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HUMAN SERVICES

Office of Inspector General

42 CFR Parts 1001 and 1003
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Medicare and State Health Care
Programs: Fraud and Abuse;
Revisions to Safe Harbors Under the
Anti-Kickback Statute, and Civil
Monetary Penalty Rules Regarding
Beneficiary Inducements

AGENCY: Office of Inspector General
(OIG), Department of Health and Human
Services (HHS).

ACTION: Final rule.

SUMMARY: This final rule amends the
safe harbors to the Federal anti-kickback
statute by adding new safe harbors and
modifying existing safe harbors that
protect certain payment practices and
business arrangements from sanctions
under the anti-kickback statute. This
rule is issued in conjunction with the
Department of Health and Human
Services’ (HHS’s) Regulatory Sprint to
Coordinated Care and focuses on care
coordination and value-based care. This
rule also amends the civil monetary
penalty (CMP) rules by codifying a
revision to the definition of
“remuneration” added by the Bipartisan
Budget Act of 2018 (Budget Act of
2018).

DATES: These regulations are effective
January 19, 2021.

FOR FURTHER INFORMATION CONTACT:
Stewart Kameen or Samantha Flanzer,
Office of Counsel to the Inspector
General, (202) 619-0335.
SUPPLEMENTARY INFORMATION:

United States Code
citation

Social Security Act
citation

1128B, 1128D, 1102,
1128A.

42 U.S.C. 1320a-7b,
42 U.S.C. 1320a—
7d, 42 U.S.C.
1302, 42 U.S.C.
1320a—7a.

I. Executive Summary
A. Purpose of the Regulatory Action

The Secretary of HHS (the Secretary)
has identified transforming the U.S.
health care system to one that pays for
value as a top priority. Unlike the
traditional fee-for-service (FFS) payment
system, which rewards providers for the
volume of care delivered, a value-driven
health care system is one that pays for
health and outcomes. Delivering better
value from the health care system will
require the transformation of established

practices and enhanced collaboration
among providers and other individuals
and entities. The purpose of this
rulemaking is to finalize modifications
to existing safe harbors to the Federal
anti-kickback statute and finalize the
addition of new safe harbors and a new
exception to the civil monetary penalty
provision prohibiting inducements to
beneficiaries, ‘“Beneficiary Inducements
CMP,” to remove potential barriers to
more effective coordination and
management of patient care and
delivery of value-based care.

The Department launched the
Regulatory Sprint with the express
purpose of removing potential
regulatory barriers to care coordination
and value-based care created by certain
key health care laws and associated
regulations, including the Federal anti-
kickback statute and Beneficiary
Inducements CMP.* Through the
Regulatory Sprint, HHS aims to
encourage and improve patients’
experience of care, providers’
coordination of care, and information
sharing to facilitate efficient care and
preserve and protect patients’ access to
data.

The Federal anti-kickback statute is
an intent-based, criminal statute that
prohibits intentional payments, whether
monetary or in-kind, in exchange for
referrals or other Federal health care
program business. Safe harbor
regulations describe various payment
and business practices that, although
they potentially implicate the Federal
anti-kickback statute, are not treated as
offenses under the statute. Compliance
with a safe harbor is voluntary. The
Beneficiary Inducements CMP is a civil,
administrative statute that prohibits
knowingly offering something of value
to a Medicare or State health care
program beneficiary to induce them to
select a particular provider, practitioner,
or supplier.

Stakeholders have raised concerns
that these statutes have chilling effect
on innovation and value-based care
because arrangements in which
providers and others coordinate the care
of patients with other providers, share
resources among themselves to facilitate
better care coordination, share in the
benefits of more efficient care delivery,
and engage and support patients can
implicate these statutes.

1The Federal anti-kickback statute is codified at
42 U.S.C. 1320a—7b(b); the Beneficiary Inducements
CMP is codified at 42 U.S.C. 1320a—7a(a)(5).
Additionally, the Regulatory Sprint includes the
physician self-referral law, 42 U.S.C. 1395nn, 42
CFR part 2, and provisions of the Health Insurance

Portability and Accountability Act of 1996 (HIPAA).

B. The Proposed Rule

On October 17, 2019, OIG published
a notice of proposed rulemaking2 (OIG
Proposed Rule) to add or amend various
regulatory protections under the Federal
anti-kickback statute and Beneficiary
Inducements CMP with the goal of
proposing protections for certain value-
based arrangements that would improve
quality, outcomes, and efficiency. The
proposals focused on arrangements to
advance the coordination and
management of patient care, with an
aim to support innovative methods and
novel arrangements, including the use
of digital health technology such as
remote patient monitoring and
telehealth. We proposed safe harbors for
value-based arrangements where the
parties assume full financial risk,
substantial downside financial risk, and
no or lower risk. The proposed safe
harbors offered more flexibility for
arrangements where the parties assumed
more financial risk. Consistent with
OIG’s law enforcement mission and
section 1128D(a)(2)(I) of the Act, the
proposals included safeguards tailored
to protect Federal health care programs
and beneficiaries from the risks of fraud
and abuse associated with kickbacks,
such as overutilization and
inappropriate patient steering, as well as
risks associated with risk-based
payment mechanisms, such as stinting
on care.

The OIG Proposed Rule proposed new
terminology to define the universe of
value-based arrangements that could
qualify for the new safe harbors,
proposing to require that providers,
suppliers, practitioners, and others
would form value-based enterprises
(VBES) to collaborate to achieve value-
based purposes, such as coordinating
and managing a target patient
population, improving quality of care
for a target patient population, and
reducing costs. VBEs could be large or
small. VBEs could be formal corporate
structures or looser affiliations. Under
the proposed definition, VBEs would be
required to have an accountable body
and transparent governance. We
proposed that some types of entities
would not be eligible to use the value-
based safe harbors because of
heightened fraud risk and because the
entities did not play a central, frontline
role in coordinating and managing
patient care.

284 FR 55694 (Oct. 17, 2019). In connection with
the Regulatory Sprint, and to help develop the
proposals in the OIG Proposed Rule, OIG published
a Request for Information (OIG RFI) seeking input
on new or modified safe harbors to promote care
coordination and value-based care and protect
patients and taxpayer dollars from harms cause by
fraud and abuse. 83 FR 43607 (Aug. 27, 2018).
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The OIG Proposed Rule proposed to
modify existing safe harbors that
advance coordinated care for patients,
including information sharing. OIG
proposed modifications to existing safe
harbors for local transportation,
electronic health records arrangements,
and personal services and management
contracts. Further, the OIG Proposed
Rule proposed new protections for
outcomes-based payments,
cybersecurity technology and services
arrangements, remuneration in
connection with CMS-sponsored models
(largely supplanting the need for
separate OIG fraud and abuse waivers
for these models), telehealth
technologies for in-home dialysis
patients (statutory), and Medicare
Shared Savings Program ACO
beneficiary incentives (statutory). For
each new safe harbor or exception, OIG
proposed a set of conditions designed to
ensure that the safe harbor or exception
protected beneficial arrangements and
reduced risks of fraud and abuse.

Taken as a whole, the OIG Proposed
Rule proposed significant new
flexibilities for value-based
arrangements and modernization of the
safe harbor regulations to account for
the ongoing evolution of the health care
delivery system. OIG developed its
proposals in coordination with the
Centers for Medicare & Medicaid
Services (CMS), which concurrently
issued proposed regulations in
connection with the Regulatory Sprint
(CMS NPRM).3 OIG solicited comments
on the wide range of issues raised by the
proposals. We received 337 timely
comments, 327 of which were unique,
from a broad range of stakeholders.

C. The Final Rule

We are finalizing the proposed new
and modified anti-kickback statute safe
harbors and exception to the Beneficiary
Inducements CMP, with modifications
and clarifications explained in the
preamble to this rule. Stakeholder
reaction was largely positive, although
many commenters raised concerns and
expressed preferences about specific
provisions. Some commenters raised
concerns about potential risks of fraud
and impacts on competition.

In this final rule, we sought to strike
the right balance between flexibility for
beneficial innovation and better
coordinated patient care with necessary
safeguards to protect patients and
Federal health care programs. Many
beneficial arrangements do not
implicate the anti-kickback statute and
do not need protection. For example,
the parties may be exchanging nothing

384 FR 55766 (Oct. 17, 2019).

of value between them or the
arrangements might involve no Federal
health care program patients or
business. Other beneficial arrangements
might implicate the statute (for example,
the arrangement might involve parties
that are exchanging something of value
and are in a position to refer Federal
health care program business between
them) but will not fit in these or other
available safe harbors. Arrangements are
not necessarily unlawful because they
do not fit in a safe harbor. Arrangements
that do not fit in a safe harbor are
analyzed for compliance with the
Federal anti-kickback statute based on
the totality of their facts and
circumstances, including the intent of
the parties. Some care coordination and
value-based arrangements can be
structured to fit in existing safe harbors.

Flexibilities to engage in new
business, care delivery, and digital
health technology arrangements with
lowered compliance risk may assist
industry stakeholders in their response
to and recovery from the current public
health emergency resulting from the
novel coronavirus disease 2019
(COVID-19) pandemic. The final rule
may also help providers and others
develop sustainable value-based care
delivery models for the future.

1. Final Anti-Kickback Statute Safe
Harbors

We are finalizing the following
regulations, as explained in section III of
this preamble.

Terminology and Framework. We are
finalizing, with modifications, the
proposed terminology that describes
VBEs and VBE participants eligible to
use the value-based safe harbors and the
tiered framework of three value-based
safe harbors that vary based on the level
of risk assumed by the parties, with
more flexibility associated with
assumption of more risk. See section
III.2.1-2 for further discussion.

Safe Harbors for Value-Based
Arrangements. We are finalizing, with
modifications, three new safe harbors
for remuneration exchanged between or
among participants in a value-based
arrangement (as further defined) that
fosters better coordinated and managed
patient care:

(i) Care coordination arrangements to
improve quality, health outcomes, and
efficiency (paragraph 1001.952(ee))
without requiring the parties to assume
risk;

(ii) value-based arrangements with
substantial downside financial risk
(paragraph 1001.952(ff)); and,

(iii) value-based arrangements with
full financial risk (paragraph
1001.952(gg)).

These safe harbors address a broad
range of potential value-based
arrangements for care coordination
activities, including use of digital health
technology. We discuss each safe harbor
in more detail in section III.B.3-5. The
value-based safe harbors vary, among
other ways, by the types of
remuneration protected (in-kind or in-
kind and monetary), the types of entities
eligible to rely on the safe harbors, the
level of financial risk assumed by the
parties, and the types of safeguards
included as safe harbor conditions. By
design, these safe harbors offer
flexibility for innovation and
customization of value-based
arrangements to the size, resources,
needs, and goals of the parties to them.
The safe harbors allow for emerging
arrangements that reflect up-to-date
understandings in medicine, science,
and technology.

These three new safe harbors are not
the exclusive, available safe harbors for
care coordination or value-based
arrangements. All three value-based safe
harbors offer protection for in-kind
remuneration, such as technology or
services. However, only the safe harbors
for value-based arrangements with
substantial assumption of risk
(paragraphs 1001.952(ff) and (gg))
protect monetary remuneration. The
care coordination arrangements safe
harbor at paragraph 1001.952(ee), which
requires little or no assumption of risk,
does not. However, parties to
arrangements involving monetary
remuneration, such as shared savings or
performance bonus payments, may be
eligible for the new protection for
outcomes-based payments at paragraph
1001.952(d)(2). Parties to arrangements
under CMS-sponsored models may
prefer to look to the new safe harbor
specifically for those models at
paragraph 1001.952(ii).

As explained at section II1.B.2.e
below, entities ineligible to use the
value-based safe harbors are:
Pharmaceutical manufacturers,
distributors, and wholesalers; pharmacy
benefit managers (PBMs); laboratory
companies; pharmacies that primarily
compound drugs or primarily dispense
compounded drugs; manufacturers of
devices or medical supplies; entities or
individuals that sell or rent durable
medical equipment, prosthetics,
orthotics and supplies (DMEPOS) (other
than a pharmacy or a physician,
provider, or other entity that primarily
furnishes services); and medical device
distributors and wholesalers. However,
the care coordination arrangements safe
harbor includes a separate pathway,
with specific conditions, that protects
digital technology arrangements (as
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defined at paragraph 1001.952(ee)(14))
involving manufacturers of devices or
medical supplies and DMEPOS.

Patient Engagement and Support Safe
Harbor. We are finalizing, with
modifications, a new safe harbor
(paragraph 1001.952(hh)) for patient
engagement tools and supports
furnished by a participant in a value-
based enterprise to a patient in a target
patient population (discussed in section
II1.B.6). This safe harbor uses the same
ineligible entities list as the value-based
safe harbors, above, but includes a
pathway for manufacturers of devices or
medical supplies to provide digital
health technology.

CMS-Sponsored Models Safe Harbor.
We are finalizing, with modifications, a
new safe harbor (paragraph 1001.952(ii))
for CMS-sponsored model arrangements
and CMS-sponsored model patient
incentives that would require OIG fraud
and abuse waivers. This safe harbor
(discussed at section III.B.7) is intended
to provide greater predictability model
participants and uniformity across
models. It will reduce the need for
separate OIG fraud and abuse waivers
for new CMS-sponsored models.

Cybersecurity Technology and
Services Safe Harbor. We are finalizing,
with modifications, a new safe harbor
(paragraph 1001.952(jj)) for
remuneration in the form of
cybersecurity technology and services
(discussed at section III.B.8). This safe
harbor will facilitate improved
cybersecurity in health care and is
available to all types of individuals and
entities.

Electronic Health Records Safe
Harbor. We are finalizing our proposal
to modify the existing safe harbor for
electronic health records items and
services (paragraph 1001.952(y)). We are
finalizing, with modifications, changes
to update and remove provisions
regarding interoperability, remove the
sunset provision and prohibition on
donation of equivalent technology, and
clarify protections for cybersecurity
technology and services included in an
electronic health records arrangement
(discussed at section III.B.9).

Personal Services and Management
Contracts and Outcomes-Based
Payments. We are finalizing our
proposal to modify the existing safe
harbor for personal services and
management contracts (paragraph
1001.952(d)(1)). We are finalizing,
without modification, changes to
increase flexibility for part-time or
sporadic arrangements and
arrangements for which aggregate
compensation is not known in advance.
We are also a finalizing, with
modifications, new protection for

outcomes-based payments (paragraph
1001.952(d)(2)). These changes are
discussed at section III.B.10. The new
safe harbor for outcomes-based
payments protects payments tied to
achieving measurable outcomes that
improve patient or population health or
appropriately reduce payor costs. It
makes ineligible the same entities that
are ineligible for the value-based safe
harbors.

Warranties. We are finalizing our
proposal to modify the existing safe
harbor for warranties (paragraph
1001.952(g)). We are finalizing, without
modification, revisions to the definition
of “warranty” and to provide protection
for warranties for one or more items and
related services (discussed at section
II1.B.11). This safe harbor is available to
any type of entity.

Local Transportation. We are
finalizing our proposal to modify the
existing safe harbor for local
transportation furnished to beneficiaries
(paragraph 1001.952(bb)). We are
finalizing, with modifications, changes
to expand mileage limits for rural areas
(up to 75 miles) and eliminate mileage
limits for transportation to convey
patients discharged from the hospital to
their place of residence (discussed at
section II1.B.12). We also clarify that the
safe harbor is available for
transportation provided through
rideshare arrangements.

ACO Beneficiary Incentives. We are
codifying, without modification to our
proposal, the statutory exception to the
definition of “remuneration” at section
1128B(b)(3)(K) of the Act related to ACO
Beneficiary Incentive Programs for the
Medicare Shared Savings Program
(paragraph 1001.952(kk)) (discussed at
section II1.B.13).

2. Beneficiary Inducements CMP

The final rule amends the Beneficiary
Inducements CMP regulations at 42 CFR
1003 as follows:

Telehealth Technologies for In-Home
Dialysis Patients. We are codifying the
statutory exception for “telehealth
technologies” furnished to certain in-
home dialysis patients, pursuant to
section 50302(c) of the Budget Act of
2018 (discussed at section II1.C.1). We
are finalizing our proposal with
modifications.

By operation of law, arrangements
that fit in the new and modified Federal
anti-kickback statute safe harbors for
patient engagement and support,
paragraph 1001.952(hh), and local
transportation, paragraph 1001.952(bb),
are also protected under the Beneficiary
Inducements CMP.

II. Background

A. Purpose and Need for Regulatory
Action

HHS’s Regulatory Sprint aims to
remove potential regulatory barriers to
care coordination and value-based care
created by four key health care laws and
associated regulations: (i) The physician
self-referral law, (ii) the Federal anti-
kickback statute, (iii) the Health
Insurance Portability and
Accountability Act of 1996 (HIPAA),4
and (iv) rules under 42 CFR part 2
related to substance use disorder
treatment.

