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V I E W P O I N T

Addressing the Legal Issues in Achieving Quality and Cost Efficiency:
The Need for a Rebuttable Presumption

In this viewpoint article, the author proposes Congress establish a rebuttable presump-

tion that transactions, entities, arrangements, and relationships structured to bring about

clinical integration through appropriate collaboration among providers to improve quality

and reduce costs based on evidence based measures are in compliance with applicable law.

This paper is based on a presentation made to the Institute of Medicine Board on Health

Care Services on April 20, 2009.

BY DOUGLAS A. HASTINGS

T HE PROBLEM: Well-intentioned regulatory
schemes, and their enforcement, create barriers to
collaboration, cooperation, and coordination

among providers in the health care system. Such col-
laboration is precisely what a consensus of the policy

community and the Obama administration believe is
necessary to improve quality and reduce costs. Evolving
‘‘bundled payments’’ concepts will necessitate greater
collaboration among providers, including shared finan-
cial incentives and payments.

ALIGNING INCENTIVES: Collaboration, coopera-
tion, and coordination among diverse providers is es-
sential to achieve the six aims of quality health care as
defined by the Institute of Medicine—care that is safe,
effective, efficient, patient-centered, equitable, and
timely. Such collaboration necessarily includes transac-
tions, arrangements, and payments that align incen-
tives, enhance systemic approaches and drive the req-
uisite size and scale. Incentives to achieve the six aims,
including financial incentives, are a necessary compo-
nent and need to be allowed and encouraged. The regu-
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latory system needs to be aligned with these aims as
well.

APPLICABLE REGULATORY SCHEMES: Among
others, federal (and in some cases state) self-referral
(Stark) laws, anti-kickback statutes, civil money pen-
alty statutes, exempt organization tax laws, and anti-
trust laws.

WHY IS THIS THE CASE? These laws all evolved in
an era in which provider separateness was assumed to
be appropriate and financial incentives between provid-
ers generally were assumed to be improper.

GOVERNMENT AS PURCHASER AND REGULA-
TOR: Inherently, this dual role of government can cre-
ate a duality of interest. As purchaser, the goal is to pay
less; as regulator, the result is to require more. As pur-
chaser, the goal is to encourage financial incentives to
improve quality and reduce cost; as regulator, the result
is to view incentives with suspicion and declare some
incentives illegal. As purchaser, the goal is to encourage
innovation and efficiency; as regulator, the result often
is to discourage innovation and efficiency in an attempt
to control behavior.

WHY CLINICAL INTEGRATION CAN HELP SOLVE
POLICY AND LEGAL ISSUES: The concept of clinical
integration under current law recognizes that single en-
tities cannot pay themselves for referrals or conspire
with themselves to restrain trade. This notion recog-
nizes the importance of size and scale, but also the re-
ality of multiple, diverse participants. It also accommo-
dates both collaboration and competition. Examples of
the application of this concept in current law and en-
forcement policy include the AMC exception to Stark,
the employee exceptions to Stark and the anti-kickback
laws, antitrust guidance on clinical integration, and
joint ventures. Where true clinical integration is being
sought and achieved, it is good for patients and society,
institutional mission and public policy goals are ad-
vanced, and legal concerns should be lessened.

ENFORCEMENT MEETS QUALITY: We need to
build on this clinical integration framework. Evidence-
based measures of quality and efficiency can help de-
termine proper use and effective care coordination. The
private sector must continue to educate Congress and
the regulatory agencies on the importance of quality as
an affirmative element of compliance. The private sec-
tor also at times may have to initiate change and dem-
onstrate the benefits to patients before the payment sys-
tem and regulations catch up.

WHAT’S WRONG WITH THE SAFE HARBORS
AND EXCEPTIONS CURRENTLY ON THE BOOKS?
Existing safe harbors are by definition very limited and
narrow. There is no ‘‘global’’ safe harbor for quality and
cost savings initiatives. Current regulatory schemes of-
ten push in contradictory directions and assume that
quality and cost efficiency are mutually exclusive.

MY REGULATORY PROPOSAL: Congress should es-
tablish a rebuttable presumption that transactions, en-
tities, arrangements, and relationships structured to
bring about clinical integration through appropriate
collaboration among providers to improve quality and
reduce costs based on evidence-based measures are in
compliance with applicable law. This is an approach
similar to that taken in the Treasury regulations imple-
menting the intermediate sanctions provisions of the In-
ternal Revenue Code with respect to compensation paid
by tax-exempt organizations.

WHY MIGHT THIS WORK? There is legal prece-
dent. It affords a global approach to supporting neces-
sary collaboration while not curtailing ongoing enforce-
ment priorities. While this approach does not tie regu-
latory agencies’ hands like a safe harbor, it does shift
the burden of proof.

POSSIBLE LEGISLATIVE ELEMENTS:
s A virtual or entity-based organizational structure

that features clinical integration and supports
quality and cost-efficiency.

s Adoption of appropriate evidence-based measures
with outside verification.

s Clear documentation of structure, measures, and
operational processes.

s A virtual or entity board in place, including inde-
pendent board members, to oversee operations.

CHALLENGES TO ADOPTION AND IMPLEMEN-
TATION: This rebuttable presumption approach may
be viewed as too broad. Some in the regulatory commu-
nity may oppose it as creating too much flexibility for
providers, while some in the provider community may
view it as not flexible enough. Opposition also could re-
sult from a perceived lack of consensus around what
measures should be used. The policy community may
not be sufficiently sensitive to the problems created by
these legal issues or may not believe that these issues
represent a high enough priority to address. However,
nearly 30 years of experience in the practical imple-
mentation of collaborative arrangements in health care
tells me that we will fall short of our care coordination,
quality, and cost efficiency goals—i.e., achieving the six
aims—if we ignore these thorny legal problems in the
current health care reform debate.
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