of a
physician’s referrals to a particular provider, practitioner, or supplier may apply to the
commenter’s examples. See section II.B.4. of this final rule for a further discussion of final
§411.354(d)(4)(vi).

Comment: A few commenters asserted that the existing special rules at §411.354(d)(2)
and (3) regarding per-unit compensation create confusion when considered in light of the new
special rules interpreting the volume or value standard and other business generated standard.
Some of the commenters suggested that CMS should remove the regulations at §411.354(d)(2)
and (3), because they would no longer be necessary if we finalize our proposals at
§411.354(d)(5) and (6). The commenters suggested revisions to §411.354(d)(2) and (3) in the
event CMS does not finalize the proposals for special rules at interpreting the volume or value
standard and other business generated standard §411.354(d)(5) and (6). One commenter
described a hypothetical arrangement under which a hospital contracts with a surgeon for
professional services, the surgeon performs surgeries at the hospital, and the hospital pays the
surgeon a fixed amount per personally-performed relative value unit (RVU) that is consistent
with the fair market value of the physician’s services. Assuming that the compensation would be
viewed as not taking into account the volume or value of the physician’s referrals to the hospital
or other business generated by the physician for the hospital, the commenter asked whether this
is the case based on the application of the special rules at final §411.354(d)(5) and (6) or whether
it is because the unit-based compensation satisfies the requirements of the special rules for per-
unit compensation at §411.354(d)(2) and (3). The commenter then questioned whether the
special rules for unit-based compensation at §411.354(d)(2) and (3) would continue to be
necessary if we finalize our proposals.

Response: We agree with the commenters that, under the policies finalized here, there is
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is true for the deeming provision at §411.354(d)(3). Unit-based compensation that does not
include a physician’s referrals to the entity as a variable in the formula used to calculate the
physician’s (or immediate family member’s) compensation would not take into account the
volume or value of the physician’s referrals and, therefore, there would be no need to apply the
special rule at §411.354(d)(2). Similarly, unit-based compensation that does not include other
business generated by a physician for the entity as a variable in the formula used to calculate the
physician’s (or immediate family member’s) compensation would not take into account the
volume or value of other business generated and, therefore, there would be no need to apply the
special rule at §411.354(d)(3). If the formula used to calculate a physician’s (or immediate
family member’s) compensation does include the physician’s referrals to the entity or other
business generated by the physician for the entity as a variable (for example, a payment of $50 to
the immediate family member of a physician for each patient who receives items or services
furnished by the DMEPOS supplier making the payment, including items or service referred by
the physician), the compensation would take into account the volume or value of the physician’s
referrals or other business generated and, under the revisions to §411.354(d)(2) and (3) finalized
here, the special rules for unit-based compensation would not apply.

On and after the effective date of this final rule, the special rules at §411.354(d)(2) and
(3) will be either unnecessary or inapplicable to deem unit-based compensation not to take into
account the volume or value of a physician’s referrals or other business generated by a physician.
However, it is important to preserve the regulations at §411.354(d)(2) and (3) to assist parties,
CMS, and law enforcement in applying the historical policies in effect at the time of the
existence of the compensation arrangement being analyzed for compliance with the physician
self-referral law. Therefore, we are not removing the regulations at §411.354(d)(2) and (3) from
the physician self-referral regulations, although we are adding language to both §411.354(d)(2)
and (3) to make clear that the regulations may not be applied to deem unit-based compensation

not to take into account the volume or value of referrals or other business generated by a



physician if the compensation formula used to calculate the physician’s (or immediate family
member’s) compensation is determined to take into account the volume or value of referrals or
other business generated under final §411.354(d)(5) or (6). Because the special rules at final
§411.354(d)(5) and (6) have prospective application only, we are confirming in regulation text at
§411.354(d)(5)(iv) and (6)(iv) that they do not apply for purposes of applying the special rules
on unit-based compensation at §411.354(d)(2) and (3), which, as we explained, remain in our
regulations only for historical purposes to assist parties, CMS, and law enforcement in applying
the historical policies in effect at the time of the existence of the compensation arrangement
being analyzed for compliance with the physician self-referral law.

Comment: Several commenters expressed strong support for the proposal to remove the
term “varies with” from the regulations at §411.354(c)(2)(ii) and (iii) identifying when an
indirect compensation arrangement exists, stating that this would be consistent with CMS’
expressed intent for the volume or value standard and other business generated standard to have
the same meaning wherever they occur in our regulations. Using the same example from the
immediately previous comment, one commenter asked whether, under the regulation at proposed
§411.354(c)(2), the compensation arrangement would constitute an indirect compensation
arrangement if the compensation was paid to the physician by an affiliate of the hospital with
which the hospital has a financial relationship, forming an unbroken chain of financial
relationships between the hospital and the physician. Other commenters questioned whether any
unbroken chain of financial relationships would create an indirect compensation arrangement if
CMS finalizes its proposals to remove the term “varies with” from the regulations at
§411.352(c)(2) and establish the special rules interpreting the volume or value standard and other
business generated standard at §411.354(d)(5) and (6).

Response: As we stated in the proposed rule, we proposed nonsubstantive changes to
standardize where possible the language used to describe the volume or value standard and the

other business generated standard in our regulations (84 FR 55793). Our proposal to remove the



term “varies with” from the regulation at §411.354(c)(2) originated with our attempt at
standardizing this language. Upon consideration of the comments and after developing our
responses, we are not finalizing our proposal to remove the term “varies with” from
§411.354(c)(2). If finalized as proposed, the regulatory scheme outlining the conditions under
which an indirect compensation arrangement exists would have eliminated most unbroken chains
of financial relationships between entities that furnish designated health services and the
physicians who refer to them from the scrutiny of the physician self-referral law without
affording CMS the opportunity to confirm that the compensation paid to the physician does not
pose a risk of the harm section 1877 of the Act is intended to avoid, namely, that the
compensation could improperly influence the physician’s medical decision making. We
continue to believe in the importance of ensuring that compensation paid to a physician by
someone (or some organization) that has a financial relationship with an entity does not
improperly influence the physician’s medical decision making, resulting in the overutilization of
designated health services, patient steering, or other program or patient abuse. However, we
believe that the regulatory scheme that casts a wide net to include the vast majority of unbroken
chains of financial relationships between an entity and a physician and then weeds out most of
those unbroken chains through a showing of compliance with the requirements of the special
rules at §411.354(d)(2) and (3) and the exception at §411.357(p) is unnecessarily burdensome.
The identification of truly problematic physician compensation may be achieved at an earlier
stage of analysis. Therefore, we are revising §411.354(c)(2) to more precisely identify
compensation arrangements that may pose a risk of program or patient abuse.