Through the Regulatory Sprint, HHS
aims to encourage and improve:

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

e providers’ alignment on end-to-end
treatment (i.e., coordination among
providers along the patient’s full care
journey);

¢ incentives for providers to
coordinate, collaborate, and provide
patients tools and supports to be more
involved in their own care; and

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

Since the enactment in 1972 of the
Federal anti-kickback statute, there have
been significant changes in the delivery
of, and payment for, health care items
and services both within the Medicare
and Medicaid programs and also for
non-Federal payors and patients. Such
changes include modifications to
traditional FFS Medicare (i.e., Medicare
Parts A and B), Medicare Advantage,
and States’ Medicaid programs. The
Department has a longstanding
commitment to aligning Medicare
payment with quality of care delivered
to Federal health care program
beneficiaries.

The Department identified the broad
reach of the Federal anti-kickback
statute ® and the CMP law provision
prohibiting inducements to
beneficiaries, the “Beneficiary
Inducements CMP” 6 as potentially
inhibiting beneficial arrangements that
would advance the transition to value-
based care and improve the
coordination of patient care among
providers and across care settings in
both the Federal health care programs
and commercial sectors.

4Public Law 104-191, 110 Stat. 1936.
542 U.S.C. 1320a-7b(b).
642 U.S.C. 1320a-7a(a)(5).
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B. Federal Anti-Kickback Statute and
Safe Harbors

Section 1128B(b) of the Act, (42
U.S.C. 1320a—7b(b), the anti-kickback
statute), provides for criminal penalties
for whoever knowingly and willfully
offers, pays, solicits, or receives
remuneration to induce or reward the
referral of business reimbursable under
any of the Federal health care programs,
as defined in section 1128B(f) of the Act
(42 U.S.C. 1320a-7b(f)). The offense is
classified as a felony and is punishable
by fines of up to $100,000 and
imprisonment for up to 10 years.
Violations of the Federal anti-kickback
statute also may result in the imposition
of CMPs under section 1128A(a)(7) of
the Act (42 U.S.C. 1320a-7a(a)(7)),
program exclusion under section
1128(b)(7) of the Act (42 U.S.C. 1320a—
7(b)(7)), and liability under the False
Claims Act (31 U.S.C. 3729-33).

The types of remuneration covered
specifically include, without limitation,
kickbacks, bribes, and rebates, whether
made directly or indirectly, overtly or
covertly, in cash or in kind. In addition,
prohibited conduct includes not only
the payment of remuneration intended
to induce or reward referrals of patients
but also the payment of remuneration
intended to induce or reward the
purchasing, leasing, or ordering of, or
arranging for or recommending the
purchasing, leasing, or ordering of, any
good, facility, service, or item
reimbursable by any Federal health care
program.

Because of the broad reach of the
statute and concerns that some
relatively innocuous business
arrangements were covered by the
statute and therefore potentially subject
to criminal prosecution, Congress
enacted section 14 of the Medicare and
Medicaid Patient and Program
Protection Act of 1987, Public Law 100—
93 (note to section 1128B of the Act; 42
U.S.C. 1320a-7b). This provision
specifically requires the development
and promulgation of regulations, the so-
called safe harbor provisions, that
would specify various payment and
business practices that would not be
subject to sanctions under the anti-
kickback statute, even though they
potentially may be capable of inducing
referrals of business for which payment
may be made under a Federal health
care program.

Section 205 of HIPAA established
section 1128D of the Act (42 U.S.C.
1320a—7d), which includes criteria for
modifying and establishing safe harbors.
Specifically, section 1128D(a)(2) of the
Act provides that, in modifying and
establishing safe harbors, the Secretary

may consider whether a specified
payment practice may result in:

¢ An increase or decrease in access to
health care services;

¢ an increase or decrease in the
quality of health care services;

e an increase or decrease in patient
freedom of choice among health care
providers;

e an increase or decrease in
competition among health care
providers;

¢ an increase or decrease in the
ability of health care facilities to provide
services in medically underserved areas
or to medically underserved
populations;

¢ an increase or decrease in costs to
Federal health care programs;

¢ an increase or decrease in the
potential overutilization of health care
services;

o the existence or nonexistence of any
potential financial benefit to a health
care professional or provider, which
benefit may vary depending on whether
the health care professional or provider
decides to order a health care item or
service or arranges for a referral of
health care items or services to a
particular practitioner or provider; or

e any other factors the Secretary
deems appropriate in the interest of
preventing fraud and abuse in Federal
health care programs.

In giving the Department the authority
to protect certain arrangements and
payment practices under the anti-
kickback statute, Congress intended the
safe harbor regulations to be updated
periodically to reflect changing business
practices and technologies in the health
care industry.” Since July 29, 1991,
there have been a series of final
regulations published in the Federal
Register establishing safe harbors in
various areas.? These safe harbor

7H.R. Rep. No. 100-85, Pt. 2, at 27 (1987).

8Medicare and State Health Care Programs: Fraud
and Abuse; OIG Anti-Kickback Provisions, 56 FR
35952 (July 29, 1991); Medicare and State Health
Care Programs: Fraud and Abuse; Safe Harbors for
Protecting Health Plans, 61 FR 2122 (Jan. 25, 1996);
Federal Health Care Programs: Fraud and Abuse;
Statutory Exception to the Anti-Kickback Statute for
Shared Risk Arrangements, 64 FR 63504 (Nov. 19,
1999); Medicare and State Health Care Programs:
Fraud and Abuse; Clarification of the Initial OIG
Safe Harbor Provisions and Establishment of
Additional Safe Harbor Provisions Under the Anti-
Kickback Statute, 64 FR 63518 (Nov. 19, 1999); 64
FR 63504 (Nov. 19, 1999); Medicare and State
Health Care Programs: Fraud and Abuse;
Ambulance Replenishing Safe Harbor Under the
Anti-Kickback Statute, 66 FR 62979 (Dec. 4, 2001);
Medicare and State Health Care Programs: Fraud
and Abuse; Safe Harbors for Certain Electronic
Prescribing and Electronic Health Records
Arrangements Under the Anti-Kickback Statute, 71
FR 45109 (Aug. 8, 2006); Medicare and State Health
Care Programs: Fraud and Abuse; Safe Harbor for
Federally Qualified Health Centers Arrangements

provisions have been developed to limit
the reach of the statute somewhat by
permitting certain non-abusive
arrangements, while encouraging
beneficial or innocuous arrangements.?

Health care providers and others may
voluntarily seek to comply with final
safe harbors so that they have the
assurance that their business practices
would not be subject to any anti-
kickback enforcement action.
Compliance with an applicable safe
harbor insulates an individual or entity
from liability under the Federal anti-
kickback statute and the Beneficiary
Inducements CMP only; individuals and
entities remain responsible for
complying with all other laws,
regulations, and guidance that apply to
their businesses.

C. Civil Monetary Penalty Authorities

1. Overview of OIG Civil Monetary
Penalty Authorities

In 1981, Congress enacted the CMP
law, section 1128A of the Act, 42 U.S.C.
1320a—7a, as one of several
administrative remedies to combat fraud
and abuse in Medicare and Medicaid.
The law authorized the Secretary to
impose penalties and assessments on
persons who defrauded Medicare or
Medicaid or engaged in certain other
wrongful conduct. The CMP law also
authorized the Secretary to exclude
persons from Federal health care
programs (as defined in section 1128B(f)
of the Act, 42 U.S.C. 1320a-7b(f)) and to
direct the appropriate State agency to
exclude the person from participating in
any State health care programs (as
defined in section 1128(h) of the Act, 42
U.S.C. 1320a—7(h)). Congress later
expanded the CMP law and the scope of
exclusion to apply to all Federal health
care programs, but the CMP applicable
to beneficiary inducements remains
limited to Medicare and State health
care program beneficiaries. Since 1981,
Congress has created various other CMP
authorities covering numerous types of
fraud and abuse.

2. The Definition of “Remuneration”

Section 1128A(a)(5) of the Act, 42
U.S.C. 1320a-7a(a)(5), the “Beneficiary
Inducements CMP,” provides for the

Under the Anti-Kickback Statute, 72 FR 56632 (Oct.
4, 2007); Medicare and State Health Care Programs:
Fraud and Abuse; Electronic Health Records Safe
Harbor Under the Anti-Kickback Statute, 78 FR
79202 (Dec. 27, 2013); and Medicare and State
Health Care Programs: Fraud and Abuse; Revisions
to the Safe Harbors Under the Anti-Kickback Statute
and Civil Monetary Penalty Rules Regarding
Beneficiary Inducements, 81 FR 88368 (Dec. 7,
2016).

9Medicare and State Health Care Programs: Fraud
and Abuse; OIG Anti-Kickback Provisions, 56 FR at
35958 (July 21, 1991).
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imposition of civil monetary penalties
against any person who offers or
transfers remuneration to a Medicare or
State health care program (including
Medicaid) beneficiary that the
benefactor knows or should know is
likely to influence the beneficiary’s
selection of a particular provider,
practitioner, or supplier of any item or
service for which payment may be
made, in whole or in part, by Medicare
or a State health care program
(including Medicaid). Section
1128A(i)(6) of the Act, 42 U.S.C. 1320a—
7a(i)(6), defines “remuneration” for
purposes of the Beneficiary
Inducements CMP as including transfers
of items or services for free or for other
than fair market value. Section
1128A(1)(6) of the Act also includes a
number of exceptions to the definition
of “remuneration.”

Pursuant to section 1128A(1)(6)(B) of
the Act, any practice permissible under
the anti-kickback statute, whether
through statutory exception or safe
harbor regulations issued by the
Secretary, is also excepted from the
definition of “remuneration” for
purposes of the Beneficiary
Inducements CMP. However, no parallel
exception exists in the anti-kickback
statute. Thus, the exceptions in section
1128A(i)(6) of the Act apply only to the
definition of “remuneration” applicable
to section 1128A.

Relevant to this rulemaking, the
Budget Act of 2018 created a new
exception to the definition of
“remuneration” for purposes of the
Beneficiary Inducements CMP. This
statutory exception applies to
“telehealth technologies” provided on
or after January 1, 2019, by a provider
of services or a renal dialysis facility to
an individual with end stage renal
disease (ESRD) who is receiving home
dialysis for which payment is being
made under Medicare Part B.

D. Summary of the OIG Proposed Rule

On October 17, 2019, OIG published
a proposed rule in the Federal Register
(84 FR 55694) setting forth certain
proposed amendments to the safe
harbors under the anti-kickback statute
and a proposed amendment to the
Beneficiary Inducements CMP
exceptions (the OIG Proposed Rule).
With respect to the anti-kickback
statute, we proposed seven new safe
harbors and modifications to four
existing safe harbors. Specifically, we
proposed new protection for:

o A safe harbor for care coordination
arrangements to improve quality, health
outcomes, and efficiency (1001.952(ee));

o A safe harbor for value-based
arrangements with substantial downside
financial risk (1001.952(ff));

¢ A safe harbor for value-based
arrangements with full financial risk
(1001.952(gg));

o A safe harbor for arrangements for
patient engagement and support to
improve quality, health outcomes, and
efficiency (1001.952(hh));

e A safe harbor for CMS-sponsored
model arrangements and CMS-
sponsored model patient incentives
(1001.952(ii));

o A safe harbor for cybersecurity
technology and related services
(1001.952(jj)); and

o A safe harbor that would codify the
statutory exception to the definition of
“remuneration” at section
1128B(b)(3)(K) of the Act related to ACO
Beneficiary Incentive Programs for the
Medicare Shared Savings Program
(1001.952(kk)).

e An exception to the Beneficiary
Inducements CMP for telehealth
technologies for in-home dialysis
patients (1003.110).

We proposed to modify:

o The safe harbor for personal
services and management contracts and
outcomes-based payment arrangements
(1001.952(d));

o The safe harbor for warranties
(1001.952(g));

o The safe harbor for electronic health
records items and services
(1001.952(y)); and

o The safe harbor for local
transportation (1001.952(bb)).

An overarching goal of our proposals
was to develop final rules that protect
low-risk, beneficial arrangements
without opening the door to fraudulent
or abusive conduct that increases
Federal health care program costs or
compromises quality of care for patients
or patient choice. We solicited
comments on our proposed policies to
obtain the benefit of public input from
affected stakeholders.

Our proposals are summarized in
greater detail in section III of this
preamble, organized by topic, along
with summaries of the final decisions,
and summaries of the related comments
and our responses.

E. Summary of the Final Rulemaking

In this final rule, we modify existing
as well as add new safe harbors
pursuant to our authority under section
14 of the Medicare and Medicaid Patient
and Program Protection Act of 1987 by
specifying certain payment practices
that will not be subject to prosecution
under the anti-kickback statute. We
intend to protect practices that pose a
low risk to Federal health care programs

and beneficiaries, as long as specified
conditions are met. In doing so, we
considered the factors cited by Congress
in granting statutory authority to the
Secretary under Section 1128D(a)(2) of
the Social Security Act.1° Specifically,
the new and modified safe harbors are
designed to further the goals of access,
quality, patient choice, appropriate
utilization, and competition, while
protecting against increased costs,
inappropriate steering of patients, and
harms associated with inappropriate
incentives tied to referrals. We also
codify into our regulations a statutory
safe harbor for patient incentives offered
by accountable care organizations
(ACOs) to assigned beneficiaries under
ACO Beneficiary Incentive Programs
and an exception to the definition of
“remuneration” in 42 CFR 1003.110 for
certain telehealth technologies for in-
home dialysis.

To facilitate review of the new and
modified safe harbors and exception in
context, we summarize the proposals
and final regulations by topic in section
III.B below. The following are the safe
harbors and the exception that we are
finalizing, together with the citation to
where they appear in our regulations
and a reference to the preamble section
of this final rule where they are
discussed in greater detail:

¢ Modifications to the existing safe
harbor for personal services and
management contracts, including
outcomes-based payments, at paragraph
1001.952(d) (preamble section II1.B.10);

¢ modifications to the existing safe
harbor for warranties at paragraph
1001.952(g) (preamble section III.B.11);

. moditgications to the existing safe
harbor for electronic health records
items and services at paragraph
1001.952(y) (preamble section III1.B.9);

e modifications to the existing safe
harbor for local transportation at
paragraph 1001.952(bb) (preamble
section II1.B.12)

¢ a new safe harbor for care
coordination arrangements to improve
quality, health outcomes, and efficiency
at paragraph 1001.952(ee) (preamble
sections I11.B.1, II1.B.2, and II1.B.3);

¢ a new safe harbor for value-based
arrangements with substantial downside
financial risk at paragraph 1001.952(ff)
(preamble sections II1.B.1, III.B.2, and
1I1.B.4);

¢ a new safe harbor for value-based
arrangements with full financial risk at
paragraph 1001.952(gg) (preamble
sections III.B.1, II1.B.2, and II.B.5);

¢ a new safe harbor for arrangements
for patient engagement and support to
improve quality, health outcomes, and

1042 U.S.C. 1320a-7d(a)(2).
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efficiency at paragraph 1001.952(hh)
(preamble section II1.B.6);

¢ a new safe harbor for CMS-
sponsored model arrangements and
CMS-sponsored model patient
incentives at paragraph 1001.952(ii)
(preamble section III.B.7);

¢ a new safe harbor for cybersecurity
technology and related services at
paragraph 1001.952(jj) (preamble
section II1.B.8);

¢ anew safe harbor for accountable
care organization (ACO) beneficiary
incentive program at paragraph
1001.952(kk) (preamble section II1.B.13);
and

e an exception for telehealth
technologies for in-home dialysis at
paragraph 1003.110 (preamble section
1I1.C.1)

III. Summary of Final Provisions,
Public Comments, and OIG Responses

A. General

OIG received 337 comments, 327 of
which were unique, in response to the
OIG Proposed Rule. A range of
individuals and entities submitted these
comments, including: Physicians and
other types of clinicians, hospitals and
health systems, other health care
providers (e.g., post-acute providers,
laboratories, durable medical equipment
suppliers, and dialysis providers),
accountable care organizations,
pharmaceutical and medical device
manufacturers, health technology
entities, pharmacies, third-party payors,
trade associations, law firms, and
consumer and patient advocacy groups.

As a general matter, most commenters
strongly supported the proposed safe
harbors and the need for regulatory
reform to the safe harbors and
exceptions to the definition of
“remuneration” under the Beneficiary
Inducements CMP. While the majority
of commenters recommended various
revisions to the proposed safe harbors to
increase regulatory flexibility, some
commenters acknowledged that
increased regulatory flexibility could
increase the risk of harms associated
with fraud and abuse and recommended
revisions to add or strengthen
safeguards in the safe harbor proposals.
A few did not support the proposed safe
harbor protections for value-based
arrangements as proposed in paragraphs
1001.952(ee), (ff), (gg), primarily citing
fraud and abuse risks. We have
considered these comments carefully in
developing the final rule, as described
in more detail in responses to
comments.

1. Alignment With CMS

Several of the final safe harbors
intersect with the physician self-referral

law exceptions that CMS is finalizing as
part of the Regulatory Sprint: The three
new safe harbors for value-based
arrangements at paragraphs
1001.952(ee), (ff), and (gg), the new
cybersecurity safe harbor at paragraph
1001.952(jj), and the modifications to
the electronic records safe harbor at
paragraph 1001.952(y).

