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CMS and OIG Propose ACO Fraud and Abuse Waivers

BY JORGE LOPEZ JR., ROBERT SALCIDO,
EUGENE ELDER, AND TAYLOR JONES O n March 31, the Centers for Medicare & Medicaid

Services issued a proposed rule establishing ac-
countable care organizations under the Medicare

Shared Savings Program pursuant to provisions of the
Patient Protection and Affordable Care Act.

CMS and the Department of Health and Human Ser-
vices Office of Inspector General also jointly released a
notice and solicitation of public comments (the Notice)
regarding the waiver of certain federal fraud and abuse
laws in connection with the Medicare Shared Savings
Program.

Anticipating that the Medicare Shared Savings Pro-
gram would potentially implicate fraud and abuse laws,
Congress included a provision in the PPACA that grants
the HHS Secretary authority to waive the application of
certain fraud and abuse laws ‘‘as may be necessary’’ to
implement the program.1 The fraud and abuse laws ad-
dressed by the proposed waivers are the Physician Self-
Referral Law (the ‘‘Stark Law’’),2 the federal Anti-
Kickback Statute,3 and a provision of the Civil Mon-
etary Penalties law (CMP Law), the so-called
Gainsharing CMP, that prohibits a hospital from mak-
ing a payment directly or indirectly to induce a physi-
cian to reduce or limit services to Medicare and Medic-
aid beneficiaries.4 Industry stakeholders have ex-

1 Pub. L. No. 111-148, § 3022(f).
2 42 U.S.C. § 1395nn.
3 42 U.S.C. § 1320a-7b(b).
4 42 U.S.C. § 1320a–7a(b)(1)-(2).

The authors are members of the national
health industry practice at Akin Gump Strauss
Hauer & Feld LLP in Washington, D.C. Jorge
Lopez Jr. (jlopez@akingump.com) is the head
of the practice and has more than two
decades’ worth of experience advising clients
on a wide range of health care regulatory and
policy issues. Robert Salcido (rsalcido@
akingump.com) represents health care compa-
nies and major nonprofit health care systems
in responding to governmental investigations,
conducting internal investigations, and
defending lawsuits filed under the False
Claims Act. Eugene Elder (gelder@
akingump.com) represents general and spe-
cialty hospitals, financial institutions, pharma-
ceutical companies, physicians and other
entities in mergers and acquisitions, securities
offerings and joint ventures and previously
served on the advisory board of BNA’s Health
Care Fraud Report. Taylor Jones focuses her
practice on health care fraud and abuse mat-
ters, including counseling clients on corpo-
rate compliance and regulatory matters
(tjones@akingump.com).

VOL. 15, NO. 8 APRIL 20, 2011

COPYRIGHT � 2011 BY THE BUREAU OF NATIONAL AFFAIRS, INC. ISSN 1092-1079

A

HEALTH CARE
FRAUD REPORT

!
BNA’s



pressed concerns that without such waivers the
establishment and operation of ACOs would necessar-
ily involve the creation of financial relationships be-
tween physicians and hospitals and other individuals
and entities that would otherwise be restricted or pro-
hibited by these laws.

The Notice sets forth three proposed waivers and so-
licits comments on a number of related issues. To be eli-
gible for waivers from the fraud and abuse laws, an
ACO must enter into a formal agreement with CMS to
participate in the Medicare Shared Savings Program
and the ACO, ACO participants and ACO providers/
suppliers would be required to comply with the various
ACO requirements found in Section 1899 of the Social
Security Act5 (as promulgated by the PPACA) and the
ACO implementing regulations, including the require-
ments regarding transparency, reporting and monitor-
ing.

The requirements for the proposed waivers are set
forth below—

s Stark Law waiver: The proposed waiver would waive
application of the Stark Law to distributions of
shared savings received by an ACO from CMS as
follows—

s Within the ACO: To or among ACO participants,
ACO providers/suppliers or individuals and entities
that were ACO participants or ACO providers/
suppliers during the year in which the shared sav-
ings were earned by the ACO; or

s Outside of the ACO: For activities necessary for
and directly related to the ACO’s participation in
and operations under the Medicare Shared Sav-
ings Program.