As we stated in Phase I, the existence of a financial relationship between an entity and a
physician (or the immediate family member of a physician) is the factual predicate triggering the
application of section 1877 of the Act (66 FR 864). (For a similar discussion in Phase II, see 69
FR 16057.). Because section 1877 of the Act expressly contemplates that a financial relationship
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and a physician (or an immediate family member of a physician), in Phase I, we established a
three-part test for determining when an indirect compensation arrangement exists (66 FR 865
through 866). Once all three parts of the test are met, there exists an indirect compensation
arrangement that must satisfy the requirements of an applicable exception in order to avoid the
referral and billing prohibitions of the physician self-referral law. Also in Phase I, we finalized
the exception at §411.357(p) for indirect compensation arrangements that would apply to
unbroken chains of financial relationships that result in indirect compensation arrangements. In
Phase I, we explained that some of the statutory and regulatory exceptions operate to exclude
certain categories of services from the reach of section 1877 of the Act when certain
requirements are satisfied. In effect, services described in those exceptions are not designated
health services for purposes of the physician self-referral law (66 FR 867). The service-based
exceptions are found in §411.355 of our regulations. Thus, even if there is an indirect
compensation arrangement between an entity and a physician, the service-based exceptions may
apply to and protect referrals of the particular services described in the exception. However,
referrals for designated health services that do not satisfy the requirements of an applicable
service-based exception would be prohibited unless the indirect compensation arrangement
satisfies all the requirements of the exception for indirect compensation arrangements at
§411.357(p) (66 FR 867) or, if the entity is a MCO or IPA, the exception at §411.357(n) for risk-
sharing arrangements. (We refer readers to section I1.A.2.b.(4). of this final rule for a discussion
of the applicability of the exception at §411.357(n) to indirect compensation arrangements.) In
Phase I, we also finalized special rules related to unit-based compensation at §411.354(d)(2) and
(3) to be applied when analyzing compliance with the requirements of the exceptions in
§411.357, including the exception for indirect compensation arrangements at §411.357(p) (66 FR
876 through 878).

Following the publication of Phase I, we received comments regarding the interplay of
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compensation arrangements, and the special rules that deem unit-based compensation not to take
into account the volume or value of referrals or other business generated at §411.354(d)(2) and
(3), respectively, when certain conditions are met. The commenters questioned whether an
indirect compensation arrangement exists at all if a referring physician receives time-based or
unit-of-service based compensation that is fair market value and does not vary over the term of
the arrangement—that is, compensation that, by definition, does not take into account the volume
or value of referrals or other business generated under §411.354(d)(2) and (3). Commenters
noted that, similarly, the exception for indirect compensation arrangements at §411.357(p), like
§411.354(d)(2) and (3), does not look to aggregate compensation and incorporates a fair market
value test. Given this, the commenters pointed out that the ultimate result would be the same
whether time-based and unit-of-service based compensation arrangements are initially excluded
from the definition of “indirect compensation arrangement” at §411.354(c)(2) or included in the
definition and then excepted under §411.357(p) after applying the special rules at §411.354(d)(2)
and (3). In response, we stated that, although we agree that the ultimate result may be the
same—time, unit-of-service, or other “per click” based arrangements are generally permitted if
they are at fair market value without reference to referrals—we believe that [the Phase |
regulatory] construct more closely corresponds to the statutory treatment of direct compensation
arrangements (69 FR 16059). We elected to retain the regulatory structure finalized in Phase I,
noting a two-fold intent. We stated that we intended to include in the definition of “indirect
compensation arrangement” any compensation arrangements (including time-based or unit-of-
service based compensation arrangements) where the aggregate compensation received by the
referring physician varies with, or otherwise takes into account, the volume or value of referrals
or other business generated between the parties, regardless of whether the individual unit of
compensation qualifies under §411.354(d)(2) and (3) (69 FR 16059). We continued that we
intended to exclude under the exception at §411.357(p) that subset of indirect compensation
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value of referrals or other business generated (and the other requirements of the exception are
satisfied). We stated that per-unit compensation will meet this test if it complies with the
conditions of §411.354(d)(2) and (3).

In developing our response to the commenters to the proposed rule, we revisited the
regulatory construct for determining which unbroken chains of financial relationships between
entities and physicians (or immediate family members of a physician) establish indirect
compensation arrangements and how to determine if they pose a risk of program or patient
abuse. One of the driving goals of this final rulemaking, which is a shared goal of the Patients
over Paperwork initiative and the Regulatory Sprint, is to reduce unnecessary burden on
providers and suppliers. As we discussed in section I.D. of this final rule, our final policies are
intended to balance genuine program integrity concerns against the considerable burden of the
physician self-referral law’s referral and billing prohibitions. We see no need to continue to treat
compensation arrangements that may qualify as “indirect compensation arrangements” in the
exact same way that the statute treats direct compensation arrangements when that construct
creates unnecessary burden on the regulated industry. We believe that it is possible to simplify
the analysis of whether an unbroken chain of financial relationships between an entity and a
physician (or immediate family member of a physician) poses a risk of program or patient abuse
without raising program integrity concerns, and we are finalizing revisions to the regulations at
§411.354(c)(2) that we believe achieve the same result as the Phase I regulatory construct in
protecting against program or patient abuse but reduce unnecessary burden on the regulated
industry.

We are revising our regulations at §411.354(c)(2)(i1) to effectively incorporate and apply
the conditions of the special rules on unit-based compensation at the definitional level when
determining whether an indirect compensation arrangement exists that must satisfy the
requirements of an applicable exception in order to avoid the prohibitions of the physician self-
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chain of financial relationships between an entity furnishing designated health services and a
physician (or immediate family member of a physician) will not be considered an indirect
compensation arrangement. Nor will the unbroken chain of financial relationships be considered
a direct compensation arrangement under §411.354(c)(1). Therefore, the referral and billing
prohibitions of the physician self-referral law will not apply. Under the regulations finalized in
this final rule, an unbroken chain of financial relationships between an entity and a physician will
be considered an indirect compensation arrangement if the physician (or immediate family
member of the physician) receives aggregate compensation from the person or entity in the chain
with which the physician (or immediate family member) has a direct financial relationship that
varies with the volume or value of referrals or other business generated by the physician for the
entity furnishing the designated health services, and any of the following are true: (1) the
individual unit of compensation received by the physician (or immediate family member) is not
fair market value for items or services actually provided; (2) the individual unit of compensation
received by the physician (or immediate family member) is calculated using a formula that
includes the physician’s referrals to the entity furnishing designated health services as a variable,
resulting in an increase or decrease in the physician’s (or immediate family member’s)
compensation that positively correlates with the number or value of the physician’s referrals to
the entity; or (3) the individual unit of compensation received by the physician (or immediate
family member) is calculated using a formula that includes other business generated by the
physician for the entity furnishing designated health services as a variable, resulting in an
increase or decrease in the physician’s (or immediate family member’s) compensation that
positively correlates with the physician’s generation of other business for the entity. In addition,
the entity must have actual knowledge of, or act in reckless disregard or deliberate ignorance of,
the fact that the referring physician (or immediate family member) receives aggregate
compensation that varies with the volume or value of referrals or other business generated by the

referring physician for the entity.



We acknowledge that our final policies will reduce the number of unbroken chains of
financial relationships that fall within the ambit of the physician self-referral law as indirect
compensation arrangements (although they may still implicate the anti-kickback statute,
depending on the facts and circumstances). We also acknowledge that, by analyzing unit-based
compensation at the definitional stage at final §411.354(c)(2)(i1), many unbroken chains of
financial relationships will no longer be required to satisfy the writing requirement at
§411.357(p)(2), potentially limiting our and law enforcement’s visibility into the compensation
received by physicians who make referrals for designated health services to the entities at the
other end of the unbroken chain of financial relationships between them. However, as we have
stated many times in previous rulemakings and in this final rule, we believe that it is a common
practice (if not the best practice), and required by other Federal and State statutes and
regulations, for parties to reduce their arrangements to writing, including the compensation and
other terms of their arrangements. Also, we remind readers that compliance with the physician
self-referral law is a prerequisite for submitting a claim to Medicare for a designated health
service referred by a physician who has (or whose immediate family member has) a financial
relationship with the entity submitting the claim. Included in the burden of proof to show that a
claim for designated health services is permissible is the burden to show either that the physician
self-referral law does not apply because the parties do not have a financial relationship within the
meaning of the physician self-referral law or, if the law does apply because the parties have a
financial relationship within the meaning of the physician self-referral law, that all the
requirements of an applicable exception are satisfied. An entity’s mistaken belief that no indirect
compensation arrangement exists does not eliminate the need to satisfy the requirements of an
applicable exception to the physician self-referral law.