Comment: We received comments
asking OIG and CMS to align our final
rules in connection with the Regulatory
Sprint to the greatest extent possible.
Some commenters believed that the
CMS and OIG proposals would
perpetuate a dual regulatory
environment (where, e.g., an
arrangement could potentially violate
one law but meet the requirements for
protection under the other) and that a
lack of consistency would make it more
challenging for entities to navigate an
already-complex regulatory framework.
Some commenters suggested that the
OIG Proposed Rule was too narrow
compared to the CMS NPRM and
requested that OIG protect what they
described as a broader universe of
arrangements that would be protected
under the CMS proposals. Another
commenter asked that OIG clarify in the
final rule that compliance with the
physician self-referral law would rebut
any implication of intent under Federal
anti-kickback statute.

Response: We are mindful of reducing
burden on providers and other industry
stakeholders, and we have sought to
align value-based terminology and safe
harbor conditions with those being
adopted by CMS in its physician self-
referral regulations as part of the
Regulatory Sprint wherever possible
(CMS Final Rule).1* However, complete
alignment is not feasible because of
fundamental differences in statutory
structures and sanctions across the two
laws. As aforementioned, the Federal
anti-kickback statute is an intent-based,
criminal statute that covers all referrals
of Federal health care program business
(including, but not limited to, physician
referrals). In contrast, the physician self-
referral law is a civil, strict-liability
statute that prohibits payment by CMS
for a more limited set of services
referred by physicians who have certain
financial relationships with the entity
furnishing the services. As a result, the
value-based exceptions adopted by CMS
do not need to contemplate the broad
range of conduct that implicates the
Federal anti-kickback statute.

Federal anti-kickback statute safe
harbors and physician self-referral law
exceptions also operate differently.

11 The CMS Final Rule is being published
elsewhere in this version of the Federal Register.

Because the physician self-referral law
is a strict-liability statute, when an
arrangement implicates the law,
compliance with an exception is the
only option to avoid overpayment
liability. In other words, the exceptions
define the full universe of acceptable
arrangements that implicate the
physician self-referral law. Even minor
or erroneous deviations from the
specific terms of a physician self-referral
law exception can result in non-
compliance and, because of the statute’s
strict liability, overpayments. In
contrast, compliance with an anti-
kickback statute safe harbor is
voluntary, and there are many
arrangements that do not fit in a safe
harbor that are lawful under the anti-
kickback statute. Deviating from a safe
harbor does not mean that an
arrangement violates the anti-kickback
statute. For arrangements that do not fit
in a safe harbor, liability is determined
based on the totality of facts and
circumstances, including the intent of
the parties.

Because the Federal anti-kickback
statute is not a strict liability law, the
value-based safe harbors we are
adopting need not capture the full
universe of value-based arrangements
that are legal under the Federal anti-
kickback statute in order to accomplish
the goals of removing barriers to more
effective coordination and management
of patient care. Thus, in designing our
safe harbors, rather than mirror CMS’s
exceptions, we have included safe
harbor conditions designed to ensure
that protected arrangements are not
disguised kickback schemes. We
recognize that, for purposes of those
arrangements that implicate both the
physician self-referral law and the
Federal anti-kickback statute, the value-
based safe harbors may therefore protect
a narrower universe of such
arrangements than CMS’s exceptions.

To protect Federal health care
programs and beneficiaries, we believe
that it is important for the Federal anti-
kickback statute to serve as ‘‘backstop”
protection against abusive arrangements
that involve the exchange of
remuneration intended to induce or
reward referrals and that might be
protected by the physician self-referral
law exceptions. In this way, the OIG and
CMS rules, operating together, create
pathways for parties entering into value-
based arrangements that are subject to
both laws to develop and implement
value-based arrangements that avoid
strict liability for technical
noncompliance, while ensuring that the
Federal Government can pursue those
parties engaging in arrangements that
are intentional kickback schemes.
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Further, many requirements of the
final safe harbors and exceptions are
consistent, particularly in the
cybersecurity and electronic health
records areas. In addition, the value-
based terminology that describes the
value-based enterprises and value-based
arrangements that are eligible for
protection under a value-based safe
harbor under the anti-kickback statute
or a value-based exception under the
physician self-referral law are aligned in
nearly all respects, except with respect
to the definition of “value-based
activities” and where slightly different
language was required to integrate the
new rules into the existing regulatory
structures (points of difference are
discussed later in this preamble). As a
practical matter, this means that the
same value-based enterprise or value-
based arrangement can seek protection
under both regulatory schemes,
provided the relevant conditions of a
safe harbor and an exception are
satisfied.

In sum, because of statutory
distinctions, compliance with a value-
based safe harbor may require
satisfaction of conditions additional to,
or different from, those in a
corresponding physician self-referral
law exception. This is by design. We
have endeavored to ensure that an
arrangement that fits in a value-based
safe harbor has a viable pathway for
protection under a physician self-
referral law exception. However, an
arrangement that fits under a physician
self-referral law exception might not fit
in an anti-kickback statute safe harbor or
might not fit unless additional features
are added to the arrangement. That said,
it is the Department’s belief that
compliance with one regulatory
structure should not preclude
compliance with the other.

We disagree that compliance with the
physician self-referral law rebuts any
implication of intent under the Federal
anti-kickback statute. Indeed, it is
possible, depending on the facts and
circumstances, that an arrangement may
comply with an exception to the
physician self-referral law but violate
the Federal anti-kickback statute. The
fact that a party complies with the
requirements of the physician self-
referral law is not evidence that the
party does or does not have the intent
to induce or reward referrals for
purposes of the Federal anti-kickback
statute. Parties may achieve compliance
with an applicable exception to the
physician self-referral law regardless of
the intent of the parties. In addition,
other differences between the physician
self-referral law and Federal anti-
kickback statute could lead to

compliance with the physician self-
referral law but not with the Federal
anti-kickback statute. For example,
parties may conclude that there are no
“referrals,” as that term is defined for
purposes of the physician self-referral
law, but such assessment is
inconclusive with respect to whether
there are referrals, or the requisite intent
to induce or reward referrals, for
purposes of the Federal anti-kickback
statute.

2. Comments Outside the Scope of the
Rulemaking

We received some comments that
were outside the scope of this
rulemaking. In some cases, comments
(e.g., arequest to update the physician
self-referral law’s in-office ancillary
services exception) were outside the
scope of our authority. Other comments
and suggestions were outside the scope
of this rulemaking but could be
considered for future guidance or
rulemaking. For example, some
commenters urged OIG to modify
existing safe harbors or develop entirely
new safe harbors that were not related
to the safe harbors and modifications
proposed in the OIG Proposed Rule
(e.g., an amendment to the referral
services safe harbor, new safe harbors
specific to Indian health care providers,
and a new safe harbor specific to value-
based contracting with manufacturers
for the purchase of pharmaceutical
products). Others requested sub-
regulatory guidance outside the rule,
such as a Frequently Asked Question
feature to respond to specific questions
or common scenarios from stakeholders.
These or other topics that are outside
the scope of this particular rulemaking
are not summarized or discussed in
detail in this final rule.

In the next sections of this preamble,
we summarize each proposal from the
OIG Proposed Rule (full detail of the
proposals can be found at 84 FR 55694);
summarize the final rule, including
significant changes from the proposals;
and respond to public comments.

B. Federal Anti-Kickback Statute Safe
Harbors

1. Value-Based Framework for Value-
Based Arrangements

Summary of OIG Proposed Rule: We
proposed a set of value-based
terminology, detailed in the next
section, to describe the universe of
value-based arrangements that would, as
a threshold matter, be eligible to seek
safe harbor protection under three safe
harbors specific to value-based
arrangements between VBEs and one or
more of their VBE participants or

between or among VBE participants: (i)
The care coordination arrangements to
improve quality, health outcomes, and
efficiency safe harbor at 42 CFR
1001.952(ee), (ii) the value-based
arrangements with substantial downside
financial risk safe harbor at 42 CFR
1001.952(ff), (iii) and the full financial
risk safe harbor at 42 CFR 1001.952(gg)
(collectively referred to as the “value-
based safe harbors”). The value-based
safe harbors would offer greater
flexibilities to parties as they assume
more downside financial risk.

We proposed this tiered structure to
support the transformation of industry
payment systems and in recognition that
arrangements involving higher levels of
downside financial risk for those in a
position to make referrals or order
products or services could curb, at least
to some degree, FFS incentives to order
medically unnecessary or overly costly
items and services.

Summary of Final Rule: We are
finalizing the tiered value-based
framework of three safe harbors that
vary based on risk assumption of the
parties. Modifications to specific value-
based terminology are discussed in the
next section.

Comment: Many commenters
expressed support for our value-based
framework. For example, a commenter
stated that OIG had achieved a proper
balance between flexibility for
beneficial innovation and safeguards to
protect patients and Federal health care
programs against fraud and abuse risks.
Others commended OIG for embracing
the transition from no risk to downside
financial risk as a central component of
the value-based framework. In
particular, commenters supported OIG’s
proposal under the care coordination
arrangements safe harbor to afford
protection to value-based arrangements
in which parties had yet to take on
downside financial risk.

Response: We have finalized the
value-based framework of three safe
harbors, as proposed. We have made
modifications to some of the value-
based terminology as discussed in
Section III.B.2 below. We explain the
specific reasons for the modifications to
the value-based terminology in
responses to comments in section
II1.B.2.

Comment: Several commenters
expressed general support for the
proposed value-based safe harbors,
while also recommending that OIG
proceed with caution. For example, a
payor urged us to maintain in the final
rule the level of rigor reflected in the
proposed value-based safe harbor and
not increase the leniency provided
under the proposed regulations.
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Similarly, a trade association suggested
that OIG take a limited “phased-in”
approach to the safe harbors to facilitate
identification of appropriate patient
protection and program integrity
guardrails. Another commenter
recommended that, at least once every
3 years, OIG assess and report on the
effects of the value-based safe harbors,
e.g., review clinical benefits, analyze
cost savings, and solicit stakeholder
input. A commenter also cautioned that
giving more flexible safe harbor
protection to value-based arrangements
that include greater risk may push
providers into assuming risk before they
are ready to do so.

Response: With this final rule, we
have sought to find the appropriate
balance between the policy goals of the
Regulatory Sprint and the need to
protect both patients and Federal health
care programs. We decline to adopt the
commenters’ specific recommendations
related to a potential phased-in
approach or the regular publication of
related reports, but we note that we may
undertake future reviews of value-based
arrangements in Federal health care
programs as part of our oversight
mission. We have included robust
safeguards in the value-based safe
harbors to address the commenters’
concerns. We note that we are affording
greater flexibilities under the substantial
downside and full financial risk safe
harbors in recognition of parties’
assumption of the requisite level of
downside financial risk. Others who
may not be ready or willing to assume
risk, or who are only ready or willing to
assume risk at a level below that
required by the substantial downside
financial risk or full financial risk safe
harbors, may look to the care
coordination arrangements safe harbor,
which does not require the assumption
of risk, structure arrangements to fit in
another safe harbor that might apply, or
enter into arrangements that are not
protected by a safe harbor, given that
structuring an arrangement to satisfy a
safe harbor is voluntary.

Comment: Other commenters
expressed concerns about potential
fraud and abuse, with several asserting
that the value-based safe harbors would
foster an environment vulnerable to
fraud and anticompetitive effects.
Commenters had varying rationales for
their position, including, for example,
that existing safe harbors would be
sufficient to advance value-based
models; evaluation was warranted
before finalizing these safe harbors; and
the care coordination focus of the value-
based safe harbors would lead to further
industry consolidation. A state health
department broadly asserted that the

proposals lacked sufficient detail and, if
finalized, would pose enforcement
challenges. That commenter requested
that we add more detail in our
rulemaking, rather than through sub-
regulatory guidance, to assist the state
with developing comprehensive policies
to support the rule.

Several radiology trade associations
expressed concern that the safe harbors
omitted the guiding principle of fair
market value and the restriction on
determining the amount or nature of the
remuneration based on the volume or
value of referrals, and consequently, the
value-based arrangements could be
abused or used as a means for referring
providers to pay less for radiology or
imaging services. Generally, these
commenters supported the creation of
value-based safe harbors only to the
extent parties to a value-based
arrangement had assumed significant
downside financial risk. They
recommended that each value-based
safe harbor include provisions
prohibiting referring VBE participants
from underpaying for radiology and
imaging services within a VBE or
otherwise leveraging their ability to
direct referrals.

Response: The commenters raise
important concerns about potential
harms resulting from fraud and abuse;
we considered these harms carefully in
developing the final rule. In response to
comments, throughout this final rule we
have clarified regulatory text to
minimize confusion; offered additional
explanations in preamble to expound
upon OIG’s interpretation of provisions
in the value-based safe harbors; and
provided illustrative examples for the
value-based terminology, which we
believe will aid in both enforcement and
compliance. Parties also may request an
advisory opinion from OIG to determine
whether an arrangement meets the
conditions of a safe harbor or is
otherwise sufficiently low risk under
the Federal anti-kickback statute to
receive prospective immunity from
administrative sanctions by OIG.

This final rule aims to protect value-
based arrangements that enhance
patient care and deliver value, and we
have included safeguards designed to
preclude from protection arrangements
that lead to medically unnecessary care,
might involve coercive marketing, or
limit clinical decision-making. These
safeguards are described in greater
detail below and throughout this
preamble. In addition, certain entities
that present heightened program
integrity risk and are less likely to be at
the front lines of care coordination are
not eligible to rely on the value-based
safe harbors or subject to additional

safeguards. We believe the potential
benefits of the final value-based safe
harbors (e.g., facilitating the transition
to value-based care and encouraging
greater care coordination) outweigh the
potential risks related to fraud and
competition.

The value-based safe harbors, as
finalized, do not include the traditional
fraud and abuse safeguards of fair
market value or a broad prohibition on
taking into account the volume or value
of any referrals. However, we have
included other safeguards in each of the
value-based safe harbors that are
intended to address potential fraud and
abuse risks, e.g., a prohibition on taking
into account the volume or value of
referrals outside the target patient
population, limits on directed referrals,
and others described elsewhere in this
preamble. The risk sharing required by
the substantial downside financial risk
and full financial risk safe harbors
reduces some fraud and abuse concerns
associated with a traditional fee-for-
service payment system. We also
included safeguards specific to the care
coordination arrangements safe harbor,
e.g., a contribution requirement for
recipients, in recognition, in part, of the
fact that this value-based safe harbor
does not require parties to assume
financial risk or meet certain traditional
safeguards, such as a fair market value
requirement. The care coordination
arrangements safe harbor does not
protect monetary payments, including
payments for services such as radiology
or imaging. Nothing in the risk-based
safe harbors prevents parties from
negotiating fair market value
arrangements for services or from using
the personal services and management
contracts and outcomes-based payments
safe harbor at paragraph 1001.952(d),
which includes fair market value
requirements.

While existing safe harbors could
protect many care coordination
arrangements, comments we received in
response to the OIG RFI reflected that
existing safe harbors are insufficient to
protect the range of care coordination
arrangements envisioned by the
Regulatory Sprint. For example, apart
from employment, there is no existing
safe harbor protection for the sharing of
personnel or infrastructure at below-
market-value rates. Thus, the value-
based safe harbors will provide
protection to a broader range of care
coordination arrangements than is
presently available under existing safe
harbors. With respect to the commenter
that suggested evaluation was warranted
prior to implementing the value-based
safe harbors, we solicited feedback on
the anticipated approach for rulemaking
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in the RFI and solicited comments on
specific safe harbors, an exception, and
relevant considerations in the OIG
Proposed Rule. We do not believe
further evaluation is needed to inform
the issuance of this final rule; indeed,
further formal evaluation could delay
regulatory flexibilities designed to
facilitate innovative value-based care
and care coordination arrangements.

With respect to concerns regarding
industry consolidation, it is not the
intent of this final rule to foster industry
consolidation. The rule aims to increase
options for parties to create a range of
care coordination and value-based
arrangements eligible for safe harbor
protection, whether through
employment, ownership, or contracts
among otherwise unaffiliated,
independent entities that wish to
coordinate care. As explained
elsewhere, the definition of a ““value-
based enterprise” is flexible, allowing
for a broad range of participation and
business structures. In addition, “value-
based arrangements” are defined such
that they can be among many
participants or as few as two. The safe
harbors are available to large and small
systems and to rural and urban
providers. We intend for this flexibility
to ensure that smaller providers still
have the opportunity to develop and
enter into care coordination
arrangements.

Comment: Several commenters
highlighted the potential harms the
proposed value-based safe harbors could
pose to patients, e.g., cherry-picking,
provision of medically unnecessary
care, or stinting on care. Commenters
also expressed concern that the safe
harbors could negatively impact patient
freedom of choice or impinge on the
patient-physician relationship. To
address these concerns, commenters
had varying suggestions. For example,
some commenters urged OIG to insert
patient transparency requirements in
the value-based safe harbor that would
mirror similar requirements in the
Medicare Shared Savings Program. One
such commenter stated transparency is
necessary to ensure public confidence
that the benefits of a value-based
arrangement would not be exclusive to
those party to the agreement.