s Anti-Kickback Statute waiver: The proposed waiver
would waive application of the Anti-Kickback Statute
with respect to the following two scenarios—

s Distributions of shared savings received by an
ACO from CMS under the Medicare Shared Sav-
ings Program—

s Within the ACO: To or among ACO participants,
ACO providers/suppliers or individuals and enti-
ties that were ACO participants or ACO
providers/suppliers during the year in which the
shared savings were earned by the ACO; or

s Outside of the ACO: For activities necessary for
and directly related to the ACO’s participation in
and operations under the Medicare Shared Sav-
ings Program

s Any financial relationship between or among the
ACO, ACO participants and ACO providers/suppliers
necessary for and directly related to the ACO’s par-
ticipation in and operations under the Medicare
Shared Savings Program that implicates the Stark
Law and fully complies with a Stark Law regulatory
exception. Because, ordinarily, compliance with an
exception to the Stark Law does not necessarily im-
munize an arrangement under the Anti-Kickback
Statute, OIG and CMS included this language in the
waiver in order to minimize the burden on entities
establishing ACOs in a manner consistent with the
Stark Law regulatory exceptions (e.g., the exception
for certain physician incentive plans6).

s CMP Law waiver: The proposed waiver would waive
the CMP Law with respect to the following two
scenarios—

s Distributions of shared savings by a hospital to a
physician, provided that:

s payments are not made knowingly to induce the
physician to reduce or limit medically necessary
services; and

s the hospital and physician are ACO participants
or ACO providers/suppliers or were ACO partici-
pants or ACO providers/suppliers during the
year in which the shared savings were earned by
the ACO.

s Any financial relationship between or among the
ACO, ACO participants and ACO providers/suppliers neces-
sary for and directly related to the ACO’s participation in
and operations under the Medicare Shared Savings Pro-
gram that implicates the Stark Law and fully complies with
a Stark Law regulatory exception.

CMS anticipates that the proposed waivers would be
somewhat limited in duration. Waivers related to the
distribution of shared savings would apply to the distri-
bution of such savings earned by the ACO during the
term of its agreement with CMS, even if the actual dis-
tributions occur after the agreement expires.

In other words, an ACO’s distribution of shared sav-
ings after an agreement with CMS has terminated
would still be immunized from liability under these
fraud and abuse laws as long as such savings were
earned during the term of the agreement. The Anti-
Kickback Statute and CMP Law waivers for arrange-
ments in compliance with a Stark Law exception would
apply during the term of the ACO’s agreement with
CMS.

Notably, the proposed waivers do not apply to protect
conduct that occurs before the ACO has entered into a
formal agreement with CMS. For example, financial ar-
rangements that may occur in the process of setting up
the ACO would not be protected under the waivers.

However, CMS is specifically soliciting comments on
whether it is necessary to waive the fraud and abuse
laws with respect to activities or conduct undertaken
during the process of forming an ACO. CMS is also
seeking comments regarding whether transfers of value
other than the above-described distributions of shared
savings should be protected.

Additional topics for which CMS is seeking com-
ments include: whether there are any other financial ar-
rangements necessary for and directly related to the op-
erations of ACOs that should receive waiver protection,
whether protection should be extended to distribution
of shared savings from private payers to the ACO,
whether additional waivers are necessary to protect the
risk-sharing aspects of the two-sided risk ACO payment
model under the proposed rule, and the necessity of
waiving the provision of the CMP law prohibiting inap-
propriate inducements provided to Medicare and Med-
icaid beneficiaries.7 CMS also posed general questions
regarding stakeholders’ opinions on the scope and du-
ration of the proposed waivers, additional safeguards
that could be implemented and the timing of the release
of the final waivers as it relates to the release of the fi-
nal ACO regulation.

5 42 U.S.C. § 1395jjj.
6 42 C.F.R. § 411.357(d)(2). 7 42 U.S.C. § 1320a–7a(a)(5).
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Finally, CMS requested comments regarding the Sec-
retary’s separate waiver authority granted by Section
1115A of the Social Security Act,8 enacted under the
PPACA, which creates the Center for Medicare and
Medicaid Innovation and grants the Secretary broad

waiver authority with respect to creating and testing
payment and service delivery models.

Reproduced [or Adapted] with permission from BNA’s
Health Care Fraud Report, Vol. 15, No. 08, April 20,
2011, The Bureau of National Affairs, Inc. (800-
372-1033) www.bna.com.8 42 U.S.C. § 1315a.
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