Comment: One commenter requested that we deem certain compensation formulas that
do include the physician’s referrals to an entity or other business generated by a physician for the
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business generated if the compensation arrangement is consistent with value-based care goals but
does not qualify for or satisfy the requirements of the new exceptions at §411.357(aa).

Response: We decline to permit any arrangement under which compensation is
determined using a formula that includes a physician’s referrals to or other business generated
for the entity as a variable and creates the positive or negative correlation with the compensation
paid to or from the physician, as applicable. If a compensation arrangement does not qualify for
or does not satisfy all the requirements of an exception at new §411.357(aa), the compensation
paid under the arrangement may not take into account the volume or value of the physician’s
referrals or other business generated by the physician for the entity. Although the new
exceptions at §411.357(aa) do not include a requirement that the compensation does not take into
account the volume or value of a physician’s referrals or other business generated by the
physician, they include substitute safeguards against program or patient abuse through their
limited application and included requirements. Permitting an arrangement to circumvent those
safeguards and the volume or value and other business generated standards of the traditional
exceptions would pose a risk of program or patient abuse.

Comment: One commenter requested clarification of the term “other business
generated.” The commenter stated that industry guidance suggests that other business generated
means services that are not designated health services. The commenter proposed that the
definition of “other business generated” should include only services paid by government payors,
and should not extend to services paid by private or commercial payors.

Response: Our interpretation of the term “other business generated” is longstanding and
settled. In Phase I, we stated that, based on our review of the legislative history, we believe that
the Congress intended the “other business generated” language to be a limitation on the
compensation or payment formula parallel to the statutory and regulatory prohibition on taking
into account referrals of designated health services. We further stated that, in the provisions in
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of designated health services or on any other business referred by the physician, including other
Federal and private pay business (66 FR 877). We see no reason to revisit this interpretation as
suggested by the commenter.

Comment: A few commenters objected to our proposals to establish special rules on the
volume or value standard and the other business generated standard based on what appear to be
fair market value concerns. The commenters provided the example of a hospital that determines
the amount of fixed-rate compensation at a higher level than a physician practice might pay the
physician because the hospital knows that it can direct the physician’s referrals to the hospital
and its affiliates to “make up the difference” in billings for those services.

Response: We assume the commenters are referring to compensation that is based on the
physician’s personally performed services and not referrals of designated health services or other
business generated by the physician for the entity paying the compensation, for instance, a salary
of $300,000 per year. Although the formula for calculating fixed-rate compensation for a
physician’s personally performed services would not include the physician’s referrals to the
entity or other business generated by the physician for the entity as variables—in our example,
the physician’s compensation would be $300,000 x the number of years of the arrangement’s
duration—the compensation arrangement must satisfy all the requirements of an applicable
exception in order not to trigger the referral and billing prohibitions of the physician self-referral
law. Compensation that is inflated to recognize the ability of the hospital to receive payment
under the IPPS and OPPS for designated health services that it requires the physician to refer to
the hospital or a specific provider, practitioner, or supplier within the hospital’s health system
may not be fair market value for the physician’s personally performed services under our
existing definition of “fair market value” and the revised definition of “fair market value”
finalized in this final rule. See section II.B.5. of this final rule for a detailed discussion of our
final policies with respect to the definition of “fair market value.” Also, as described above and
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physician is conditioned on the physician’s referrals to a particular provider, practitioner, or
supplier, the arrangement must satisfy the conditions of §411.354(d)(4).
4. Patient Choice and Directed Referrals (§411.354(d)(4))

Historically, when the conditions of the special rule at §411.354(d)(4) are met,
compensation from a bona fide employer, under a managed care contract, or under a personal
service arrangement is deemed not to take into account the volume or value of referrals, even if
the physician’s compensation is predicated, either expressly or otherwise, on the physician
making referrals to a particular provider, practitioner, or supplier. This special rule was
established in Phase I after many commenters objected to our statement in the 1998 proposed
rule that fixed payments to a physician could be considered to take into account the volume or
value of referrals if a condition or requirement for receiving the payment was that the physician
refer designated health services to a given entity, such as an employer or an affiliated entity (63
FR 1700). In Phase I, we acknowledged that the proposed interpretation could have had far-
reaching effects, especially for managed care arrangements and group practices (66 FR 878).
We determined that we would not consider a physician’s compensation to take into account the
volume or value of his or her referrals, as long as the directed referral requirement does not apply
if a patient expresses a preference for a different provider, practitioner, or supplier; the patient's
insurer determines the provider, practitioner, or supplier; or the referral is not in the patient’s best
medical interests in the physician's judgment (66 FR 878). In addition, the referral requirement
must be set out in writing and signed by the parties, and the compensation to the physician must
be: (1) set in advance for the term of the compensation arrangement; and (2) consistent with fair
market value for the services performed. Finally, the compensation arrangement must otherwise
comply with an applicable exception in §411.355 or §411.357.

We continue to believe in the importance of preserving patient choice, protecting the
physician’s professional medical judgment, and avoiding interference in the operations of a
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interpretation of the volume or value standard, §411.354(d)(4) may apply in fewer instances, if at
all, to serve these important goals. To reiterate how critical these protections are, we proposed to
include in the exceptions applicable to the types of contracts or arrangements to which the
special rule has historically applied an affirmative requirement that the compensation
arrangement meet the conditions of the special rule at §411.354(d)(4). To that end, we proposed
to include in the exceptions at §411.355(e) for academic medical centers, §411.357(c) for bona
fide employment relationships, §411.357(d)(1) for personal service arrangements,
§411.357(d)(2) for physician incentive plans, §411.357(h) for group practice arrangements with
a hospital, §411.357(1) for fair market value compensation, and §411.357(p) for indirect
compensation arrangements, a requirement that, in addition to satisfying the other requirements
of the exception, the relevant arrangement must comply with the conditions of the revised special
rule at §411.354(d)(4). In making this proposal, we relied on the authority granted to the
Secretary under sections 1877(b)(4), (e)(2)(D), (e)(3)(A)(vii), (e)(3)(B)(1)(II), and (e)(7)(vii) of
the Act. We solicited comment as to whether, given the nature of academic medical centers, the
conditions of revised §411.354(d)(4) are necessary. We are finalizing our proposal to include an
affirmative requirement that the compensation arrangement meet the conditions of the special
rule at §411.354(d)(4) in all of the exceptions identified in the proposed rule. As explained in
section II.E.1. of this final rule, we are also finalizing this requirement in the new exception for
limited remuneration to a physician at §411.357(z). Although the requirement is not included in
the new exceptions for value-based arrangements at final §411.357(aa), as discussed in section
II.A.2. of this final rule, we have incorporated into these exceptions specific requirements related
to remuneration paid to a physician that is conditioned on the physician’s referrals to a particular
provider, practitioner, or supplier.