Response: We share the commenters’
interests in protecting patients against
cherry-picking, the provision of
medically unnecessary care, stinting on
care, patient steering, and any
inappropriate infringement on the
patient-doctor relationship.
Accordingly, we have finalized
safeguards in each of the three value-
based safe harbors related to these
issues. We did not propose patient

transparency or notice requirements in
the OIG Proposed Rule for the value-
based safe harbors because we believed
it potentially would impose undue
administrative burden on providers, and
we are not including any such condition
in this final rule.

Comment: We received a number of
comments stating that our approach to
the value-based safe harbors was not
bold enough and would act as a barrier
to advancing the coordination and
management of care. For example, a
commenter stated that the proposals, as
drafted, would not advance care
coordination and better quality
outcomes because the OIG sets too many
limits and boundaries within the value-
based safe harbors. In addition, several
commenters asserted that our
definitions of certain key terms, such as
value-based enterprise and VBE
participant, were overly prescriptive.
Other commenters asserted that our
view of financial risk was too narrow
and failed to recognize, among other
things, that providers are already at
substantial financial risk under existing
financial incentives and penalties
created by payment structures.

Response: We disagree with those
commenters who stated that our
definitions are too narrow or
prescriptive and that the proposed
value-based safe harbors are not bold
enough because they would impose
limits on the types of arrangements that
are protected.

As discussed in section III.B.2, we
have defined the value-based
terminology to allow for a wide range of
individuals and entities to participate in
value-based arrangements. The value-
based safe harbors do not attempt to
cover the entire universe of potentially
beneficial arrangements, nor the entire
universe of what may constitute risk.
Indeed, we acknowledged in the OIG
Proposed Rule, and confirm here, that
we understood that participants in
value-based arrangements might assume
certain types of risk other than
downside financial risk for items and
services furnished to a target patient
population (e.g., upside risk, clinical
risk, operational risk, contractual risk,
or investment risk).12 We continue to
believe our focus on downside financial
risk is warranted because the
assumption of downside financial risk
incentivizes those making the referral
and ordering decisions to control costs
and deliver efficient care in a way the
other types of risk may not.

Further, the care coordination
arrangements safe harbor requires no
assumption of downside risk by parties

1284 FR 55699 (Oct. 17, 2019).

to a value-based arrangement.
Accordingly, parties that do not meet
the definition of taking on ‘‘substantial
downside financial risk” or “full
financial risk” may seek protection for
certain value-based arrangements under
the care coordination arrangements safe
harbor. They may also look to the new
safe harbor protection for outcomes-
based payments at paragraph
1001.952(d)(2).

We have included parameters in the
value-based safe harbors to protect
against risks of fraud and abuse, such as
overutilization, inappropriate patient
steering, or stinting on care. Nothing in
the rulemaking changes the premise of
safe harbors themselves: They offer
protection to certain arrangements that
meet safe harbor conditions, but they do
not purport to define all lawful
arrangements. Parties with arrangements
that do not fit in a value-based safe
harbor may look to other safe harbors or
the language of the statute itself. Parties
also may request an advisory opinion
from OIG to determine whether an
arrangement meets the conditions of a
safe harbor or is otherwise sufficiently
low risk under the Federal anti-kickback
statute to receive prospective immunity
from administrative sanctions by OIG.

Comment: Multiple commenters
recommended that, in lieu of a tiered
approach to the value-based framework
(i.e., three value-based safe harbors,
based upon the level of risk assumed by
parties), OIG should create a single
value-based arrangements safe harbor.
The commenters asserted that such an
approach would reduce the complexity
of the value-based safe harbors.

Response: We appreciate the
commenters’ suggestion regarding ways
to reduce complexity; however, we
disagree with the commenters’
recommendations to develop a single
value-based arrangements safe harbor.
The tiered approach we are finalizing in
this rule supports the policy goals of the
Regulatory Sprint regarding the
transformation to value and offers
parties flexibility to undertake
arrangements that suit their needs. We
do not believe that a one-size-fits-all
approach would be feasible or effective
to promote the transformation to value
because we recognize there are many
dimensions of value in health care that
may look different for various
stakeholders. To support the
transformation to value, reflect that
program integrity vulnerabilities change
as parties assume more risk, and prevent
unscrupulous behavior, we have
adopted a tiered approach where the
safeguards included in each of the
value-based safe harbors are tailored
according to, among other things, the
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degree of downside financial risk
assumed by the parties.

Comment: In response to our
solicitation of comments on whether to
define the term “‘value,” we received
varying comments. Some commenters
supported our proposal to use the term
in a non-technical way, with one
asserting the term ““value” is not a one-
size-fits-all term of art. Others suggested
that we reference—in the final
definitions or otherwise—financial
arrangements under advanced
alternative payment models (APMs) to
make clear that value-based
arrangements in CMS-sponsored
programs would receive protection
under the value-based safe harbors.

Response: We agree with those
commenters that noted that “value” is
not a one-size-fits all term. We decline
to use or define the term ‘“value” for the
purposes of these safe harbors because
we believe industry stakeholders and
those participating in value-based
arrangements potentially protected by
these safe harbors are best-positioned to
determine value. Notably, however, we
define other terms critical to the value-
based safe harbors, including “value-
based purpose,” “value-based activity,”
and ‘“value-based arrangement.” These
defined terms adequately capture the
concept of value without prescriptively
defining “value,” which could inhibit
flexibility and innovation. We also are
not adopting the commenters’
suggestion to define any term by
referencing financial arrangements
under advanced APMs. Financial
arrangements under CMS-sponsored
APMs may satisfy the definition of
“value-based arrangement” and may
serve as one of many sources for
considering value in the delivery of
care. In addition, organizations already
participating in CMS-sponsored models
may wish to look to the new safe harbor
for those models at paragraph
1001.952(ii).

Comment: Several commenters
requested that we offer additional
clarity on key terms and concepts used
throughout the value-based framework.
For example, some commenters
encouraged OIG to issue sub-regulatory
guidance with respect to the value-
based safe harbors, while others
requested specific examples of the types
of value-based arrangements that could
be protected. Another commenter
suggested that, in order to avoid
confusion, OIG more closely align its
value-based safe harbors with the
requirements in the Medicare Shared
Savings Program fraud and abuse
waivers (e.g., governing body approval
of protected arrangements). Collectively,
these commenters expressed concern

that without further guidance from OIG,
individuals and entities would remain
too risk-averse to leverage the new safe
harbors for value-based arrangements or
would incur significant time and
expense in creating a value-based
enterprise that might not meet the
required standards.

Response: Based on these comments,
throughout this final rule, we have
endeavored to provide additional clarity
and examples of key terms and
concepts. Parties also may use OIG’s
advisory opinion process to obtain a
legal opinion on the application of
OIG’s fraud and abuse authorities to a
particular arrangement. Regarding the
request for greater alignment with the
Medicare Shared Savings Program, we
note that we drew from our experience
with the waivers issued for the
Medicare Shared Savings Program in
drafting the value-based safe harbors,
but we do not believe alignment with
the waiver conditions would be
appropriate for a number of reasons.
First, CMS provides programmatic
oversight of the Medicare Shared
Savings Program that it would not
provide to all value-based enterprises
under this final rule. In addition, the
waivers apply to certain remuneration
related to one type of alternative
payment model, whereas the safe
harbors finalized in this final rule apply
to a broader range of arrangements
focused on value-based care. Finally, as
discussed in more detail below, all
individuals and entities can be VBE
participants, whereas participation in
the Medicare Shared Savings Program is
more limited. Parties participating in
CMS-sponsored models may wish to
look at the new safe harbor for those
models at paragraph 1001.952(ii), which
is closely aligned with model
requirements and takes into account
CMS’s oversight of those models and the
Medicare Shared Savings Program.

Comment: Multiple commenters
requested that OIG speak to the
intersection of the proposed value-based
safe-harbors with existing: (i) Financial
arrangements that may not meet the four
corners of the value-based safe harbors,
despite otherwise being similar in
concept; (ii) safe harbors; and (iii) state
law and corporate practice of medicine
requirements.

Response: By promulgating value-
based safe harbors, we are not opining,
directly or indirectly, on the legality of
existing financial arrangements that may
be similar in concept to value-based
arrangements that may be protected
under the new value-based safe harbors.
Arrangements that do not meet all
conditions of an applicable safe harbor
are not protected by that safe harbor.

Whether such an arrangement violates
the Federal anti-kickback statute is a
fact-specific inquiry. In addition, and as
stated in the OIG Proposed Rule, parties
to value-based arrangements may
choose whether to protect such
arrangements under existing safe
harbors or under the new value-based
safe harbors finalized in this final rule.

We have attempted to create
significant flexibility under the Federal
anti-kickback statute while recognizing
that parties still must comply with
applicable State laws. Nothing in these
safe harbors preempts any applicable
State law (unless such State law
incorporates the Federal law by
reference).

Comment: We received several
comments that touched upon the
applicability of the value-based safe
harbors to commercial arrangements.
For example, at least two commenters
expressed support for extending the
value-based safe harbor protections to
participants in arrangements involving
only commercial payor patients.
Another commenter strongly
recommended that OIG clarify in the
final rule that the Federal anti-kickback
statute is not implicated if a financial
arrangement is strictly limited to
commercial payor patients.

Response: Generally speaking, the
Federal anti-kickback statute is not
implicated for financial arrangements
limited solely to patients who are not
Federal health care program
beneficiaries. However, to the extent the
offer of remuneration pursuant to an
arrangement involving only non-Federal
health care program beneficiaries is
intended to pull through referrals of
Federal health care program
beneficiaries or business, the Federal
anti-kickback statute would be
implicated and potentially violated.
While nothing in the value-based safe
harbors precludes financial
arrangements limited solely to patients
who are not Federal health care program
beneficiaries, the parties would need to
meet all requirements of the applicable
value-based safe harbor, and a pull-
through arrangement would not meet
the requirement, in each value-based
safe harbor found at (ee), (ff), and (gg),
that the offeror of remuneration does not
take into account the volume or value
of, or condition the remuneration of
referrals of, patients who are not part of
the target patient population, or
business not covered under the value-
based arrangement.

Comment: A commenter
recommended that OIG apply the value-
based safe harbors retrospectively.

Response: As stated in the OIG
Proposed Rule, the value-based safe
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harbors will be prospective only and
will be effective as of 60 days from the
date this rule is published in the
Federal Register. It is neither feasible
nor desirable to confer safe harbor
protection retrospectively under a
criminal statute. Conduct is evaluated
under the statute and regulations in
place at the time of the conduct.

Comment: A commenter supported
OIG addressing value-based contracting
and outcomes-based contracting for the
purchase of pharmaceutical products in
future rulemaking, including rules
around medication adherence. Another
commenter urged OIG to promulgate a
safe harbor in this final rule specific to
value-based arrangements with
manufacturers for the purchase of
pharmaceutical products (as well as
medical devices and related services).

Response: We did not propose, and
thus are not finalizing, a safe harbor
specifically for value-based
arrangements with manufacturers for
the purchase of their products. We may
consider this topic, along with value-
based contracting and outcomes-based
contracting, for future rulemaking.

Comment: Separate and apart from
outcomes-based contracting, a handful
of commenters requested that we create
new safe harbors or issue certain
guidance. For example, a hospital
association urged us to create a safe
harbor to facilitate non-CMS advanced
payment models. Another commenter
suggested we issue guidance affording
parties additional regulatory flexibility
to the extent their financial
arrangements are consistent with the
goals of the value-based safe harbors but
do not otherwise satisfy all conditions.

Response: We did not propose and are
not finalizing a safe harbor specific to
non-CMS advanced payment models.
However, we refer the commenter to our
substantial downside financial risk safe
harbor at paragraph 1001.952(ff), as
remuneration exchanged by the parties
to the advanced payment model
arrangement may be eligible for
protection under that safe harbor.

We likewise are not issuing guidance
to provide parties with additional
regulatory flexibility to protect financial
arrangements that are consistent with
the goals of, but do not meet the
requirements of, a value-based safe
harbor. An arrangement must meet all
conditions of the applicable value-based
safe harbor for remuneration exchanged
pursuant to the arrangement to receive
protection.

Comment: A commenter asserted that
the value-based safe harbors do not
satisfy the requirements set forth in
section 1128D of the Act for the
promulgation of new safe harbors.

Specifically, the commenter asserted
that the value-based safe harbors do not
specify payment practices that are
protected under the Federal anti-
kickback statute, as required by section
1128D, because they only outline a set
of general principles.

Response: We disagree with the
commenter. Section 1128D of the Act
requires the Secretary to publish a
notice soliciting proposals for, among
other things, additional safe harbors
specifying payment practices that shall
not be treated as a criminal offense
under section 1128B(b) and shall not
serve as the basis for an exclusion under
section 1128(b)(7) and to publish
proposed additional safe harbors, if
appropriate, after considering such
proposals. Consistent with that
authority, the value-based safe harbors
specify payment practices that will be
protected if they meet a series of
specific, enumerated requirements.
Although a value-based safe harbor may
protect remuneration exchanged
pursuant to a diverse universe of value-
based arrangements, all value-based
arrangements within that universe share
the features required by the applicable
safe harbor.

For example, the payment practice
specified in the care coordination
arrangements safe harbor is the
exchange of in-kind remuneration
pursuant to value-based arrangement,
where, among several other
requirements, the parties establish
legitimate outcome measures to advance
the coordination and management of
care for the target patient population;
the arrangement is commercially
reasonable; and the recipient
contributes at least 15 percent of either
the offeror’s cost or the fair market value
of the remuneration. If an arrangement
fails to meet any one of the safe harbor’s
requirements, it cannot receive
protection under the safe harbor. This
approach is consistent with the
approach taken in other safe harbors
that are not specific as to the type of
arrangement. For example, the personal
services and management contracts safe
harbor protects any payments from a
principal to an agent, as long as a series
of standards are met.

Comment: Numerous commenters
requested that OIG and CMS seek
greater alignment across their respective
value-based rules. According to some of
these commenters, further alignment
would reduce administrative burden,
confusion, and regulatory uncertainty.
Commenters were generally in favor of
OIG revising its proposed value-based
safe harbors to more closely parallel
CMS'’s proposed value-based exceptions
to the physician self-referral law.

Commenters suggested that CMS’s
proposed value-based exceptions would
protect a broader universe of beneficial
innovative arrangements, without
greater fraud and abuse risk.
Accordingly, commenters urged OIG to
create a safe harbor for any value-based
arrangement that otherwise met a
physician self-referral law exception or,
alternatively, state that compliance with
the physician self-referral law would
rebut any implication of intent under
the Federal anti-kickback statute.
Commenters also advocated that OIG
adopt certain CMS proposed definitions,
e.g., CMS’s “volume or value”
definition.

Response: As explained in more detail
in section III.A.1 of this preamble, we
are mindful of reducing burden on
providers and other industry
stakeholders, and we have sought to
align value-based terminology and safe
harbor conditions with those being
adopted by CMS as part of the
Regulatory Sprint wherever possible.
However, complete alignment is not
feasible because of fundamental
differences in statutory structures and
penalties across the two laws, as well as
differences in how anti-kickback statute
safe harbors and physician self-referral
law exceptions operate. For example,
the physician self-referral law applies to
referrals by physicians for specified
designated health services, whereas the
anti-kickback statute applies to referrals
by anyone of any Federal health care
program business. Fitting in an
exception to the physician self-referral
law is mandatory, whereas using safe
harbors is voluntary. In designing our
safe harbors, we have included
conditions designed to ensure that
protected arrangements are not
disguised kickback schemes, and we
recognize that, for purposes of those
arrangements that implicate both the
physician self-referral law and the
Federal anti-kickback statute, the value-
based safe harbors may therefore protect
a narrower universe of arrangements
than CMS’s exceptions.

We do not agree as a matter of law
that compliance with the physician self-
referral law would rebut any
implication of intent under the Federal
anti-kickback statute. We did not
propose to, and do not, adopt CMS’s
proposed interpretation of the term
“takes into account the volume or value
of referrals or other business generated.”
We have aligned terminology used in
the value-based framework and set forth
at paragraph 1001.952(ee) in our rule, as
described below.

