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CMS and 0IG Issue Final Fraud and Abuse Waivers in
Connection with the Medicare Shared Savings Program

On October 29, 2015, the Centers for Medicare &
Medicaid Services (“CMS”) and the U.S. Department
of Health and Human Services’ Office of Inspector
General (“OIG”) published a final rule (“Final Rule”)
finalizing the waivers of the application of various fraud
and abuse laws, including the physician self-referral
law (“Stark Law”), the federal anti-kickback statute
(“Anti-Kickback Statute”), and certain provisions of the
civil monetary penalties law (‘CMP Law”), to arrange-
ments pursued by accountable care organizations
(“ACOs”) participating in the Medicare Shared Savings

Program (“Shared Savings Program”).

The publication of the Final Rule comes approximately
three years after CMS and OIG’s joint publication in
November 2011 of the Interim Final Rule (“Interim
Rule”), which established the waivers, a year after
CMS and OIG extended the timeline for publication
of the Final Rule, and some months after CMS and
OIG issued additional related waiver guidance. The
Final Rule predominantly adopts the provisions of the
Interim Rule and the related guidance with little varia-
tion, as explained in more detail below, and provides
additional explanation and clarification with respect to

the various waiver requirements.
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Available Waivers

Since the publication of the Interim Rule, CMS and
OIG have monitored the use of the waivers in connec-
tion with the purposes of the Shared Savings Program
and determined that “the waivers are adequately
protecting beneficiaries and Federal health care pro-
grams while promoting innovative structures within the
Shared Savings Program.” Accordingly, the Final Rule
finalizes the five waivers identified in the Interim Rule:
(i) an ACO pre-participation waiver; (ii) an ACO partici-
pation waiver; (i) a shared savings distribution waiver;
(iv) a compliance with the Stark Law waiver; and (v)
a patient incentive waiver. However, CMS and OIG
remind stakeholders that they will continue to monitor
application of the waivers to protect beneficiaries and
the Medicare program from fraudulent and abusive
conduct and “may propose to revise these waivers or

take other appropriate action” in the future, if needed.

Elimination of the Gainsharing CMP Waiver

The primary difference between the Interim Rule
and the Final Rule is the elimination of the waiver
of the CMP Law’s prohibition of payments made by

hospitals to physicians to reduce or limit services
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(“Gainsharing CMP”) due to recent legislative changes. At the
time the Interim Rule was published in 2011, a Gainsharing
CMP could be imposed whenever hospitals made payments
to physicians for reducing or limiting services, regardless of
whether those services were medically necessary. However,
the Medicare Access and CHIP Reauthorization Act of 2015
(“MACRA”) narrowed the Gainsharing CMP to prohibit hos-
pitals from knowingly paying physicians to induce them to
reduce or limit medically necessary services. Because of this
change, payments by hospitals to physicians to reduce or
limit medically unnecessary services no longer implicates
the Gainsharing CMP. As stated in the Final Rule, “arrange-
ments between hospitals and physicians that incentivize
greater efficiency and reduction of waste, which previously
may have run afoul of the Gainsharing CMP, would no longer
implicate the provision, provided those arrangements do not
involve reductions or limitations in medically necessary care.
Thus, a waiver of the Gainsharing CMP is no longer neces-
sary to carry out the Shared Savings Program, which, by its
terms, promotes quality and patient care goals like fostering
efficient medically necessary care, but not stinting on medi-

cally necessary care.”

Reasonably Related to the Purposes of the
Shared Savings Program

Many of the waivers include a requirement that an arrange-
ment be “reasonably related to the purposes of the Shared
Savings Program.” Although certain commenters argued
that the “reasonably related” standard was overly broad
and vague, CMS and OIG believe that this standard “best
achieves our goal of providing flexibility to ACOs to develop
the innovative arrangements envisioned by CMS, while still
requiring a verifiable connection with the Shared Savings
Program so as to minimize the risk of allowing fraudulent or

abusive arrangements.”

The Final Rule lists a number of examples of arrangements
that are not reasonably related to the purposes of the Shared

Savings Program, including:
An arrangement whereby a provider is required to pay a

sum to receive ACO-related referrals (e.g., “pay-to-play”

arrangements);
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+ Medical directorships or personal services arrange-
ments where referring physicians receive payments for
no actual services performed;

Payments to induce a physician or other provider to stint
on medically necessary care for beneficiaries; or

Free gifts (e.g., sporting tickets) to ACO providers/suppli-
ers or ACO participants.