In the 1998 proposed rule, highlighting stakeholder inquiries regarding whether an
arrangement fails to meet the volume or value standard only in situations in which a physician’s

payments from an entity fluctuate in a manner that reflects referrals, we expressed our view that



an arrangement can also fail to meet this standard in some cases when a physician’s payments
from an entity are stable, but predicated, either expressly or otherwise, on the physician making
referrals to a particular provider. We gave the example of a hospital that includes as a condition
of a physician’s employment the requirement that the physician refer only within the hospital’s
own network of ancillary service providers, such as to the hospital’s own home health agency.
We stated that, in these situations, a physician’s compensation reflects the volume or value of his
or her referrals in the sense that the physician will receive no future compensation if he or she
fails to refer as required. We continue to believe that conditioning a physician’s future
compensation on his or her referrals could improperly influence the physician’s medical decision
making, potentially impacting patient choice or the utilization of services. However, upon
further examination of the policy goals behind our statements in the 1998 proposed rule (63 FR
1700), the special rule finalized in Phase I (66 FR 878), and the comments on the proposed rule,
we no longer believe that compensation predicated, either expressly or otherwise, on the
physician making referrals of designated health services to a particular provider, practitioner, or
supplier should be evaluated for compliance with the volume or value standard.

As described in the proposed rule (84 FR 55789) and in section I1.B.3. of this final rule,
after reviewing the statute and our regulations in a fresh light, we now believe that the volume or
value standard is most appropriately interpreted as relating to how compensation is calculated;
that is, what formula is used to determine the amount of the physician’s compensation. We are
finalizing special rules at §411.354(d)(5)(i) and (6)(i) that set forth mathematical formulas that
identify compensation that takes into account the volume or value of a physician’s referrals.
However, a review of the mathematical formula that determines the amount of the physician’s
compensation would not be sufficient to identify a referral requirement that could lead to
program or patient abuse. Rather, payment conditioned on the physician’s referrals of
designated health services to a given entity, such as an employer or an affiliated entity, should be

evaluated for compliance with the special rule at §411.354(d)(4), which is mandatory under the



policies finalized in this final rule.

As we explained in the proposed rule (84 FR 55794) and our response to comments in
section I1.B.3. of this final rule, there is a risk of program or patient abuse when a physician will
receive no future compensation if he or she fails to refer as required. The same is true if the
amount of the physician’s compensation is tied to the physician’s referral to a particular
provider, practitioner, or supplier. To address this risk, we are revising §411.354(d)(4) to
include a condition at §411.354(d)(4)(vi) that neither the existence of the compensation
arrangement nor the amount of the compensation is contingent on the number or value of the
physician’s referrals to the particular provider, practitioner, or supplier. This condition must be
met regardless of whether the physician’s compensation takes into account the volume or value
of his or her referrals to the entity with which the physician has the compensation arrangement.
As applied, under final §411.354(d)(4)(v1), where an entity requires a physician to refer patients
for designated health services to a particular provider, practitioner, or supplier and the applicable
exception requires compliance with §411.354(d)(4), in addition to meeting the other conditions
of §411.354(d)(4), neither the existence of the compensation arrangement nor the amount of the
compensation may be contingent on the number or value of the physician’s referrals to the
particular provider, practitioner, or supplier. The requirement to make referrals to a particular
provider, practitioner, or supplier may require that the physician refer an established percentage
or ratio of the physician’s referrals to a particular provider, practitioner, or supplier.

In the proposed rule, we described this type of contingency as a direct “if X, then Y
correlation (84 FR 55794). The proposed special rule built upon the concerns described above,
which we originally described in the 1998 proposed rule as relating to a nexus between fixed-rate
compensation and the volume or value of a physician’s compensation. We believe that the
condition at final §411.354(d)(4)(vi) provides a clearer standard for stakeholders and better
addresses our concerns than the proposed special rule that would have considered fixed-rate

compensation to take into account the volume or value of referrals if there is a predetermined,



direct correlation between the physician’s prior referrals to the entity and the prospective rate of
compensation to be paid over the entire duration of the arrangement for which the compensation
is determined.

We provide the following example to illustrate the application of our final regulation at
§411.354(d)(4)(vi). Assume that a hospital directly employs a cardiologist to treat patients in the
hospital’s outpatient cardiology department. The physician is paid a predetermined, unvarying
annual salary. Under the employment arrangement, the hospital requires the physician to refer
patients to the hospital or other providers and suppliers wholly owned by the hospital, unless the
patient expresses a preference for a different provider, practitioner, or supplier; the patient’s
insurer determines the provider, practitioner or supplier; or the referral is not in the patient’s best
medical interests in the physician’s judgment. When negotiating an extension of the
employment arrangement and revised compensation terms, the hospital reviews the past
performance of the physician, including the physician’s referrals for diagnostic testing. At final
§411.357(c)(5), the exception for bona fide employment relationships requires compliance with
the conditions of the special rule for directed referrals at §411.354(d)(4). (The exceptions for
personal service arrangements and fair market value compensation have identical requirements at
§411.357(d)(1)(vii1) and (1)(7), respectively.) Under §411.354(d)(4)(vi), the amount of the
physician’s compensation may not be contingent on the number or value of the physician’s
referrals under the directed referral requirement. Thus, if, for example, the hospital increases the
physician’s compensation in the renewal term only if the physician made a targeted number of
referrals for diagnostic testing to the hospital or the designated wholly-owned providers and
suppliers in the current term, the compensation would not meet the condition at
§411.354(d)(4)(vi). Similarly, if, for example, the hospital refuses to renew the employment
arrangement (or terminates it in the current term) unless the value of the physician’s diagnostic
testing referrals generates sufficient profit to the hospital (or its wholly-owned providers and

suppliers), the existence of the compensation arrangement would be contingent on the value of



the physician’s referrals in violation of §411.354(d)(4)(v1).

We also proposed to revise §411.354(d)(4) to eliminate certain language regarding: (1)
whether the “set in advance” and ““fair market value” conditions of the special rule apply to the
compensation arrangement (as stated in the regulation) or to the compensation itself; and (2)
when compensation is considered fair market value. The proposed revisions were intended to
clarify that the physician’s compensation must be set in advance. Any changes to the
compensation (or the formula for determining the compensation) must also be set in advance
(that is, made prospectively). (See section I1.D.5. of this final rule for a detailed discussion of
the “set in advance” deeming provision at §411.354(d)(1).) We proposed to clarify that the
physician’s compensation must be consistent with the fair market value of the services
performed. In addition, we proposed to eliminate the parenthetical language in existing
§411.354(d)(4) as it conflates the concept of fair market value and the volume or value standard.
As noted in response to the comment in section II.B.1. of this final rule, these are separate
standards, and compliance with one is not contingent on compliance with the other. We also
proposed nonsubstantive revisions for clarity. We noted that, although revised §411.354(d)(4)
sets forth protections that apply to both the compensation arrangement that includes a directed
referral requirement and also specifically to the compensation itself, for continuity in the
application of the regulation, we would leave the regulation in §411.354(d), which sets forth
special rules on compensation, rather than include it in §411.354(e), which sets forth special
rules for compensation arrangements. We are finalizing the proposed restructuring of and
nonsubstantive revisions to §411.354(d)(4).