2. Value-Based Terminology (42 CFR
1001.952(ee))
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We proposed to define at paragraph
1001.952(ee)(12) the following terms:
“value-based enterprise” (“VBE”),
“value-based arrangement,” ““target
patient population,” “value-based
activity,” “VBE participant,” “value-
based purpose,” and “coordination and
management of patient care.” We
summarize the proposal for each of
these definitions and the final rule in
turn below. These definitions are now
located at paragraph 1001.952(ee)(14) of
the final rule and cross-referenced in the
safe harbors at paragraphs 1001.952(ff),
(gg), and (hh). In this final rule, we have
added definitions at paragraph
1001.952(ee)(14) for the following terms
that are used in connection with
determining eligibility of certain types
of entities to use the safe harbors at
paragraphs 1001.952(d)(2), (ee), (ff), (gg),
and (hh): “limited technology
participant,” “digital health
technology,” and “manufacturer of a
device or medical supply.” These
definitions are discussed in section
II.B.2.e.

a. Value-Based Enterprise (VBE)

Summary of OIG Proposed Rule: We
proposed to define the term “value-
based enterprise” or “VBE” as two or
more VBE participants: (i) Collaborating
to achieve at least one value-based
purpose; (ii) 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; (iii) that have an accountable
body or person responsible for financial
and operational oversight of the value-
based enterprise; and (iv) that have a
governing document that describes the
value-based enterprise and how the VBE
participants intend to achieve its value-
based purpose(s).

Summary of Final Rule: We are
finalizing, with modification, the
definition of “‘value-based enterprise.”

i. General

Comment: Multiple commenters
supported the definition of “value-based
enterprise,” as proposed, and the
flexibility the definition offers. A
commenter appeared to ask OIG to
revise the definitions of “value-based
enterprise,” “value-based arrangement,”
and “value-based activity” so that they
do not incorporate and rely on other
defined terms. Another commenter
suggested a broader definition of “VBE”
that would allow affiliates of a VBE to
participate within the VBE without
becoming VBE participants.

Response: The definition of “value-
based enterprise” is intended to be
broad and flexible to encompass a wide
range of VBEs, from smaller VBEs

comprised of only two or three parties
to large VBEs, such as entities that
function similar to ACOs. We decline to
expand the definition further to allow
affiliates of VBE participants to
participate in a VBE without becoming
VBE participants. We designed the
value-based framework, including the
requirement for parties to be either a
VBE or a VBE participant, to ensure the
remuneration that the safe harbors
protect is exchanged pursuant to a
value-based arrangement where all
parties are striving to achieve value-
based purposes. VBE participants can
continue to enter into arrangements
with affiliates and other non-VBE
participants and may look to other
available safe harbors for potential
protection for those arrangements.

We also decline to revise the
definitions of “value-based enterprise,”
“value-based arrangement,” and “‘value-
based activity” to omit references to
other defined terms. The value-based
terminology we are finalizing works in
concert to explain the universe of value-
based arrangements under which the
exchange of remuneration may receive
safe harbor protection. For example,
because the terms “VBE participant,”
“value-based purpose,” and “value-
based arrangement” are fundamental to
the definition of “value-based
enterprise,” we are finalizing a
definition of “value-based enterprise”
that references those terms.

Comment: A commenter asked
whether parties could prove
collaboration to achieve one or more
value-based purposes by measuring the
amount of time a VBE participant has
been taking part in a value-based
activity.

Response: To accommodate a broad
range of VBEs, from small to large, this
final rule does not prescribe how VBE
participants prove that they are
collaborating to achieve at least one
value-based purpose, as required by the
definition of “value-based enterprise”; it
is incumbent on the VBE participants to
demonstrate that they are meeting this
requirement. For example, time spent
on value-based activities, records of
collaboration between parties, and
participation in applicable meetings,
could all be relevant factors, depending
on the unique nature and circumstance
of the VBE and the arrangements among
the VBE participants.

Comment: A commenter expressed
concern that the costs of forming a VBE
could be prohibitive for small and rural
providers and providers serving
underserved populations, and it
appeared to ask OIG to create an online
portal that parties could use to create
VBEs. Another commenter asked OIG to

state expressly that a VBE may add
individual physicians and other
clinicians as VBE participants on an
ongoing basis and still meet the
definition of “VBE.”

Response: The definition of “VBE” is
intended to be both broad and flexible
to accommodate providers, suppliers,
and other entities of varying sizes and
financial means seeking to participate in
value-based arrangements. The
definition, as finalized, will allow small
and rural providers and providers
serving underserved populations to
form VBEs that correspond in scope and
design with the VBE participants’
resources. For example, we anticipate
that parties could form a VBE with a
single value-based arrangement, and a
VBE could be comprised of only two
VBE participants. We did not propose to
create an online portal for the creation
of VBEs, and we are therefore not
establishing an online portal in this
final rule. We also confirm that VBE
participants may join and leave a VBE
throughout the existence of the VBE, but
we note that a VBE always must have
two or more VBE participants to meet
the definition of “value-based
enterprise.”

Comment: A commenter
recommended that we require a value-
based enterprise to utilize electronic
health records so that each entity
participating in the value-based
enterprise has a strong data platform to
track and evaluate the VBE’s inputs and
outcomes. According to the commenter,
data from the EHR systems is critical to
care delivery and care coordination.

Response: We agree that EHR systems
can help individuals and entities within
the VBE facilitate the coordination and
management of care but did not propose
to require, and thus are not requiring,
VBEs or VBE participants to use them.
Moreover, we intend for entities of
varying sizes and with different levels of
funding and access to technology to be
able to utilize the value-based safe
harbors. While we continue to support
the Department’s goal of continued
adoption and use of interoperable EHR
technology that benefits patient care, we
are concerned that requiring utilization
of EHR may unduly limit the ability of
some entities to form a VBE. Donations
of EHR by VBEs to VBE participants can
be protected by the value-based safe
harbors if all conditions are met.
Alternatively, VBE and VBE participants
may use the EHR safe harbor that this
final rule makes permanent.

Comment: Commenters asked how the
definition of “value-based enterprise”
would apply to integrated delivery
systems, with a commenter specifically
inquiring as to how entities within a
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larger integrated delivery system that
enter into arrangements with a payor for
shared savings and losses could
subsequently share such savings or
losses with downstream contracted or
employed physicians. The commenter
asked whether each party offering or
receiving remuneration would be
required to be a party to an agreement
with the payor or if separate agreements
between the downstream entities would
suffice. Another commenter asked OIG
to confirm whether an already existing
integrated delivery system, ACO, or
similar entity could meet the
requirements of a VBE or whether that
entity must establish a new value-based
enterprise to use the value-based safe
harbors. A commenter asserted that the
value-based definitions and safe harbors
should include integrated delivery
systems, accountable care, team-based
care, coordinated care (including for
dual eligible beneficiaries), bundled
payments, payments linked to quality or
outcomes, Medicaid waiver programs,
and Medicare managed care, value-
based, or delivery system reform
directed payments. A commenter
recommended that the final rule deem
an existing ACO to be compliant with
the requirements of an applicable safe
harbor to help retain ACOs as a central
organizational structure, reduce
regulatory burden, reduce risk of
whistleblower or regulatory challenges,
and minimize the need for creation of
arrangements outside the ACOs. For
each value-based safe harbor the
commenter made specific suggestions:
That OIG deem ACO outcome measures
to meet the outcome measures
requirement for care coordination
arrangements; and for the substantial
downside financial risk and full
financial risk safe harbors, that all safe
harbor conditions would be deemed met
if the requisite level of downside
financial risk were present.

Response: The final rule, including
the value-based terminology, value-
based safe harbors, and other safe
harbors we are finalizing, offers several
potential pathways for protection for the
types of arrangements noted by the
commenters, provided all applicable
definitions and safe harbor conditions
are satisfied. An existing integrated
delivery system, ACO, or comparable
entity could potentially qualify as a
“value-based enterprise” and meet all of
the requirements of the definition to use
the value-based safe harbors we are
finalizing. Arrangements for shared
savings or losses and certain bundled
payments could be protected under the
substantial downside and full financial
risk safe harbors, which protect in-kind

and monetary remuneration exchanged
between a VBE and a VBE participant.
Under these safe harbors, a hospital that
is a VBE participant could enter into a
value-based arrangement with a VBE,
pursuant to which the VBE shares
savings or losses with the hospital VBE
participant. However, this arrangement
could not be protected under the care
coordination arrangements safe harbor,
which does not protect the exchange of
monetary remuneration. Monetary
remuneration, including payments
linked to outcomes, could qualify for
protection under the safe harbor for
personal services and management
contracts and outcomes-based payments
at paragraph 1001.952(d)(2). Neither the
substantial downside financial risk safe
harbor nor the full financial risk safe
harbor protects the exchange of
remuneration between entities
downstream of the VBE (i.e., between
VBE participants, a VBE participant and
a downstream contractor, or
downstream contractors). Apart from
the value-based safe harbors, some
managed care arrangements could be
structured to fit in the existing managed
care safe harbors at paragraphs
1001.952(t) and 1001.952(u). ACOs and
others in CMS-sponsored models could
use the new safe harbor at paragraph
1001.952(ii).

We did not propose and are not
adopting a deeming provision for ACOs,
as recommended by the commenter.
Under the final value-based safe
harbors, ACOs would need to meet all
applicable safe harbor conditions. We
have designed the value-based
terminology and safe harbors to be
flexible to accommodate a range of VBE
types, structures, and arrangements,
including ACOs. Moreover, when
participating in a CMS-sponsored
model, an ACO might rely on an
existing fraud and abuse waiver or the
new safe harbor for CMS-sponsored
models at paragraph 1001.952(ii), rather
than a value-based safe harbor.

To the commenter’s question
regarding separate agreements, although
the substantial downside financial risk
and full financial risk safe harbors
would not protect any shared savings or
losses (or other remuneration) between
the hospital VBE participant and its
downstream employed or contracted
physicians, the VBE could enter into
value-based arrangements directly with
physicians who are VBE participants in
order to share savings or losses with the
physicians. We note, however, that,
consistent with all other safe harbors,
compliance with the value-based safe
harbors is not compulsory. Parties may
enter into lawful arrangements for
value-based care that do not meet a safe

harbor. Other safe harbors may be
relevant to protect remuneration
exchanged in a value-based
arrangement, such as the personal
services and management contracts safe
harbor or a managed care safe harbor,
depending on the circumstances. The
OIG advisory opinion process also
remains available.

Comment: A commenter asked
whether VBEs must undergo a formal
process to receive protection under the
new safe harbors.

Response: All safe harbors to the
Federal anti-kickback statute, including
the new safe harbors we are finalizing
in this final rule, are voluntary, and
parties do not need to undergo any
process or receive any affirmation from
the Federal Government in order to
receive protection. We note that
qualifying as a value-based enterprise is
not sufficient to obtain protection under
the value-based safe harbors. To be
protected, the remuneration exchanged
between or among parties to the VBE
must squarely meet all conditions of an
available safe harbor. Parties that wish
for OIG to opine on whether an
arrangement satisfies the criteria of a
safe harbor may submit an advisory
opinion request.

Comment: A commenter stated that an
entity that qualifies as a VBE should be
deemed to meet the Federal Trade
Commission (FTC) and Department of
Justice (DOJ) requirements for clinical
integration.

Response: Whether a value-based
enterprise meets the FTC and DOJ
requirements for clinical integration is
outside the scope of this rulemaking and
thus the issue raised by the commenter
is not addressed in this rule.

Comment: Several commenters asked
OIG to include references to free clinics,
charitable clinics, and charitable
pharmacies in the definition of “value-
based enterprise,” stating that hospitals
otherwise will remain risk averse to
establishing or continuing partnerships
with such entities. Another commenter
asked OIG to confirm that the terms
“value-based enterprise,” “value-based
arrangement,” and ‘“value-based
activity” apply exclusively to the new
safe harbors and not in other contexts,
such as state Medicaid programs, to
ensure the new value-based terminology
does not disrupt the administration of
existing value-based arrangements.

Response: We do not believe it is
necessary to include references to any
specific entities in the definition of
“value-based enterprise.” While the
commenter requested that we reference
these entities in the definition of “VBE,”
we note that under this final rule all
individuals and entities are eligible to
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be VBE participants (other than a
patient acting in their capacity as a
patient). The definitions we are
finalizing for the value-based
terminology, including the terms
“value-based enterprise,” “‘value-based
arrangement,” and ‘“value-based
activity,” do not apply outside of the
safe harbors being finalized in this rule.
Given OIG’s limited authority in the
context of this rulemaking, we do not
purport to define these terms for other
purposes, including for State Medicaid
programs; however, the safe harbors
could protect remuneration resulting
from value-based arrangements
involving Medicaid beneficiaries (to the
extent that all applicable safe harbor
conditions are satisfied). CMS is using
the same terminology for its new value-
based exceptions under the physician
self-referral law.

Comment: A commenter asserted that
the proposed definitions of “value-
based enterprise,” “value-based
arrangement,” “value-based activity,”
and “VBE participant” apply only to the
care coordination arrangements safe
harbor and not to the substantial
downside financial risk safe harbor or
the full financial risk safe harbor.

Response: The commenter’s apparent
confusion arises from the language in
proposed paragraph 1001.952(ee) that
states, “[flor purposes of this paragraph
(ee), the following definitions apply.”
Notwithstanding this language, the
substantial downside financial risk safe
harbor and the full financial risk safe
harbor expressly incorporate the
definitions of “value-based enterprise,”
“value-based arrangement,” “value-
based activity,” and “VBE participant”
set forth in paragraph 1001.952(ee).

Comment: While supporting the
proposed definition of “‘value-based
enterprise,” several commenters
requested that OIG and CMS align any
modifications to the final definition of
“VBE.” According to the commenter,
identical definitions would allow
stakeholders to place more focus on the
delivery of value-based care because
they would not need to navigate
different legal frameworks under the
Federal anti-kickback statute and the
physician self-referral law.

Response: We are finalizing a
definition of “value-based enterprise”
that remains aligned with the definition
finalized by CMS.

Comment: Some commenters asserted
that Indian health programs should be
deemed to meet the definition of “value-
based enterprise” even if they do not
meet each requirement of the definition
because Tribes, as sovereign
governments, do not enter into
agreements in which another entity has

governing authority or control over any
part of the Tribe. In addition, they
explained that Indian health programs
have several features of the proposed
definition (e.g., Indian health programs
are held accountable by the governing
body of the Tribe or the United States
Congress, in the case of IHS-run
programs). Such commenters asserted
that requiring Indian health programs to
meet any additional requirements
would exclude or unnecessarily burden
those programs.

Similarly, several commenters
requested that OIG address whether
Indian health programs could be a VBE
participant and recommended that the
definition expressly state that Indian
health programs may be VBE
participants. Another commenter
expressed concern that Indian health
programs may not meet the proposed
definition of VBE participant because
Tribes are sovereign nations that will
not enter into agreements with another
entity with authority over the Tribe.

Response: Indian health programs, as
well as other individuals and entities,
may themselves constitute VBEs or may
form VBEs if they meet all requirements
in the definition of such term. We are
not promulgating any exceptions to the
requirement that parties form a VBE in
order to use one of the value-based safe
harbors or the patient engagement and
support safe harbor because we believe
the definition of “value-based
enterprise” is sufficiently broad and
flexible to allow Indian health programs
to qualify as or form VBEs.

In addition, under our revised
definition of a “VBE participant,” all
types of entities can be VBE
participants, including Indian health
programs and Indian health care
providers that engage in at least one
value-based activity as part of a VBE.

ii. Accountable Body

Comment: Multiple commenters
supported the proposed requirement
that a VBE have an accountable body
that is responsible for financial and
operational oversight of the VBE, while
some expressed concerns regarding the
requirement. For example, some
commenters asserted that parties would
incur significant legal expenses to create
an accountable body, which could
discourage participation in VBEs, and
questioned whether small or rural
practices have the resources necessary
to implement an accountable body. A
commenter suggested OIG exempt
smaller VBEs from the requirement to
have an accountable body, particularly
where the VBE is comprised only of
individuals or small physician
practices. Another noted that the

requirement to have an accountable
body could create tension between VBE
participants when determining who will
assume such role.

Response: We do not believe the
requirement for a VBE to have an
accountable body or responsible person
places an undue financial or
administrative burden on VBEs or VBE
participants, particularly because the
definition of “‘value-based enterprise”
affords parties the flexibility to create
VBEs and accountable bodies that range
in scope and complexity. We are not
exempting small or other VBEs from the
requirement to have an accountable
body or responsible person. We do not
expect that small VBEs would have the
same resources as larger VBEs for this
function or would structure the function
in the same way. A VBE should have an
accountable body or responsible person
that is appropriate for its size and
resource and is capable of carrying out
the associated responsibilities. Any
potential for conflict among VBE
participants is a matter for the parties to
address in their private contractual or
other arrangements and does not
warrant an exception to the accountable
body requirement, which serves an
important oversight and accountability
function in the VBE.

Comment: Commenters generally
supported the flexibility for parties to
tailor the accountable body to the
complexity and sophistication of the
VBE. Multiple commenters requested
additional clarification on the nature
and composition of the accountable
body, including how and by whom the
accountable body would be organized
and whether the accountable body must
be comprised of at least one
representative from each VBE
participant.

A commenter asked OIG to clarify
whether ACOs that already have
governing bodies in place need to
establish an additional accountable
body or responsible person to meet the
definition of “VBE.” Another
commenter asked whether the safe
harbor conditions applicable to
accountable bodies are at least as
rigorous as the conditions applicable to
governing bodies in the fraud and abuse
waivers issued for purposes of the
Medicare Shared Savings Program.