Home Health Suppliers

Of the available waivers, CMS and OIG are most concerned
with abuse of the pre-participation waiver because it applies
to arrangements that occur prior to an ACO’s participation
in the Shared Savings Program and its attendant regulation
and oversight. As such, the Final Rule adopts many of the
safeguards identified in the Interim Rule for the pre-par-
ticipation waiver, including the exclusion of certain entities
from using the pre-participation waiver (e.g., drug and device
manufacturers, distributors, DME suppliers, and home health

suppliers).

While commenters were concerned with the exclusion of
home health suppliers from the pre-participation waiver, CMS
and OIG clarified the intended meaning of such exclusion.
For purposes of the Final Rule, “home health supplier” means
a provider, supplier, or other entity that is “primarily engaged”
in the furnishing of “home health services.” Medicare-enrolled
providers or suppliers (e.g., hospitals, skilled nursing facili-
ties, physician practices) are eligible to take advantage of
the pre-participation waiver as long as such entities are not

“primarily engaged” in providing home health services.

Authorization from ACO’s Governing Body

To be eligible for the pre-participation or participation waiv-
ers, an ACO’s governing body must make and authorize a
“bona fide determination that an arrangement is reasonably
related to the purposes of the Shared Savings Program.” Like
the Interim Rule, the Final Rule does not “prescribele] particu-
lar methods for this determination” but expects members of
the ACO governing body to employ a “thoughtful, deliberative
process” for making such a determination that “articulate(s]
clearly the basis for their determinations and authoriza-

tions.” For example, one factor that CMS and OIG evaluate in



determining whether such an authorization is bona fide is the
proximity of time between the establishment of the arrange-
ment and the ACO governing body’s corresponding deter-
mination and authorization. A significant passage of time
between establishment of the arrangement and the ACO
governing body’s determination might indicate that the ACO

governing body was acting for other purposes.

The Final Rule continues to require that the ACO govern-
ing body’s determination be “contemporaneously docu-
mented” in order to clearly demonstrate the nexus between
the arrangement and the purposes of the Shared Savings
Program. While nothing specific is required for documenta-
tion purposes, best practices would include a duly authorized
written resolution showing the basis for the ACO governing
body’s determination. Additionally, although none of the waiv-
ers require an agreement signed by the parties, such an
agreement would be a best documentation practice as well
as one way to satisfy the Stark Law’s writing requirement if a
waiver does not apply to the arrangement, or if waiver protec-

tion were to be lost in the future.

The Final Rule also adopts the Interim Rule’s requirements for
public disclosure of arrangements for which waiver protec-
tion under the pre-participation waiver or participation waiver
is invoked. Although several commenters wanted to impose
additional disclosure requirements on ACOs, CMS and OIG
refer to their additional waiver guidance issued in February

2015 as adequately responding to the commenters’ concerns.

Shared Savings Distribution Arrangements for
Commercial Health Plans

The Interim Rule requested comments regarding a potential
waiver for shared savings derived from arrangements spon-
sored by commercial health plans. CMS and OIG decided
not to expand the shared savings distribution waiver beyond
the Shared Savings Program but would “consider addressing
shared savings derived from commercial plans in future rule-
making.” In support of their decision, CMS and OIG remarked
that such commercial shared savings arrangements do not
necessarily implicate the fraud and abuse laws, and they pro-
vided examples of ways in which private payer arrangements

may not need a specific waiver. For example, an arrangement
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might qualify for the participation waiver if there is a sufficient
nexus to the Shared Savings Program. Additionally, many
commercial shared savings arrangements can be structured
to fit within an exception to the Stark Law and a safe harbor

under the Anti-Kickback Statute.

Patient Incentive Waiver

The Final Rule formalizes the patient incentive waiver, which
waives application of the Anti-Kickback Statute and the CMP
Law’s prohibition on beneficiary inducements. As stated in the
Interim Rule, in order to take advantage of the patient incen-
tive waiver, there must be a “reasonable connection” between
the item or service provided to the beneficiary and the ben-
eficiary’s medical care. While incentives permitted under the
patient incentive waiver largely depend upon specific facts
and circumstances, the Final Rule provides some guidance
in this area. Appropriate incentives could include local trans-
portation to medical appointments or a blood pressure cuff
given to a hypertensive patient in an ACO’s chronic disease
management program. Inappropriate incentives would include
items like beauty products or theater tickets. The Final Rule
does not offer much clarity for more ambiguous items and
services (e.g., gym memberships, personal training sessions,
massages, skin creams) but advises ACOs to scrutinize such

incentives carefully on a case-by-case basis.