We received the following comments and our responses follow.

Comment: Many commenters recognized that directed referral requirements would be
permitted without limitation if we finalized our proposed interpretation of the volume or value
standard at §411.354(d)(5). Commenters agreed that compliance with the conditions of the

special rule at §411.354(d)(4) provides important protections for patients and the independence



of a physician’s medical decision making. Several commenters supported our proposal to
continue this protection by including in the exceptions at §411.355(e) for academic medical
centers, §411.357(c) for bona fide employment relationships, §411.357(d)(1) for personal service
arrangements, §411.357(d)(2) for physician incentive plans, §411.357(h) for group practice
arrangements with a hospital, §411.357(1) for fair market value compensation, and §411.357(p)
for indirect compensation arrangements an affirmative requirement for compliance with
§411.354(d)(4) when a physician’s compensation is conditioned on his or her referrals to a
particular provider, practitioner, or supplier.

Response: We agree with the commenters that patient choice, independent medical
decision making, and avoiding interference with managed care contracts should be protected.
We are finalizing our proposals and, as discussed in section IL.E.1. of this final rule, are
including the requirement in the new exception for limited remuneration to a physician at
§411.357(z). As the previous commenter described, directed referral requirements can take the
form of conditioning the existence of the arrangement itself on the physician’s referrals to a
particular provider, practitioner, or supplier, or they may condition the amount of the physician’s
compensation on his or her referrals to a particular provider, practitioner, or supplier. Because
both types of conditioning represent threats to patient choice and the independence of a
physician’s medical decision making, in order to reflect both of these conditioning requirements,
we are revising the language of §411.354(d)(4), with which the compensation arrangement must
comply under the exceptions at §§411.355(e) and 411.357(c), (d)(1), (d)(2), (h), (1), (p), and (z).
In each of the exceptions noted, if the physician referrals are directed to a particular provider,
practitioner, or supplier, the arrangement must satisfy the conditions of §411.354(d)(4).

Comment: A few commenters stated that they did not oppose the policy stated in the
proposed rule (84 FR 55796) that §411.354(d)(4) applies to both the situation where the
compensation arrangement is contingent on the physician’s required referrals and the situation

where the compensation amount is contingent on the physician’s required referrals, but requested



guidance on the precise function of the special rule at §411.354(d)(4) in light of our proposed
interpretation of the volume or value standard. One of these commenters focused on the
contractual terms between the parties to the compensation arrangement, and asked whether the
volume or value standard would be violated if the breach of a directed referral requirement
resulted only in termination of the arrangement, rather than an impact on the amount of the
physician’s compensation from the entity. This commenter provided a second example of a
directed referral requirement that it stated would affect the amount of a physician’s
compensation. Under that example, a physician is paid different stipulated percentages of a
bonus pool depending on the percentage of the physician’s referrals that are “in network™ (that is,
to a particular provider, practitioner, or supplier). The commenter requested clarification of the
applicability of the special rule at §411.354(d)(4) and whether provisions such as those described
would violate the volume or value standard as proposed. A different commenter described a
compensation arrangement under which a physician is paid an amount that does not result from a
mathematical model tied to individual referrals of designated health services, but rather a
“model” under which the entity knows it will generate revenue by requiring physician referrals to
a particular provider, practitioner, or supplier. The commenter stated that, under the scenario
presented, the entity is not rewarding (paying) the physician for referrals but would terminate the
physician’s employment if he or she does not actively participate in the mandated referrals. The
commenter asked whether CMS views this type of compensation model as taking into account
the volume or value of the physician’s referrals.

Response: In light of this specific comment and other similar comments, we revisited the
history of §411.354(d)(4) and our previously-stated concerns regarding directed referral
requirements that ultimately led to the establishment of the special rule. As we stated in Phase I,
we understand that directed referral requirements are a common and integral part of employment
relationships, personal service arrangements, and managed care contracts (66 FR 878). Even so,

we continue to believe that payments tied to referral requirements can be abused, and appropriate



safeguards should be in place to protect against the risk of program or patient abuse when an
entity directs a physician where to make referrals of designated health services. After review of
the regulatory history of our interpretation of the volume or value standard and the establishment
of the special rule at §411.354(d)(4), we now believe that the best approach to addressing the
risks of directed referral requirements is to affirmatively require compliance with the conditions
of §411.354(d)(4) whenever an entity conditions the compensation of a physician with whom it
has an employment relationship, personal service arrangement, or managed care contract on the
physician’s referrals for designated health services to a particular provider, practitioner, or
supplier. Compensation conditioned, either expressly or otherwise, on the physician making
referrals of designated health services to a particular provider, practitioner, or supplier should not
be evaluated for compliance with the volume or value standard. Because we are finalizing
requirements in certain exceptions for affirmative compliance with the conditions of
§411.354(d)(4), and directed referral requirements will no longer be considered in the context of
compliance with the volume or value standards, we are applying the condition at final
§411.354(d)(4)(vi1), rather than the final regulation at §411.354(d)(5)(i), in our response to the
commenters.

The condition at §411.354(d)(vi1) applies to a directed referral requirement which, if not
achieved, would result in the termination of a physician’s compensation arrangement, even if it
would not impact the amount of the physician’s compensation from the entity. The condition at
§411.354(d)(4)(vi) prohibits making the existence of a compensation arrangement contingent on

the number or value of the physician’s referrals to a particular provider, practitioner, or supplier.

If the compensation arrangement would be terminated if the physician failed to refer a sufficient
number of patients for designated health services, or if the value of the physician’s referrals of
designated health services failed to achieve the target established under the directed referral
requirement, the directed referral requirement would be impermissible and the compensation

arrangement would not satisfy the applicable exception’s requirement of compliance with



§411.354(d)(4). We emphasize that §411.354(d)(4)(vi) does not prohibit directed referral
requirements based on an established percentage—rather than the number or value—of a
physician’s referrals. Therefore, if the directed referral requirement in the commenter’s example
provided for termination of the compensation arrangement if the physician failed to refer 90
percent, for example, of his or her patients to a particular provider, practitioner, or supplier, it
would not run afoul of the special rule at §411.354(d)(4) or jeopardize compliance with the
requirement of the applicable exception.

With respect to the commenter’s second example that ties the amount of the physician’s
compensation to achievement of a directed referral requirement, the condition at
§411.354(d)(4)(vi) would apply in the same manner. A directed referral requirement under
which a physician is paid different stipulated percentages of a bonus pool depending on the
percentage of the physician’s referrals that are “in network™ (that is, to a particular provider,
practitioner, or supplier) would not be categorically prohibited under §411.354(d)(4)(v1);
however, we caution that the composition of the bonus pool must be analyzed to ensure that the
formula for the compensation ultimately paid to the physician does not include referrals of
designated health services or other business generated by the physician as a variable. Also, if the
directed referral requirement was tied to the number or value of the physician’s referrals, it
would run afoul of the special rule at §411.354(d)(4) and and the compensation arrangement
would not satisfy the applicable exception’s requirement of compliance with §411.354(d)(4).

Comment: One commenter expressed support for the affirmative requirement for
compliance with the conditions of §411.354(d)(4) where a physician is directed to refer patients
to a particular provider, practitioner, or supplier under the physician’s compensation arrangement
with the entity directing the referrals. The commenter recommended that we finalize our
proposal to make the compliance requirement mandatory, and that we apply the rule where the
referral requirement is not only express, but where it occurs as the practical result of processes

that steer a physician’s referrals for designated health service to a provider, practitioner, or



supplier selected by the entity.