Response: We are not prescribing how
VBE participants or VBEs form or
otherwise designate an accountable
body or responsible person in order to
give parties flexibility to do so in a
manner conducive to the scope and
objectives of the VBE and its resources.
For instance, a representative from each
VBE participant in a VBE could, but is
not required to, be part of the VBE’s
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accountable body. Where parties already
have a governing body that constitutes
an accountable body or responsible
person, such parties are not required to
form a new accountable body or
designate a responsible person for
purposes of creating a VBE. While the
requirements for the accountable body
or responsible person are not as
stringent as the requirements for an
ACO'’s governing body in the fraud and
abuse waivers issued for purposes of the
Medicare Shared Savings Program, we
have concluded that the safe harbor
requirements for the accountable body
strike the right balance between
allowing for needed flexibility for
parties wanting to form and operate
VBEs and providing for appropriate VBE
oversight and accountability.

Comment: Multiple commenters
supported a range of additional
requirements for VBE participants
related to the accountable body,
including requirements to: (i) Recognize
the oversight role of the accountable
body affirmatively; (ii) agree in writing
to cooperate with the accountable
body’s oversight efforts; and (iii) report
data to the accountable body to enable
it to access and verify VBE participant
data related to performance under
value-based arrangements. Another
commenter opposed additional
requirements on VBE participants,
stating that they would be unnecessary
formalities that would constrain use of
the value-based safe harbors for existing
arrangements that might otherwise meet
a value-based safe harbor’s terms. Other
commenters also asked what, if any,
oversight OIG would expect from VBE
participants, themselves, in addition to
the oversight conducted by the
accountable body.

Response: It is important for the
parties to a value-based arrangement to
support and cooperate with the
accountable body or responsible person.
However, we are not finalizing
requirements for VBE participants to
recognize affirmatively the oversight
role of the accountable body, agree in
writing to cooperate with its oversight
efforts, or report data. On balance, such
requirements would introduce a level of
unnecessary administrative detail and
impose unnecessary administrative
burden on many VBEs, particularly
small or rural entities. Parties can
themselves establish mechanisms to
ensure the ability of the accountable
body or responsible person to fulfill its
obligations through, by way of example
only, a term in arrangements between
the VBE and its VBE participants that
requires VBE participants to cooperate
with the accountable body or
responsible person’s oversight efforts.

Whether VBE participants must
conduct additional oversight depends
on the applicable safe harbor. Parties
relying on safe harbor protection may
want to ensure all applicable safe harbor
requirements, including those related to
oversight, are met because failure to
satisfy these requirements would result
in the loss of safe harbor protection for
the remuneration at issue.
Notwithstanding this fact, where a VBE
participant or VBE has done everything
that it reasonably could to comply with
the safe harbor requirements applicable
to that party but the remuneration
exchanged loses safe harbor protection
as a result of another party’s
noncompliance, the compliant party’s
efforts to take all reasonable steps would
be relevant in a determination of
whether such party had the requisite
intent to violate the Federal anti-
kickback statute.

Comment: We received support for,
and opposition to, a requirement for the
accountable body to have more specific
responsibilities for overseeing certain
aspects of the VBE, including utilization
of items and services; cost; quality of
care; patient experience; adoption of
technology; and quality, integrity,
privacy, and accuracy of data related to
each value-based arrangement.
However, several commenters cautioned
against overly prescriptive oversight
obligations, with many commenters
noting that the appropriate scope,
methodology, and risk areas for
monitoring and oversight will vary
significantly based on the activities an
entity is undertaking. According to
several commenters, the program
integrity benefits of any additional
requirements on the accountable body
would be outweighed by increased
administrative burden.

Response: We are not requiring more
specific oversight responsibilities for the
accountable body. The type of data the
accountable body should monitor and
assess could vary by VBE and by value-
based arrangement, and therefore we are
not imposing more prescriptive
requirements on the accountable body
with respect to its oversight
responsibilities. However, in the full
financial risk safe harbor, we are
finalizing a requirement that the VBE
provide or arrange for a quality
assurance program for services
furnished to the target patient
population that protects against
underutilization and assesses the
quality of care furnished to the target
patient population.

Comment: Multiple commenters
supported a requirement for VBEs to
institute a compliance program to
facilitate the accountable body’s or

responsible person’s obligation to
identify program integrity issues, with
some also favoring requirements for
periodic review of patient medical
records to ensure compliance with
clinical standards or for the designation
of a compliance officer to oversee the
VBE and its value-based arrangements.
One commenter recommended that VBE
participants agree to a code of ethics
related to compliance oversight.

In contrast, multiple commenters
opposed a requirement for the VBE to
have a compliance program. Some
asserted it would create an additional
burden on VBEs without substantially
reducing the risk of fraud and abuse.
Commenters expressed concern that a
compliance program requirement could
result in inconsistent policies or
duplicative administrative obligations if
VBE participants already have
compliance programs in place. Another
commenter stated that such a
requirement is unnecessary because
VBEs are independently at risk for safe
harbor compliance. A commenter
recommended that, if OIG requires a
VBE to have a compliance program, OIG
should permit the VBE to meet such a
requirement by: (i) Developing a
compliance program specific to the VBE
and its VBE participants, (ii) adopting
an existing compliance program held by
one of the VBE participants, or (iii)
requiring an attestation from each VBE
participant that it has a compliance
program and conducts annual
compliance reviews. Another
commenter recommended that OIG
provide model compliance provisions
that could be included in agreements
between parties in a VBE.

Response: For purposes of these safe
harbors, we are not requiring the VBE or
its accountable body or responsible
person to have a compliance program or
to review patient medical records
periodically. We also are not requiring
an attestation or other agreements from
each VBE participant that it has a
compliance program and conducts
annual compliance reviews. Compliance
programs are an important tool for,
among other things, monitoring
arrangements, identifying fraud and
abuse risks, and, where necessary,
implementing corrective action plans.
While it is our view that robust
compliance programs are a best practice
for all VBEs and VBE participants, we
are not including specific compliance
program requirements or providing
model compliance provisions because
VBEs of varying sizes and scopes may
have and need different types of
compliance programs. We anticipate
many VBE participants already have
compliance programs and may want to
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consider updating these programs to
reflect any new arrangements entered
into as part of the VBE.

A compliance program requirement
for VBEs would necessitate that we
articulate specific compliance program
criteria, which we do not believe would
be feasible or desirable, particularly in
light of the expected variation of VBEs.
We also are not requiring the VBE to
designate an individual to serve as a
compliance officer. For purposes of this
rule, the accountable body or
responsible person acts as an oversight
body that performs a compliance
function. In this respect, and as we
stated in the OIG Proposed Rule, we
believe the accountable body or
responsible person would be well-
positioned to identify program integrity
issues and to initiate action to address
them, as necessary and appropriate.
VBEs may elect to have designated
compliance officers if they so wish.

Comment: A commenter asked
whether the accountable body and VBE
participants should expect a higher
degree of auditing and oversight from
OIG than entities not involved in a
value-based enterprise.

Response: OIG provides independent
and objective oversight of the programs
and operations of the Department. We
anticipate that individuals and entities
that are part of a value-based enterprise
will be subject to OIG’s program
integrity and oversight activities to the
same extent as other individuals and
entities that receive Federal health care
program funds or treat Federal health
care program beneficiaries.

Comment: Some commenters
supported a requirement for the
accountable body or responsible person
to have a duty of loyalty to the VBE,
particularly for accountable bodies
serving larger VBEs. The commenters
asserted that a duty of loyalty would be
appropriate given the lack of
programmatic oversight as compared to
CMS-sponsored models and would help
reduce certain risks (e.g., stinting on
care or providing medically unnecessary
care). Other commenters suggested that
the accountable body should have a
duty of loyalty to the patients within the
VBE.

Multiple commenters opposed
requiring the accountable body or
responsible person to have a duty of
loyalty to the VBE, stating that it would
create conflicts of interest for
accountable body members that are, or
are employed by, a VBE participant.
Some commenters asserted that a duty
of loyalty would necessitate the use of
a third-party entity to serve as the
accountable body, which could be cost
prohibitive for small and rural

providers, while others noted that large
VBE participants may be unwilling to
cede oversight responsibilities to an
independent third party. A commenter
proposed an alternative requirement for
the accountable body or responsible
person to act in furtherance of the VBE’s
value-based purpose(s).

Response: We are not requiring the
accountable body or responsible person
to have a duty of loyalty to the VBE
because we agree with commenters that
a duty of loyalty often could create
conflicts of interest for VBE participants
and employees of VBE participants who
otherwise would serve as members of
the accountable body. We also agree that
a duty of loyalty requirement could
necessitate the use of independent third
parties to serve as the accountable body,
which could be cost prohibitive for
smaller VBEs. While we are not
implementing a requirement for the
accountable body or responsible person
to have a duty of loyalty or to act in
furtherance of the VBE’s value-based
purpose(s), we believe the accountable
body or responsible person necessarily
must act in furtherance of the VBE’s
value-based purpose(s) to fulfill its
oversight responsibilities. Parties are
free to include this duty in their
contractual arrangements.

Comment: A commenter asked OIG to
require the accountable body to submit
data to the Department to demonstrate
continued compliance with the
applicable safe harbor and progress in
improving outcomes and reducing costs.
A commenter also asserted that OIG
should require the accountable body or
responsible person to implement a
process for patients to express concerns
and for the VBE to resolve such
concerns, and others recommended that
OIG ensure that VBE participants secure
informed consent for each patient
treated within a VBE.

Response: We are not requiring
accountable bodies or responsible
persons to submit data to the
Department for purposes of safe harbor
compliance because we do not think the
program integrity benefits of requiring
data submission for safe harbor
compliance would outweigh the
administrative burden on both the
government and the individuals and
entities serving as accountable bodies or
responsible persons. Notwithstanding
the foregoing, we remind readers that
OIG provides independent, objective
oversight of HHS programs. Nothing in
this rule changes OIG’s authorities to
request data for its oversight purposes.
In addition, and as explained further
below in section II.3.n.v, OIG will
continue to evaluate whether to modify
the care coordination arrangements safe

harbor in the future to include a
requirement that the VBE affirmatively
submit certain data or information.

Due to administrative burden
concerns, we are not requiring the
accountable body or responsible person
to implement a process for patients to
express concerns or ensure that VBE
participants secure informed consent for
each patient treated within a VBE. Such
requirements may be useful processes
for VBEs to consider in ensuring safe
harbor compliance.

iii. Governing Document

Comment: Commenters expressed
general support for a governing
document requirement. Some
commenters asked whether the written
document forming the value-based
arrangement could also constitute the
governing document, and another
commenter questioned whether an
existing payor contract could serve as a
governing document. Another
commenter requested that OIG permit a
collection of documents to constitute a
governing document.

Response: A single document could
constitute both the VBE’s governing
document and the writing required for
a value-based arrangement so long as it
includes all of the requisite
requirements for each writing. In
addition, an existing payor contract
could qualify as a governing document
so long as it describes the value-based
enterprise and how the VBE participants
intend to achieve the VBE’s value-based
purpose(s). However, we decline to
permit a governing document for a VBE
to be set forth in multiple writings. We
permit the writing requirement in each
new value-based safe harbor to be
satisfied by a collection of writings
because each party to a value-based
arrangement must sign the writing; in
contrast, the governing document of the
VBE does not require any signatures.
Creation of one governing document,
that may be amended over time as the
value-based activities, VBE participants,
or other features of the VBE evolve, will
help ensure that there is a clearly
identifiable governance structure for the
VBE.

Comment: Some commenters
expressed concern that the requirement
for a VBE to have a governing document
could be burdensome, particularly for
small and rural practices and practices
serving underserved areas. Another
commenter requested a checklist or
model terms for a governing document,
and another commenter asked for
clarification of requirements for the
document.

Response: We appreciate commenters’
concerns regarding the burden that
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developing a governing document may
place on certain individuals or entities.
We are finalizing the proposed
definition of ““value-based enterprise,”
which does not prescribe a specific
format or content for the governing
document, other than it must describe
the VBE and how the VBE participants
intend to achieve its value-based
purpose(s). This definition is designed
to be flexible so that small and rural
practices and practices serving
underserved areas wishing to establish
VBEs can craft governing documents
appropriate to their size and the nature
of their VBE. We anticipate that VBEs of
different sizes and purposes will have
different types of governing documents
with different terms. The core
requirement is that the governing
document must describe the value-
based enterprise and how the VBE
participants intend to achieve the VBE’s
value-based purpose(s), regardless of the
format of the document. This definition
offers parties significant flexibility to
craft a value-based enterprise and a
governing document commensurate
with the scope and sophistication of the
VBE.

As we stated in the preamble to the
OIG Proposed Rule, the governing
document requirement provides
transparency regarding the structure of
the VBE, the VBE’s value-based
purpose(s), and the VBE participants’
roadmap for achieving the purpose(s).
We do not believe a checklist for
creating a governing document is
necessary because the requirements for
the governing document are set forth in
the definition of “value-based
enterprise,” itself. In addition, we
decline to provide model terms because
they could inhibit parties from
developing terms that appropriately
reflect the unique nature and
circumstances of their value-based
enterprises.

b. Value-Based Arrangement

Summary of OIG Proposed Rule: We
proposed to define the term “value-
based arrangement” to mean an
arrangement for the provision of at least
one value-based activity for a target
patient population between or among:
(i) The value-based enterprise and one
or more of its VBE participants; or (ii)
VBE participants in the same value-
based enterprise. This proposed
definition reflected our intent to ensure
that each value-based arrangement is
aligned with the VBE’s value-based
purpose(s) and is subject to its financial
and operational oversight. It further
reflected our intent for the value-based
arrangement’s value-based activities to

be undertaken with respect to a target
patient population.

We noted in the OIG Proposed Rule
that we were considering whether to
address a concern about potentially
abusive practices that could be
characterized as the coordination and
management of care by precluding some
or all protection under the proposed
value-based safe harbors for
arrangements between entities that have
common ownership, either through
refinements to the definition of “value-
based arrangement” or by adding
restrictions on common ownership to
one or more of the proposed safe
harbors at paragraphs 1001.952(ee), (ff),
or (hh).

Summary of Final Rule: We are
finalizing, with modification, the
definition of ““value-based
arrangement.” We are modifying the
regulatory text to clarify that only the
value-based enterprise and one or more
of its VBE participants, or VBE
participants in the same value-based
enterprise, may be parties to a value-
based arrangement. We are not
precluding protection for arrangements
between entities that have common
ownership in the definition of “value-
based arrangement,” nor in the
individual safe harbors.

Comment: Many commenters
supported the proposed definition of
“value-based arrangement” and, in
particular, appreciated the flexibility
afforded by the definition, which the
commenters posited will allow parties
to design a range of arrangements that
may qualify for protection under the
value-based safe harbors, including
arrangements between two providers
that include only a single value-based
activity. Commenters also supported our
proposal in the OIG Proposed Rule that
the definition covers commercial and
private insurer arrangements.

Response: We reiterate in this final
rule that the definition of “value-based
arrangement”’ is broad enough to
capture commercial and private insurer
arrangements. The definition is
intended to afford parties significant
flexibility. In addition, in response to
comments, we are modifying the
definition text to clarify our intent that
“value-based arrangement” capture
arrangements for care coordination and
certain other value-based activities
among VBE participants within the
same VBE, as indicated in the OIG
Proposed Rule,!3 by revising the
definition so that the value-based
arrangement may only be between: (i)
The value-based enterprise and one or
more of its VBE participants; or (ii) VBE

1384 FR 55702 (Oct. 17, 2019).

participants in the same value-based
enterprise.

We emphasize that qualification as a
value-based arrangement is necessary,
but not sufficient, to protect
remuneration exchanged pursuant to
that arrangement; all conditions of an
applicable safe harbor must be met.

Comment: A commenter opposed the
definition of ““value-based
arrangement,”’ expressing concern that it
is too broad and vague and could be
used as a mechanism to force the
exclusive use of a particular product or
particular provider. In addition, the
commenter believed the definition
could allow health care entities to
engage in abusive practices by using a
value-based safe harbor to funnel
remuneration under the guise of a value-
based arrangement.

Response: We have addressed the
commenter’s concern with respect to
exclusive use through a condition in the
care coordination arrangements safe
harbor at paragraph 1001.952(ee). We
acknowledge and agree with the
commenter’s concern that parties might
engage in abusive practices under the
guise of a value-based arrangement; to
that end, we have included robust
safeguards in each value-based safe
harbor to mitigate these concerns.

Comment: A commenter requested
clarification as to whether current
arrangements would be affected and
would need to be restructured to meet
the definition of a ““value-based
arrangement.”

Response: There is nothing in this
final rule that requires parties to an
existing arrangement to restructure that
arrangement to meet the new definition
of a ““value-based arrangement.” Parties
to an existing arrangement that wish to
rely on the protection of one of the
value-based safe harbors may want to
review their arrangement to assess
whether it fully meets the definition of
a “value-based arrangement” and, thus,
could be eligible for protection under a
value-based safe harbor if all safe harbor
conditions are met.