Conclusion

The Final Rule provides comfort to many ACOs participat-
ing in the Shared Savings Program that have taken advan-
tage of the fraud and abuse waivers outlined in the Interim
Rule to protect a wide variety of arrangements. CMS and OIG
regard the waivers as a way to promote all the benefits of the
ACO model—innovation, quality, and efficiency—while still
protecting patients from potential fraud and abuse. However,
CMS and OIG will continue to monitor arrangements pro-
tected under the waivers to ensure that the waivers are not
raising concerns of overutilization, increased costs, and poor
quality of care, among others, and may make modifications
to the waivers in the future as needed. Accordingly, ACOs tak-
ing advantage of one of the waivers should have a fall-back
strategy in place to deal with the loss or restriction of a waiver

should it no longer be available.
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In August 2015, Jones Day reviewed the publicly available web-
sites of approximately 425 ACOs participating in the Shared
Savings Program to determine the scope and use of the vari-
ous fraud and abuse waivers. Despite the breadth and power
of the waivers, particularly the participation waiver, we found
only 66 ACOs utilizing waivers to protect approximately 90 dif-
ferent types of arrangements. ACOs participating in the Shared
Savings Program should strongly consider taking advantage
of the waivers given the issuance of the Final Rule, which sig-

nals CMS and OIG’s approval of the benefits of the waivers.

Lawyer Contacts

Jones Day attorneys have substantial knowledge of the
Shared Savings Program and significant experience advis-
ing clients on many aspects of the Shared Savings Program,
including developing and structuring arrangements under
the fraud and abuse waivers and ensuring ongoing regulatory
compliance. For further information, please contact your prin-
cipal Firm representative or one of the lawyers listed below.
General email messages may be sent using our “Contact Us”

form, which can be found at www.jonesday.com/contactus/.

John M. Kirsner
Columbus
+1.614.281.3700
jkirsner@jonesday.com

David W. Grauer
Columbus
+1.614.281.3855
dgrauer@jonesday.com

David T. Morris
San Francisco
+1.415.875.5719
dmorris@jonesday.com

Thomas E. Dutton
Columbus
+1.614.281.3897
tedutton@jonesday.com

Gerald M. Griffith
Chicago
+1.312.269.1507

Detroit

+1.313.230.7907
ggriffith@jonesday.com

Jeffrey L. Kapp
Cleveland
+1.216.586.7230
jlkapp@jonesday.com

Todd P. Kelly

Dallas
+1.214.969.5122
tkelly@jonesday.com

LauraF.Laemmle-Weidenfeld
Washington

+1.202.879.3496
Iweidenfeld@jonesday.com

Rebekah N. Plowman
Atlanta

+1.404.581.8240
rplowman@jonesday.com

Heidi A. Wendel

New York
+1.212.326.8322
hwendel@jonesday.com

Andrew G. Jack and Megan B. Webb, associates in the
Columbus and Los Angeles Offices, assisted in the prepara-

tion of this Commentary.

Jones Day publications should not be construed as legal advice on any specific facts or circumstances. The contents are intended for general infor-
mation purposes only and may not be quoted or referred to in any other publication or proceeding without the prior written consent of the Firm, to be
given or withheld at our discretion. To request reprint permission for any of our publications, please use our “Contact Us” form, which can be found
on our website at www.jonesday.com. The mailing of this publication is not intended to create, and receipt of it does not constitute, an attorney-client
relationship. The views set forth herein are the personal views of the authors and do not necessarily reflect those of the Firm.


http://www.jonesday.com/contactus/
mailto:jkirsner@jonesday.com
mailto:dgrauer@jonesday.com
mailto:dmorris@jonesday.com
mailto:tedutton@jonesday.com
mailto:ggriffith@jonesday.com
mailto:jlkapp@jonesday.com
mailto:tkelly@jonesday.com
mailto:lweidenfeld@jonesday.com
mailto:rplowman@jonesday.com
mailto:hwendel@jonesday.com
http://www.jonesday.com