Response: The affirmative obligation finalized in the exceptions at §§411.355(¢e) and
411.357(c), (d)(1), (d)(2), (h), (1), (p), and (z) is not limited to express or written requirements to
refer patients to particular provider, practitioner, or supplier selected by the entity paying the
compensation. Rather, the condition at §411.354(d)(4)(vi), as finalized, prohibits making the
existence of the compensation arrangement or any compensation paid to the referring physician
contingent on the physician’s referrals to a particular provider, practitioner, or supplier.

Comment: One commenter expressed general agreement with the proposals to include
compliance with the conditions of §411.354(d)(4) as an affirmative requirement in exceptions
applicable to compensation for physician services in those instances where the physician’s
compensation is conditioned on the physician’s referrals to a particular provider, practitioner, or
supplier. The commenter also supported leaving the regulation in §411.354(d)(4), rather than
include it with other special rules related to compensation arrangements at §411.354(e).

Response: We are finalizing our proposals with the modifications explained in the
responses to other comments. We agree with the commenter that the regulation should remain at
§411.354(d)(4). We believe this will avoid disruption with stakeholder compliance efforts and
our enforcement efforts.

Comment: One commenter urged CMS not to adopt an affirmative requirement to
comply with the conditions of §411.354(d)(4) when a physician’s compensation is conditioned
on the physician’s referrals to a particular provider, practitioner, or supplier. Despite its stated
support for patient preference in referrals, the commenter asserted that the requirement would
place additional burden on physicians and other providers.

Response: Where such referral requirements have existed, they have historically
implicated the volume or value standard under our historic interpretation of that standard. Thus,
parties would have had to comply with the conditions of §411.354(d)(4) in order to be assured

not to run afoul of the volume or value standard, or offer some other proof of compliance with



the volume or value standard. This is not a new requirement.

Comment: A few commenters discussed what they termed “employee workplace
requirements” that require an employed physician to treat the employer’s patients in a specified
workplace, typically the location of a medical practice or clinic and the address of an affiliated
hospital. The commenters questioned whether such requirements were of concern to CMS. The
commenters requested that CMS provide guidance on employee workplace requirements,
suggesting that several approaches might be appropriate. The commenters offered that CMS
could take the position that employee workplace requirements are not directed referral
requirements that trigger the need for compliance with the volume or value standard because the
employed physician is merely restricted by his or her employment from working elsewhere and
is not expressly required to refer patients to the employer. In the alternative, the commenters
offered that CMS could take the position that such workplace requirements are directed referral
requirements because the employer is effectively requiring the physician to refer his or her
patients to the employer and, for example, an affiliated hospital for designated health services. If
so, the commenters requested that CMS confirm that §411.354(d)(4) requires only that the
employer permits the physician to refer the patient to another physician who can provide the
services (such as a surgery or other procedure) at a different location based on patient preference,
payor requirements, or the best medical interest of the patient. The commenters requested
specific confirmation that §411.354(d)(4) does not require the employer to permit the employed
physician to personally treat the patient in a location other than that specified in the physician’s
employment contract.

Response: Under the policies finalized in this final rule, a directed referral requirement
will not trigger analysis for compliance with the volume or value standard at final
§411.354(d)(5). However, a compensation arrangement will have to satisfy the conditions of
§411.354(d)(4) if any of the physician’s compensation is conditioned on the physician’s referrals

to a particular provider, practitioner, or supplier and the parties intend to rely on the exception at



§411.355(e) or §411.357(c), (d)(1), (d)(2), (h), (1), (p), or (z). The commenter is correct that the
requirement to comply with §411.354(d)(4) is not intended to interfere with employer’s rights or
operations or infringe on the employer-employee relationship. The condition at
§411.354(d)(4)(iv)(B) requires only that the requirement to make referrals to a particular
provider, practitioner, or supplier does not apply if the patient expresses a preference for a
different provider, practitioner, or supplier; the patient's insurer determines the provider,
practitioner, or supplier; or the referral is not in the patient's best medical interests in the
physician's judgment. Requiring that the employed physician refer the patient to another
physician for treatment is permissible, provided that the referral is appropriate. We wish to make
clear that the permissibility of the referral to another physician for purposes of the physician self-
referral law has no bearing on whether the employed physician complies with any State law and
common law requirements, such as laws regarding patient abandonment.

Comment: Many commenters noted that the term “referrals” is used throughout our
physician self-referral regulations. Commenters stated that, although the term is defined at
§411.351, they were uncertain whether the term “referrals™ has the meaning ascribed to it at
§411.351 in all instances in which it appears in the regulations. Several commenters asked if the
term “referrals” in §411.354(d)(4) is intended to encompass more than the defined term
“referrals” at §411.351. One commenter stated that, if the meaning of “referrals,” as used at
§411.354(d)(4), is not limited to the definition at §411.351, the proposed inclusion of a
requirement for compliance with the conditions of §411.354(d)(4) as an element of the
exceptions for bona fide employment relationships, personal service arrangements, and others
has the effect of introducing an all-payor volume or value standard into these exceptions. The
commenters requested that CMS expressly clarify in commentary that, unless otherwise noted,
when “referrals” appears in the physician self-referral regulations, it has the meaning set forth at
§411.351.

Response: The introductory language to §411.351 states clearly that, unless the context



indicates otherwise, the term “referral” has the meaning set forth in §411.351. The term
“referral,” as used at §411.354(d)(4) and the new requirement in certain exceptions that, if
remuneration to the physician is conditioned on the physician’s referrals to a particular provider,
practitioner, or supplier, the arrangement satisfies the conditions of §411.354(d)(4) have the
meaning set forth in the definition of “referral” at §411.351. In Phase I, we discussed the scope
of the term “referral” with reference to a requirement that a physician refer designated health
services to a given entity (66 FR 878). As we stated above in section I1.B.2. of this final rule,
unless the context indicates otherwise, the term “referral” has the meaning set forth in §411.351
throughout the physician self-referral regulations, including in the special rules on compensation
at §411.354(d).

5. Fair Market Value (§411.351)

The term “fair market value,” as it is defined at section 1877(h)(3) of the Act, consists of
three basic components. Fair market value is defined generally as “the value in arms length [sic]
transactions, consistent with the general market value.” The statutory definition includes
additional qualifications for leases generally, providing that fair market value with respect to
rentals or leases also means “the value of rental property for general commercial purposes (not
taking into account its intended use).” Finally, with respect to the lease of office space, in
particular, the statutory definition further stipulates that fair market value also means that the
value of the rental property is “not adjusted to reflect the additional value the prospective lessee
or lessor would attribute to the proximity or convenience to the lessor where the lessor is a
potential source of patient referrals to the lessee.” Most of the statutory exceptions at section
1877(e) of the Act relating to compensation arrangements include requirements pertaining to fair
market value compensation, including the exceptions for the rental of office space, the rental of
equipment, bona fide employment relationships, personal service arrangements, isolated
transactions, and payments by a physician. Many of the regulatory exceptions created using the

Secretary’s authority under section 1877(b)(4) of the Act also include requirements pertaining to



fair market value compensation, including the exceptions for academic medical centers, fair
market value compensation, indirect compensation arrangements, EHR items and services, and
assistance to compensate a nonphysician practitioner.