Comment: Several commenters
requested clarification regarding the
statement in the OIG Proposed Rule that
the definition of “value-based
arrangement” is intended to capture
arrangements for care coordination and
certain other value-based activities
among VBE participants within the
same VBE.14 Specifically, commenters
requested clarification regarding how
this statement corresponds with the
requirement in each proposed value-
based safe harbor that the value-based
arrangement have as a value-based

1484 FR 55702 (Oct. 17, 2019).
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purpose the coordination and
management of care.

Response: The definition of “value-
based arrangement” and the
requirements for protection under the
value-based safe harbors are consistent
when read together. The term “value-
based arrangement” means an
arrangement for the provision of at least
one ‘“value-based activity” for a target
patient population. The definition does
not specify which value-based
purpose(s) the value-based activity (or
activities) must be designed to achieve.
In this respect, the definition of “‘value-
based arrangement” is broader than the
requirements of some of the value-based
safe harbors.

Value-based arrangements are not de
facto safe harbor protected. Rather, an
arrangement that meets the definition of
a ““value-based arrangement” is eligible
to seek protection in a value-based safe
harbor. For safe harbor protection, it
must squarely satisfy all safe harbor
conditions. For reasons explained
elsewhere in this preamble, the care
coordination arrangements safe harbor
requires a direct connection to the first
value-based purpose, the coordination
and management of patient care, which
is a central focus of this rulemaking.
The substantial downside financial risk
arrangements safe harbor requires a
direct connection to any one of the first
three value-based purposes, and the full
financial risk arrangements safe harbor
requires a connection to any one of the
four value-based purposes, in
recognition of the parties’ assumption of
risk and the lower risk of traditional fee-
for-service fraud. The substantial
downside financial risk safe harbor and
the full financial risk safe harbor, as
finalized, do not require a direct
connection to the coordination and
management of care for the target
patient population.

In addition, the definition of “value-
based arrangement” is consistent with
the definition used in CMS’s final rule.
We anticipate this alignment may ease
compliance burden for parties.

Comment: A commenter asserted that
neither VBEs nor VBE participants
should be prohibited from entering into
non-disclosure agreements with parties
to a value-based arrangement because
otherwise parties could use information
learned in an arrangement against
another party in an anticompetitive
manner.

Response: Neither the definition of
“value-based arrangement” nor other
safe harbor provisions in this final rule
preclude parties to a value-based
arrangement from entering into non-
disclosure agreements.

Comment: Most commenters opposed
our proposal to preclude entities under
common ownership from protecting
remuneration that they exchange under
the value-based safe harbors, whether
through a change to the definition of
“value-based arrangement” or by adding
restrictions to one or more of the value-
based safe harbors. Commenters
asserted that entities under common
ownership (e.g., through an integrated
delivery system) are often best
positioned to improve health outcomes
and lower costs through coordinated
care. Several commenters also asserted
that such a requirement may preclude
protection for entities participating in
large value-based models, like clinically
integrated networks or accountable care
organizations. Some commenters also
explained that rural and Indian health
care providers are frequently operated
through common ownership models.
Others noted that hospitals in states that
restrict direct physician employment
often have arrangements with medical
groups under common ownership, and
another commenter raised concerns
about the impact on physician-owned
hospitals.

Response: We appreciate commenters’
responses. To address commenters’
concerns, we are not limiting protection
for entities under common ownership in
this final rule. We continue to be
concerned that there is potential for
entities under common ownership to
use value-based arrangements to
effectuate payment-for-referral schemes,
but we also believe that the
combinations of safeguards we are
adopting in the safe harbors should
mitigate these risks. For example, the
requirement in the care coordination
arrangements safe harbor that the value-
based arrangement is commercially
reasonable, considering both the
arrangement itself and all value-based
arrangements within the VBE, helps to
ensure that the arrangements, taken as a
whole, are calibrated to achieve the
parties’ legitimate business purposes.

Comment: A commenter raised
concerns about the timing of VBE
participants entering into value-based
arrangements and recommended that
VBE participants not be prevented from
providing value-based care to patients
before a formal value-based arrangement
has been executed. The same
commenter recommended that we adopt
a 90-day grace period for situations of
technical non-compliance related to the
timing of VBE participants entering into
value-based arrangements.

Response: First, we remind readers
that failure to comply with a safe harbor
provision (or any attendant, defined
term) does not mean that an

arrangement is per se illegal.
Consequently, the value-based safe
harbors do not prevent a physician,
clinician, or other VBE participant from
providing value-based care to patients
prior to entering into a value-based
arrangement, or at any other time. In
addition, the Federal anti-kickback
statute, which focuses on the knowing
and willful offer, solicitation, payment,
or receipt of remuneration in exchange
for Federal health care program
business, likely would not be implicated
by the provision of only clinical care to
patients. OIG appreciates that many
physicians and others currently furnish
value-based care to patients, and
nothing in this rule changes their ability
to do so. Stakeholders should assess
whether arrangements that do not
satisfy the definition of ““value-based
arrangement,” as defined in paragraph
1001.952(ee), implicate the statute. Any
arrangements that are not value-based
arrangements, as defined, would not
qualify for protection under the value-
based safe harbors, but could qualify
under other safe harbors, depending on
the facts and circumstances, or they
might not need safe harbor protection.
As finalized in this rule, a provider or
other individual or entity furnishing
value-based care may also become a
VBE participant, but the value-based
arrangements in which it participates
might not need safe harbor protection if
they do not implicate the statute.

We are not adopting a 90-day grace
period to execute value-based
arrangements because it is our belief
that it is not necessary. When a VBE
participant must execute a value-based
arrangement to receive safe harbor
protection is based on the writing
requirements of each safe harbor. For
example, in the care coordination
arrangements safe harbor as finalized at
paragraph 1001.952(ee), the writing that
documents the value-based arrangement
must be set forth in advance of, or
contemporaneous with, the
commencement of the value-based
arrangement and any material change to
the value-based arrangement.
Additionally, the writing may be a
collection of documents. These
flexibilities allow VBE participants to
document their participation in a value-
based arrangement with minimal
burden. A VBE can add a new VBE
participant to an existing arrangement
in a separate document that becomes
part of the collection of documents for
that value-based arrangement.

c. Target Patient Population

Summary of OIG Proposed Rule: We
proposed to define “target patient
population” as an identified patient
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population selected by the VBE or its
VBE participants using legitimate and
verifiable criteria that: (i) Are set out in
writing in advance of the
commencement of the value-based
arrangement; and (ii) further the value-
based enterprise’s value-based
purpose(s). The proposal would protect
only those value-based arrangements
that serve an identifiable patient
population for whom the value-based
activities likely would improve health
outcomes or lower costs (or both). In the
OIG Proposed Rule, we noted that the
definition was not limited to Federal
health care program beneficiaries but
could encompass, for example, all
patients with a particular disease state.

Summary of Final Rule: We are
finalizing, without modification, the
definition of “target patient
population.”

Comment: Many commenters
supported our proposed definition of
“target patient population,” including
our requirement that the identified
patient population be selected by the
VBE or its VBE participants using
“legitimate and verifiable criteria.”
However, we received numerous
comments about the use of the term
“legitimate” to describe the criteria used
to identify the target patient population
in the proposed regulatory text, as well
as the alternative proposal in the
preamble to use the term “evidence-
based.” Some commenters expressed
support for the legitimate criteria
standard and stated, for example, that it
facilitated a holistic focus on patients’
health. This category of commenters
generally expressed opposition to the
alternative evidence-based standard,
arguing that it is too restrictive and
would chill innovative value-based
arrangements.

Other commenters opposed the use of
the term “legitimate,” stating that the
term is ambiguous. Another commenter
suggested that OIG enumerate the types
of specific behavior that it wishes to
preclude in lieu of using the term
“legitimate”; as an example, the
commenter recommended that we state
expressly in the definition of “target
patient population” that it would
preclude selection criteria designed to
avoid costly or non-compliant patients.
Multiple commenters requested that
OIG provide additional clarification on
the scope and application of the term,
such as whether it could encompass
criteria based on social determinants of
health.

Response: We are finalizing the
definition of ‘“‘target patient
population,” as proposed, including the
“legitimate and verifiable criteria”
standard. As stated in the OIG Proposed

Rule, we used this standard, and in
particular, the term “legitimate,” to
ensure the target patient population
selection process is based upon bona
fide criteria that further a value-based
arrangement’s value-based purpose(s),
and we confirm that, depending on the
facts and circumstances, legitimate
criteria could be based on social
determinants of health, such as safe
housing or transportation needs. We are
not including an exhaustive list of
legitimate or non-legitimate selection
criteria because there are various types
of criteria that parties could use to select
a target patient population; moreover,
some criteria may be legitimate for some
value-based arrangements but not for
others. For example, as we stated in the
OIG Proposed Rule, VBE participants
seeking to enhance access to, and usage
of, primary care services for patients
concentrated in a certain geographic
region might base the target patient
population on ZIP Code or county of
residence. In contrast, a value-based
arrangement focused on enhancing care
coordination for patients with a
particular chronic disease might
identify the target patient population
based on patients who have been
diagnosed with that disease. Other VBE
participants, such as a social service
organization working in conjunction
with a pediatric practice, may identify
their target patient population using
income and age criteria, e.g., pediatric
patients who have a household income
below 200 percent of the Federal
poverty level and who are below the age
of 18, in an effort to boost pediatric
vaccination rates in a given community.

We are adopting the proposed
“legitimate and verifiable” standard in
lieu of the alternative we proposed,
which would have required the use of
“evidence based” criteria, because we
believe requiring “legitimate and
verifiable” criteria will afford parties
comparatively greater flexibility in
determining the target patient
population and aligns with CMS’s
definition of the same term.

Comment: We received at least two
comments requesting that we expressly
state in regulatory text that establishing
criteria in a manner that leads to cherry-
picking or lemon-dropping would not
constitute “legitimate and verifiable”
selection criteria. These commenters
expressed concern that the mere
promise by VBE participants not to
engage in such behavior would be
sufficient to meet the definition of
“target patient population” and receive
safe harbor protection. Another
commenter urged that OIG clarify the
regulatory language to directly address
concerns about cherry-picking or lemon-

dropping certain patient populations, in
order to avoid unnecessary litigation
and legal expense.

Response: In response to the
commenters’ concerns, we confirm that
if VBE participants establish criteria to
target particularly lucrative patients
(“cherry-picking”) or avoid high-cost or
unprofitable patients (‘“lemon-
dropping”), such criteria would not be
legitimate for purposes of the target
patient population definition. As we
stated in the OIG Proposed Rule, if VBE
participants selectively include patients
in a target patient population for
purposes inconsistent with the
objectives of a properly structured
value-based arrangement, we would not
consider such a selection process to be
based on legitimate and verifiable
criteria that further the VBE’s value-
based purposes, as required by the
definition.1® We are not adopting
further modifications to the proposed
definition because the definition’s
requirement that the criteria be
legitimate and verifiable is clear and
would not include VBE participants that
establish criteria to cherry-pick or
lemon-drop patients.

Comment: The vast majority of
commenters on this topic opposed our
statement in the OIG Proposed Rule that
we were considering narrowing the
definition of “‘target patient population”
to patients with a chronic condition,
patients with a shared disease state, or
both. Commenters stated that such an
approach would restrict the ability of
value-based arrangements to adapt to
different communities and patient needs
and would ignore the importance of
preventive care interventions. For
example, a commenter highlighted the
fact that many underserved and at-risk
patient populations are defined not by
chronic conditions or shared disease
states but instead are identified by
socio-economic, geographic, and other
demographic parameters that are
synonymous with need, poor outcomes,
or increased cost.

Response: We are retaining our
proposed definition of ‘“‘target patient
population” and are not narrowing the
definition to include only individuals
with chronic conditions or shared
disease states. We agree with
commenters that were we to narrow the
definition, we might exclude
underserved and at-risk patient
populations who would likely benefit
from care coordination and management
activities. We also recognize and
acknowledge that finalizing our
proposed definition will allow for

15 See 84 FR 55702 (Oct. 17, 2019).
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value-based arrangements that focus on
important preventive care interventions.

Comment: We received a variety of
comments on the role of payors in
identifying or selecting a target patient
population. While some commenters
supported requiring payors to select the
target patient population, the majority of
commenters urged OIG to make their
involvement optional. For example, a
commenter expressed concern that if
OIG were to make payor involvement a
requirement, it would impede
collaboration between payors and
providers. Others expressed uncertainty
as to how a requirement that payors
select or approve the target patient
population would be implemented for
Medicare fee-for-service patients and
questioned whether CMS would need to
affirmatively approve each VBE’s or
value-based arrangement’s target patient
population selection criteria.

Response: We are persuaded by
commenters that it would not be
operationally feasible to require payor
involvement in the target patient
population selection process. Not all
value-based enterprises will include a
payor as a VBE participant.
Accordingly, while we encourage payor
involvement in the target patient
population selection process, it is not a
requirement in this final rule. It is a
requirement that the target patient
population be selected by a VBE or its
VBE participant.

Comment: We received comments
requesting wholesale changes to our
proposed definition. For example, a
commenter recommended that ‘“‘target
patient population” be defined as any
set or subset of patients in which the
accountable party of a VBE takes
significant or full downside risk and is
focusing efforts to improve their health
and well-being. Another suggested that
we eliminate the “target patient
population” definition altogether and
make the value-based safe harbors
provider-, not patient-population-,
specific.

Response: We are not adopting the
commenter’s alternative definition of
““target patient population,” which we
did not propose and which would be
too narrow to address the use of the
term across all of our value-based safe
harbors, one of which does not require
the VBE participants to take on, or
meaningfully share in, any risk. We are
also not eliminating the ‘“‘target patient
population” definition in favor of
making the value-based safe harbors
provider-, not patient-population-,
specific because orienting the value-
based safe harbors around patients is
consistent with the goals of value-based
care.

Comment: At least two commenters
requested that the definition of “target
patient population” afford parties the
flexibility to modify the target patient
population over time. Another
commenter sought clarification that the
definition could include patients
retroactively attributed to the target
patient population. Another commenter
urged OIG to adopt a flexible definition
but suggested that if OIG narrows its
definition, the term should include
underserved patients, such as uninsured
and low-income patients; patients with
social risk factors; and those with
limited English proficiency.

Response: The definition of “target
patient population” requires, among
other criteria, that parties identify a
patient population using legitimate and
verifiable criteria in advance of the
commencement of the value-based
arrangement. The selection criteria—not
the individual patients—must be
identified in advance. Whereas parties
seeking to modify their selection criteria
may only make such modifications
prospectively (and upon amending their
existing value-based arrangement), no
amendment would be required to
attribute patients retroactively to the
target patient population, provided such
patients meet the selection criteria
established prior to the commencement
of the value-based arrangement.

Comment: Several commenters sought
clarification as to whether a VBE
participant’s entire patient population
could meet the definition of “target
patient population.”

Response: Nothing in the definition
precludes the parties to a value-based
arrangement from identifying the target
patient population as the entire patient
population that a VBE participant
serves. We recognize that, in limited
cases, such broad selection criteria may
be appropriate. For example, a VBE may
identify all patients in a ZIP Code in
order to address an identified
population health need specific to that
ZIP Code, and it may be that a practice
also draws most or all patients from that
ZIP Code. Certain specialists, such as
geriatricians, might also identify all or
most of their patients as needing
improved care coordination and
management due to their multiple
comorbidities and complex care needs.
In circumstances where a VBE has
assumed full financial risk, as defined
in paragraph 1001.952(gg), a VBE might
select an even broader target patient
population comprised of all patients
served by its VBE participants in an
effort to more meaningfully control
payor costs.

However, we caution that, depending
on the value-based arrangement,

selecting a target patient population by
selecting the parties’ entire patient
population would need to be closely
scrutinized for compliance with the
definition to ensure that such broad
selection criteria is “legitimate” and
necessary to achieve the arrangement’s
value-based purpose.

Comment: Multiple commenters
requested that OIG address whether
specific categories of patients would be
covered by the definition of “target
patient population” or provide
examples of permissible target patient
populations. For example, commenters
requested confirmation that a target
patient population could include all
patients covered by a certain payor,
such as Medicare. Another commenter
expressed concern that transient patient
populations who may have different
providers in different geographic
locations would not be covered by the
definition.

Response: As described above, a target
patient population based on patients
who have been diagnosed with a
particular disease could, based on the
specific selection criteria, be a
permissible target patient population.
Whether a particular patient population,
including transient patient populations
with different providers in different
geographic locations, meets the
definition of “target patient population”
is a fact-specific determination that
turns on whether the VBE participants
used legitimate and verifiable selection
criteria and met the other requirements
set forth in the definition. While there
may be circumstances, e.g., the
assumption of full financial risk (as
defined in paragraph 1001.952(gg)),
where a VBE identifies all of the
patients of a particular payor as the
target patient population, we caution
that relying on this criterion, without
sufficient justification for such a broad
approach, could raise questions
regarding whether it is legitimate or,
instead, is a way to capture referrals of,
for example, Medicare business.

d. Value-Based Activity

Summary of OIG Proposed Rule: We
proposed to define “value-based
activity” as 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: (i) The provision of an
item or service; (ii) the taking of an
action; or (iii) the refraining from taking
an action. We further proposed that the
making of a referral is not a value-based
activity.