The term “fair market value” is defined in our regulations in §411.351. In the 1992
proposed rule (57 FR 8602) and the 1995 final rule (60 FR 41978), we incorporated the statutory
definition of “fair market value” into our regulations without modification. In the 1998 proposed
rule (63 FR 1686), we proposed to include in our definition of “fair market value a definition of
“general market value,” to explain what it means for a value to be “consistent with the general
market value.” In an attempt to ensure consistency across our regulations, we proposed to adopt
the definition of “general market value” from part 413 of our regulations, which pertains to
reasonable cost reimbursement for end stage renal disease services. In the context of
determining the cost incurred by a present owner in acquiring an asset, §413.134(b)(2) defined
“fair market value” as “the price that the asset would bring by bona fide bargaining between
well-informed buyers and sellers at the date of acquisition. Usually the fair market price is the
price that bona fide sales have been consummated for assets of like type, quality, and quantity in
a particular market at the time of acquisition.” We modified the definition drawn from
§413.134(b)(2) to include analogous provisions for determining the fair market value of any
items or services, including personal services, employment relationships, and rental
arrangements. As proposed in the 1998 proposed rule, “general market value” would mean:

The price that an asset would bring, as the result of bona fide bargaining between

well-informed buyers and sellers, or the compensation that would be included in a

service agreement, as the result of bona fide bargaining between well-informed

parties to the agreement, on the date of acquisition of the asset or at the time of

the service agreement. Usually the fair market price is the price at which bona

fide sales have been consummated for assets of like type, quality, and quantity in

a particular market at the time of acquisition, or the compensation that has been



included in bona fide service agreements with comparable terms at the time of the

agreement.

The proposed definition of “fair market value” in the 1998 proposed rule did not substantively
modify the provisions of the fair market value definition pertaining to leases in general and
office space leases in particular.

In Phase I, we finalized the definition of “fair market value” from the 1998 proposed rule
with one modification (66 FR 944 through 945). The definition of “fair market” value finalized
in Phase I clarified that a rental payment “does not take into account intended use if it takes into
account costs incurred by the lessor in developing or upgrading the property or maintaining the
property or its improvements.” In Phase I we also responded to commenters that requested
guidance on how to determine fair market value in a variety of circumstances. We stated that we
would accept any commercially reasonable method for determining fair market value. However,
we noted that, in most exceptions, the fair market value requirement is further modified by
language that precludes taking into account the volume or value of referrals, and, in some cases,
other business generated by the referring physician. We concluded that, in determining whether
compensation is fair market value, requirements pertaining to the volume or value of referrals
and other business generated may preclude reliance on comparables that involve entities and
physicians in a position to refer or generate business (66 FR 944). Elsewhere in Phase I, we
suggested a similar underlying connection between the fair market value requirement and
requirements pertaining to the volume or value of a physician’s referrals and other business
generated (66 FR 877). In a discussion of our then-interpretation of the fair market value
standard in light of our Phase I interpretation of the requirement that compensation not take into
account other business generated, we stated that—

[T]he additional limiting phrase ‘not taking into account * * * other business generated

between the parties’ means simply that the fixed, fair market value payment cannot take

into account, or vary with, referrals of Medicare or Medicaid [designated health services]



or any other business generated by the referring physician, including other Federal and
private pay business. Simply stated, section 1877 of the Act establishes a straightforward
test that compensation arrangements should be at fair market value for the work or
service performed or the equipment or space leased—not inflated to compensate for the
physician's ability to generate other revenues.
Despite our intimation in Phase I that the concepts of fair market value and the volume and value
of referrals or other business generated were fundamentally interrelated, the definition of fair
market value finalized in Phase I did not include any reference to the volume or value of a
physician’s referrals.

In Phase II, we made two significant modifications to the definition of “fair market
value.” First, we proposed certain “safe harbors” for determining fair market value for hourly
payments made to physicians for physician services (69 FR 16092 and 16107). (These safe
harbors were not finalized.) Second, and more importantly, we incorporated into the definition
of “fair market value” a reference to the volume or value standard found in many exceptions to
the physician self-referral law. The Phase II definition of “fair market value” provided, in
relevant part, that fair market value is usually the price at which bona fide sales have been
consummated for assets of like type, quality, and quantity in a particular market at the time of
acquisition, or the compensation that has been included in bona fide service agreements with
comparable terms at the time of the agreement, where the price or compensation has not been
determined in any manner that takes into account the volume or value of anticipated or actual
referrals. We explained our view that the determination of fair market value under the physician
self-referral law differs in significant respects from standard valuation techniques and
methodologies. In particular, we noted that the methodology must exclude valuations where the
parties to the transactions are at arm’s length but in a position to refer to one another (69 FR
16107). We made no substantive changes to the definition of “fair market value” in Phase III or

in any of our subsequent rulemaking.



As a preliminary matter and as described previously in section II.B.1. of this final rule, a
careful reading of the statute shows that the fair market value requirement is separate and distinct
from the volume or value standard and the other business generated standard. (See section
II.B.3. of this final rule for a detailed discussion of the volume or value standard and the other
business generated standard.) The volume or value and other business generated standards do
not merely serve as “limiting phrases” to modify the fair market value requirement. In order to
satisfy the requirements of the exceptions in which these concepts appear, compensation must

both: (1) be fair market value for items or services provided; and (2) not take into account the

volume or value of referrals (or the volume or value of other business generated by the
physician, where such standard appears). We believe that the appropriate reading of the statute
is that the requirement that compensation does not take into account the volume or value of
referrals—which is plainly set out as an independent requirement of the relevant exceptions—is
not also part of the definition of “fair market value.” We note that the statutory definition of
“fair market value” at section 1877(h)(3) of the Act includes no reference to the volume or value
of referrals (or other business generated between the parties or by the physician). For these
reasons and as described further below, we are finalizing our proposal to eliminate the
connection to the volume or value standard in the definitions of “fair market value” and “general
market value.”

Our proposals to revise the definition of “fair market value” at §411.351 were premised
on our goal to give meaning to the statutory language at section 1877(h)(3) of the Act. As
described previously in this section I1.B.5., the statute states a general definition of “fair market
value” and then modifies that definition for application to leases of equipment and office space.
One of the modifications applies to leases of both equipment and office space; the other applies
only to the lease of office space. To illustrate this more clearly in our regulations, we proposed
to modify the definition of “fair market value” to provide for a definition of general application,

a definition applicable to the rental of equipment, and a definition applicable to the rental of



office space. (We proposed to use the terms “rental” of equipment and “rental” of office space
as those are the titles of the statutory exceptions at section 1877(e)(1)(A) and (B) of the Act and
our regulatory exceptions at §411.357(a) and (b).) We are finalizing our proposals to restructure
the regulation in this way. We believe that this approach provides parties with ready access to
the definition of “fair market value,” with the attendant modifiers, that is applicable to the
specific type of compensation arrangement at issue. Under the final regulation at §411.351,
generally, fair market value means the value in an arm's-length transaction, consistent with the
general market value of the subject transaction. With respect to the rental of equipment, fair
market value means the value in an arm's-length transaction of rental property for general
commercial purposes (not taking into account its intended use), consistent with the general
market value of the subject transaction. And with respect to the rental of office space, fair
market value means the value in an arm’s length transaction of rental property for general
commercial purposes (not taking into account its intended use), without adjustment to reflect the
additional value the prospective lessee or lessor would attribute to the proximity or convenience
to the lessor where the lessor is a potential source of patient referrals to the lessee, and consistent
with the general market value of the subject transaction. We are not finalizing the proposed
references to “like parties and under like circumstances.” We note that the structure of the final
regulation merely reorganizes for clarity, but does not significantly differ from, the statutory
language at section 1877(h)(3) of the Act.

We also proposed changes to the definition of “general market value,” which, until now,
was included within the definition of fair market value at §411.351. As we explained in the
proposed rule, the definition of “fair market value” finalized in Phase II states the following,
some of which relates to fair market value and some of which relates to the included term,
“general market value” (84 FR 55797). Numerical references are added here for ease but did not
appear in the regulation at §411.351:

(1) Fair market value means the value in arm's-length transactions, consistent with the



general market value.

(2) General market value means the price that an asset would bring as the result of bona
fide bargaining between well-informed buyers and sellers who are not otherwise in a position to
generate business for the other party, or the compensation that would be included in a service
agreement as the result of hona fide bargaining between well-informed parties to the agreement
who are not otherwise in a position to generate business for the other party, on the date of
acquisition of the asset or at the time of the service agreement.

(3) Usually, the fair market price is the price at which bona fide sales have been
consummated for assets of like type, quality, and quantity in a particular market at the time of
acquisition, or the compensation that has been included in bona fide service agreements with
comparable terms at the time of the agreement, where the price or compensation has not been
determined in any manner that takes into account the volume or value of anticipated or actual
referrals.

(4) With respect to rentals and leases described in §411.357(a), (b), and (1) (as to
equipment leases only), “fair market value” means the value of rental property for general
commercial purposes (not taking into account its intended use).

(5) In the case of a lease of space, this value may not be adjusted to reflect the additional
value the prospective lessee or lessor would attribute to the proximity or convenience to the
lessor when the lessor is a potential source of patient referrals to the lessee.

(6) For purposes of this definition, a rental payment does not take into account intended
use if it takes into account costs incurred by the lessor in developing or upgrading the property or
maintaining the property or its improvements.

Items one, four, and five essentially restate the language at section 1877(h)(3) of the Act,
albeit with the intervening language in items two and three, and item six was added in Phase I in
response to a comment for the purpose of interpreting the modifier “(not taking into account its

intended use)” in item four and at section 1877(h)(3) of the Act. We stated in the 1998 proposed



rule that items two and three were our attempt to give meaning to the statutory requirement that
the fair market value of compensation must be “consistent with the general market value.” In
doing so, we relied on a regulation that relates to the circumstances under which an appropriate
allowance for depreciation on buildings and equipment used in furnishing patient care can be an
allowable cost. We stated in the proposed rule that we no longer see the benefit of connecting
the definition of “general market value” to principles of reasonable cost reimbursement for end
stage renal disease services in order to explain what it means for a value to be consistent with
general market value, as required by the statute. Moreover, the definition at §413.134(b)(2) upon
which we relied states that fair market value (not general market value) is defined as the price
that the asset would bring by bona fide bargaining between well-informed buyers and sellers at
the date of acquisition. The regulation goes on to state that, usually the fair market price is the
price that bona fide sales have been consummated for assets of like type, quality, and quantity in
a particular market at the time of acquisition. This definition more closely ties to the widely
accepted IRS definition of “fair market value,”® not general market value. Therefore, we
considered whether current §411.351 includes an appropriate definition for “general market
value.”

We stated in the proposed rule that we see no indication in the legislative history or the
statutory language itself that the Congress intended that the definition of “general market value”
for purposes of the physician self-referral law should deviate from general concepts and
principles in the valuation community. We discussed in detail the basis for our proposals to
revise the definition of “general market value” in accordance with our belief that the Congress
used the term “general market value” to ensure that the fair market value of the remuneration is
generally consistent with the valuation that would result using accepted valuation principles (84

FR 55798). However, after reviewing the comments, to which our detailed responses are

8 Fair Market Value is defined as “the price at which the property would change hands between a willing buyer and
a willing seller when the former is not under any compulsion to buy and the latter is not under any compulsion to
sell, both parties having reasonable knowledge of relevant facts.” (IRS Rev. Ruling 59-60)



provided below, we believe that our proposals, if finalized, could have had an unintended
limiting effect on the regulated community, as well as the valuation community. Our use of the
term “market value” in our preamble discussion, although not carried into the proposed
definition of “general market value,” may have been inaccurate. Therefore, we are retracting our
statements equating “general market value,” as that term appears in the statute and our
regulations, with “market value,” the term we identified as uniformly used in the valuation
industry (84 FR 55798).

We continue to believe that the general market value of a transaction is based solely on
consideration of the economics of the subject transaction and should not include any
consideration of other business the parties may have with one another. Thus, for example, when
parties to a potential medical director arrangement determine the value of the physician’s
administrative services, they must not consider that the physician could also refer patients to the
entity when not acting as its medical director. After reviewing the comments on our proposed
definition of “general market value” and the existing regulation at §411.351, we determined that
the best way to state this policy is to remove the language regarding the volume or value
standard (item three above) and restructure the definition to emphasize our policy that the
valuation of the remuneration terms of a transaction should not include any consideration of
other business the actual parties to the transaction may have with one another. Also, for clarity
and as supported by commenters, we are finalizing definitions of “general market value” specific
to each of the types of transactions contemplated in the exceptions to the physician self-referral
law—asset acquisition, compensation for services, and rental of equipment or office space.
Under our final regulation at §411.351, “general market value” means, with respect to the
purchase of an asset, the price that an asset would bring on the date of acquisition of the asset as
the result of hona fide bargaining between a well-informed buyer and seller that are not
otherwise in a position to generate business for each other. With respect to compensation for

services, “general market value” means the compensation that would be paid at the time the



parties enter into the service arrangement as the result of bona fide bargaining between well-
informed parties that are not otherwise in a position to generate business for each other. And,
with respect to the rental of equipment or the rental of office space, “general market value”
means the price that rental property would bring at the time the parties enter into the rental
arrangement as the result of bona fide bargaining between a well-informed lessor and lessee that
are not otherwise in a position to generate business for each other.

In the proposed rule, we stated that it is our view that the concept of fair market value
relates to the value of an asset or service to hypothetical parties in a hypothetical transaction (that
is, typical transactions for like assets or services, with like buyers and sellers, and under like
circumstances), while general market value relates to the value of an asset or service to the actual
parties to a transaction that is set to occur within a specified timeframe. We provided examples
of compensation arrangements under which compensation outside the parameters of salary
survey data could be appropriate (84 FR 55798 through 55799). Although we are not finalizing
the proposed analytical framework related to “hypothetical” versus “actual” transactions, we
continue to believe that the fair market value of a transaction—and particularly, compensation
for physician services—may not always align with published valuation data compilations, such
as salary surveys. In other words, the rate of compensation set forth in a salary survey may not
always be identical to the worth of a particular physician’s services. For this reason, we are
affirming the examples provided in the proposed rule and restate them here, with modifications
to eliminate terminology not included in our final analytical framework and regulations. As we
stated in the proposed rule, extenuating circumstances may dictate that parties to an arm’s length
transaction veer from values identified in salary surveys and other valuation data compilations
that are not specific to the actual parties to the subject transaction (84 FR 55799). 