Summary of Final Rule: We are
finalizing, without modification, the
definition of “value-based activity.”
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OIG’s final definition of ““value-based
activity” differs from the definition in
the CMS Final Rule because CMS does
not specify that the making of a referral
is not a value-based activity. As
explained in CMS’s final rule, CMS has
not included a comparable restriction
because of the physician self-referral
law’s separate definition of referral.

Comment: Many commenters
supported the definition of “value-based
activity,” as proposed. Several
commenters asked OIG to clarify the
definition of “‘value-based activity”
further by specifying what activities
would or would not qualify as value-
based; how VBEs would demonstrate
that the activities they select are
reasonably designed to achieve a value-
based purpose; and what it means to
refrain from taking an action. A few
commenters asked whether providing
services to patients constitutes a value-
based activity.

Response: The term ‘‘value-based
activity” is intended to be broad and to
include the actions parties take or
refrain from taking pursuant to a value-
based arrangement and in furtherance of
a value-based purpose. By way of
example, where a VBE participant
offeror provides a type of health
technology under a value-based
arrangement for the recipient to use to
track patient data in order to spot trends
in health care needs and to improve
patient care planning, the provision of
the health technology by the offeror
would constitute a value-based activity,
and the use of the health technology by
the recipient to track patient data would
constitute a value-based activity. If the
remuneration a VBE participant offeror
provides is care coordination services, a
value-based activity might be the
recipient working with a care
coordinator provided by the offeror to
help transition certain patients between
care settings. Giving something of value
to patients, such as a fitness tracker, also
may constitute a value-based activity if
doing so is reasonably designed to
achieve a value-based purpose.
However, we note that, where VBE
participants exchange remuneration that
the recipient VBE participant then
transfers to its patients (for example,
where one VBE participant provides
fitness trackers to another VBE
participant, who in turn furnishes the
fitness tracker to the patient), the care
coordination arrangements safe harbor
would be available only to protect the
remuneration exchanged between the
VBE participants. The parties may look
to the patient engagement and support
safe harbor to protect the remuneration
from the VBE participant to the patient.
An inaction that constitutes a value-

based activity might be refraining from
ordering certain items or services in
accordance with a medically
appropriate care protocol that reduces
the number of required steps in a given
procedure. This final rule does not
prescribe how parties prove that a
particular action or inaction constitutes
a value-based activity. Similarly, it is
incumbent on the parties to demonstrate
that they selected value-based activities
that are reasonably designed to achieve
a value-based purpose. Both of these
analyses would be fact-specific
determinations.

Comment: A commenter asked
whether this definition could be
combined with the definition of “value-
based purpose” to reduce administrative
complexity. Another commenter
asserted that the definition of “value-
based activity”” should recognize the
importance of maintaining patient care
and outcomes at an acceptable level.

Response: We are finalizing the
definition of “value-based activity,” as
proposed, and are not combining it with
the definition of value-based purpose. In
our view, separate definitions do not
increase administrative complexity, and
we have coordinated terminology with
CMS to reduce complexity. We are not
changing the definition of “value-based
activity” to include the maintenance of
patient care and outcomes at an
acceptable level because the definition
of “value-based activity” is tied to the
definition of ““value-based purpose,”
which sets forth four purposes toward
which parties may be striving pursuant
to value-based arrangements. While
maintaining patient care and outcomes
at an acceptable level is clearly
desirable, we note that doing so,
without more, is not one of the four
value-based purposes needed to
establish a VBE for this rulemaking.

Comment: Many commenters
supported the alternate proposal to
expressly exclude any activity that
results in information blocking from the
definition of “‘value-based activity.” A
commenter recommended that, if OIG
expressly excludes information blocking
from the definition of “‘value-based
activity,” OIG should do so by
referencing only statutory definitions
and requirements in the Cures Act and
not those set forth in ONC’s proposed
rule, whereas another commenter noted
that, as an alternative to expressly
excluding information blocking
activities in the definition of ““value-
based activity,” OIG could assume that
information blocking will no longer be
tolerated and leave the enforcement of
information blocking restrictions to the
regulation finalized in 45 CFR part 171.

Response: The final rule does not
include the proposed language
regarding information blocking.
Regardless of whether parties seek safe
harbor protection, if parties to value-
based arrangement are subject to the
regulations prohibiting information
blocking, they must comply with those
regulations. This final rule does not
change the individuals and entities
subject to the information blocking
prohibition in 45 CFR part 171.

Comment: A commenter expressed
concern that the definition of “value-
based activity” is too broad and vague
and that VBE participants will
characterize abusive remuneration-for-
referral arrangements as value-based
activities. The commenter suggested
requiring that an activity achieve a
value-based purpose, as opposed to
requiring that an activity be reasonably
designed to achieve a value-based
purpose.

Comments varied regarding how to
interpret whether an activity is
“reasonably designed” to achieve a
value-based purpose. While a
commenter supported interpreting
“reasonably designed” to mean that the
value-based activities are expected to
further one or more value-based
purposes, another commenter suggested
that such a determination be based on
all relevant facts and circumstances.
Other commenters recommended
establishing a rebuttable presumption
that value-based activities are
reasonably designed to meet their stated
value-based purpose. Another
commenter urged OIG to require that
value-based activities be directly
connected to and directly further the
coordination and management of care;
not interfere with the professional
judgment of health care providers; not
induce stinting on care; and not
incentivize cherry-picking lucrative or
adherent patients or lemon-dropping
costly or noncompliant patients.

Lastly, while at least one commenter
supported a requirement for parties to
use an evidence-based process to design
value-based activities, several
commenters opposed this requirement,
stating that such a standard would be
too rigorous and would restrict
innovative activities.

Response: We are finalizing our
definition as proposed. We intentionally
crafted a broad definition of “value-
based activity’” to encourage parties to
innovate when developing these
activities. For that reason, we are not
requiring that an activity achieve a
value-based purpose but rather are
requiring that a value-based activity be
reasonably designed to achieve a value-
based purpose. By ‘“‘reasonably
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designed,” we mean that parties should
fully expect the value-based activities
they develop to further one or more
value-based purposes. Because any such
determination would be fact specific,
we do not believe it is appropriate to
establish a rebuttable presumption that
value-based activities are reasonably
designed to meet their stated value-
based purpose, as suggested by a
commenter.

We note that, while this definition
offers parties significant flexibility, it is
not intended to facilitate parties’
attempts to mask fraudulent referral
schemes presented under the guise of a
value-based activity. We highlight that
the definition provides that merely
making a referral, without more, is not
a value-based activity for purposes of
this rule.

Lastly, we do not intend for the value-
based safe harbors to protect activities
that inappropriately influence clinical
decision-making, induce stinting on
care, or lead to targeting particularly
lucrative patients or avoiding high-cost
or unprofitable patients. We have
incorporated a range of safeguards in the
safe harbors that are designed to guard
against these abusive practices. In light
of these safeguards, we do not believe
that revisions to the definition of
“value-based activity” are necessary.

Comment: Several commenters asked
OIG to clarify what differentiates care
coordination services from
inappropriate referrals and to modify
the definition to make clear that a
referral could be one part of a broader
value-based activity. Some commenters
expressed concern that the definition of
“value-based activity” prohibits safe
harbor protection for value-based
arrangements in which payments or
other remuneration depend, in part, on
referrals made within a preferred
provider network. A commenter asked
whether documenting that a referral was
made and the reason for the referral
would constitute a “value-based
activity.”

Response: Making referrals, or
documenting reasons for referrals,
would not constitute value-based
activities. Parties to a value-based
arrangement may make referrals and
document the reasons for the referrals as
part of a value-based arrangement
without losing safe harbor protection
under an applicable safe harbor, but the
parties also must be performing one or
more value-based activities. Thus,
making referrals or documenting
reasons for referrals, without also
engaging in a value-based activity,
would not be sufficient to meet the
requirements of the definition because
making referrals is not itself a value-

based activity. Absent at least one value-
based activity, parties would not have a
viable value-based arrangement and
would thus not be eligible for any of the
value-based safe harbors.

The provision excluding referrals
from the scope of value-based activities
is not intended to interfere with
preferred provider networks; rather, we
intend to require parties to engage in
activities other than making referrals,
such as coordinating care plans across
providers for a target patient population,
to be eligible for safe harbor protection.

e. VBE Participant

Summary of OIG Proposed Rule: We
proposed to define “value-based
enterprise participant” or “VBE
participant” as an individual or entity
that engages in at least one value-based
activity as part of a value-based
enterprise. Based on historical concerns
regarding fraud and abuse risk and our
understanding that certain types of
entities were less critical to coordinated
care, we proposed that the term “VBE
participant” would not include a
pharmaceutical manufacturer; a
manufacturer, distributor, or supplier of
durable medical equipment, prosthetics,
orthotics, or supplies; or a laboratory.
We stated that we were considering and
thus seeking comments as to whether
other types of entities should also be
ineligible, including pharmacies
(including compounding pharmacies),
PBMs, wholesalers, distributors, and
medical device manufacturers. As a
result of this proposed definition, these
entities would not be able to participate
in VBEs or seek protection under the
value-based safe harbors or the patient
engagement and support safe harbor.

We stated our intent to offer safe
harbor protection for remuneration
exchanged by companies that offer
digital technologies to physicians,
hospitals, patients, and others for the
coordination and management of
patients and their health care. We
recognized that companies providing
these technologies may be new entrants
to the health care marketplace or may be
existing companies such as medical
device manufacturers. We explained
that we would consider for the final rule
several ways to effectuate our desire to
ensure safe harbor protection for
remuneration exchanged by health
technology companies, including
through modifications to the value-
based terminology; distinctions drawn
among entities based on product-types
or other characteristics; or modifications
to the safe harbors themselves.

In the OIG Proposed Rule, we
considered and solicited comments on
potential additional safeguards to

incorporate into the value-based safe
harbors to mitigate risks of abuse that
might be presented should a broader
range of entities be eligible to enter into
value-based arrangements, including
restrictions on the parties’ use of
exclusivity and minimum purchase
requirements.

For additional background and
rationale for our proposals, we refer
readers to the discussion of the
definition of “VBE participant” in the
OIG Proposed Rule.16

Summary of Final Rule: We are
finalizing, with modifications, the
definition of ““VBE participant.” We are
finalizing our proposed policy that a
“VBE participant” is an individual or
entity that engages in at least one value-
based activity as part of a value-based
enterprise. We are not finalizing our
proposed regulatory text to make certain
entity types ineligible under the
definition of “VBE participant.”
However, we are finalizing our
proposed policy to make certain entities
ineligible for safe harbor protection
under the value-based safe harbors and
the patient engagement and support safe
harbor (see section III.B.e.ii for details).
We are also finalizing our proposed
policy to protect some arrangements
involving digital health technologies
provided by certain entities that would
otherwise be ineligible for safe harbor
protection (see section III.B.e.iii).

To effectuate these objectives, we are
finalizing a different approach to the
definition of “VBE participant” in the
following four respects.

First, we are revising the definition of
“VBE participant” to allow all types of
individuals (other than patients) and
entities to be VBE participants. This
revision makes our definition more
similar to CMS’s corresponding
definition and removes a potential
impediment to existing organizations
that wish to qualify as VBEs but may
include types of entities we proposed to
disallow as VBE participants. We now
define the term ‘“VBE participant” to
mean an individual or entity that
engages in at least one value-based
activity as part of a value-based
enterprise, other than a patient when
acting in their capacity as a patient. This
does not, however, mean that every VBE
participant will receive protection
under the applicable safe harbors; it is
intended to avoid a barrier to the
formation and operation of the VBE
itself. The new definition also makes
clear that patients cannot be VBE
participants, consistent with our intent
in the OIG Proposed Rule. Entities
seeking safe harbor protection for

16 84 FR 55703-06 (Oct. 17, 2019).
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remuneration provided to patients
should look to the patient engagement
and support safe harbor for protection,
not to the value-based safe harbors.

Second, rather than making certain
entities ineligible under the definition
of “VBE participant,” as described in
the OIG Proposed Rule, the final rule
takes a different approach to achieve the
proposed policy to make some entities
ineligible for safe harbor protections. In
the final rule, within each value-based
safe harbor (and the patient engagement
and support safe harbor, as discussed
further at section II1.B.6), we identify
entities that are not eligible to rely on
the safe harbor to protect remuneration
exchanged with a VBE or other VBE
participants. Specifically, the value-
based safe harbors each include an
ineligible entity list. Remuneration
exchanged by entities on the list in each
safe harbor is not eligible for protection
under the safe harbor.

The following entities are included on
the ineligible entity lists in all of the
value-based safe harbors: (i)
Pharmaceutical manufacturers,
distributors, and wholesalers (referred
to generally throughout this preamble as
“pharmaceutical companies™); (ii)
PBMs; (iii) laboratory companies; (iv)
pharmacies that primarily compound
drugs or primarily dispense
compounded drugs (sometimes referred
to generally in this rule as
“compounding pharmacies”); (v)
manufacturers of devices or medical
supplies; (vi) entities or individuals that
sell or rent DMEPOS, other than a
pharmacy or a physician, provider, or
other entity that primarily furnishes
services, all of which remain eligible
(referred to generally throughout this
preamble as “DMEPOS companies”);
and (vii) medical device distributors or
wholesalers that are not otherwise
manufacturers of devices or medical
supplies (for example, some physician-
owned distributors).

Third, we proposed to address safe
harbor protection for technology
companies by considering how and
whether they could fit in the definition
of a VBE participant. In the final rule,
we instead focus on safe harbor
protection for the remuneration
exchanged with or by them.
Specifically, the care coordination
arrangements safe harbor at paragraph
1001.952(ee) permits protected
remuneration in the form of digital
health technology (or other
technologies) exchanged between VBE
participants eligible to use the safe
harbor. To address protection under this
safe harbor for arrangements with
manufacturers of devices and medical
supplies and DMEPOS companies that

involve digital health technology, we
have taken a tailored, risk-based
approach. Manufacturers of devices and
medical supplies and DMEPOS
companies that are otherwise ineligible
for the value-based safe harbors are
nonetheless eligible to rely on the care
coordination arrangements safe harbor
for digital health technology
arrangements that meet all safe harbor
conditions, including an additional one.
Under this pathway, we define “limited
technology participant” to include, as
further discussed below, a manufacturer
of a device or medical supply or a
DMEPOS company that is a VBE
participant that exchanges digital health
technology with another VBE
participant or a VBE.

Our revised approach effectively
divides the universe of VBE participants
into three categories: (i) VBE
participants that are eligible to rely on
the value-based safe harbors for all types
of arrangements that meet safe harbor
conditions; (ii) limited technology
participants that are only eligible to rely
on the care coordination arrangements
safe harbor for arrangements involving
digital health technology; and (iii) VBE
participants that are ineligible to rely on
any of the value-based safe harbors for
any types of arrangements. The first
category is the default category,
capturing all entities and individuals
who are not expressly included in the
second and third categories. For a
discussion of ineligible entities and the
treatment of digital health technology
under the patient engagement and
support safe harbor, see the discussion
in section IIL.B.6.b and f. For a
discussion of ineligible entities under
the personal services and management
contracts and outcomes-based payments
safe harbor, see sections III.B.10.c and d.

Fourth, to address heightened risk of
fraud and abuse and to help ensure that
protected remuneration meets the policy
goals of this rulemaking, we require that
the exchange of digital health
technology by a limited technology
participant is not conditioned on any
recipient’s exclusive use of, or
minimum purchase of, any item or
service manufactured, distributed, or
sold by the limited technology
participant. Rather than finalizing this
condition in the definition of a VBE
participant as contemplated in the OIG
Proposed Rule, this is now a separate
condition at paragraph 1001.952(ee)(8).

i. Approach To Defining “VBE
Participant”

Comment: While we received some
support for our proposed definition of
“VBE participant,” many commenters
expressed concerns regarding the

proposed categorical exclusion of
certain entities. Several commenters
asserted that no entities should be
precluded from participating in value-
based arrangements, and many
encouraged us to adopt an alternative
approach based on product type,
company structure, fraud risk, the
legitimacy of the party’s objectives and
deliverables, or other features.
Commenters also noted that many
existing value-based arrangements
include entities that we were
considering making ineligible to be a
VBE participant. Another commenter
asserted that allowing entities to
participate as VBE participants will
incentivize them to understand and
expand cost mitigation strategies, which
will help lower the cost of care. Others
emphasized that the health care
industry is highly dynamic, with
frequent corporate transactions. They
expressed concern that an entire value-
based arrangement may inadvertently
fall out of compliance with a safe harbor
because one VBE participant acquires an
entity that is not eligible to be a VBE
participant. Other commenters
supported placing exclusions direct