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ABSTRACT: Healthcare providers, attorneys, and others working in the
healthcare industry in the United States are well aware of the widespread
concerns among federal and state policymakers (among others) about the
growing cost and variability of care among different segments of the popula-
tion. To address these concerns, many policymakers have begun supporting
pay-for-performance and other quality-focused initiatives. This article exam-
ines the legal barriers to successful implementation of such initiatives, focusing
specifically on payment changes in the Medicare program, and on the federal
fraud and abuse laws (namely, the Anti-Kickback Statute, the Civil Monetary
Penalty Law, and the Physician Self-Referral Law). As part of this examination,
the article highlights several central statutory developments and federal agency
initiatives that have begun exploring quality-based payment in the Medicare
program, as well as some important initiatives likely to receive attention in
the current political environment.The article also proposes congressional and
regulatory actions that could help remove or reduce the legal impediments
these initiatives will face. Finally, the article provides suggestions to help pro-
viders (especially hospitals) prepare for quality-based payment reforms.
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Introduction

The cost, availability, and quality of healthcare in the United States
have garnered a great deal of attention over the past few years from
federal and state policymakers, insurers, employers, researchers, and
consumers. Many have raised concerns about the increasing costs of
care and the variability in the quality of care among different seg-
ments of the population. Given that Medicare is the largest healthcare
payor in the United States, this article focuses on payment changes
in the Medicare program. The Congressional Budget Office (CBO)
has estimated that spending for healthcare services will total roughly
$2.6 trillion in 2009, representing approximately seventeen percent
of the gross domestic product (GDP)—a much greater portion of the
GDP than in other industrialized nations.! The Centers for Medicare
& Medicaid Services (CMS) has predicted that under the existing
healthcare finance system, healthcare spending will consume almost
twenty percent of the GDP by 2017.% Critics of the American health-
care delivery system frequently contrast the quality of services provided
in the United States with that of other nations. For instance, one
study of data from 1990 to 1999 found a higher rate of Hepatitis B—
which is largely preventable by vaccine—in the United States than in

1 Cona. Bupcet OFFick, Key Issues IN ANALYZING MAJOR HEALTH INSURANCE PRoPOSALS
(Dec. 2008) 1, available at www.cbo.gov/ftpdocs/99xx/doc9924/12-18-Keylssues.pdf;
SeN. Max Baucus, CaLL To AcTioN: HeALTH Rerorm 2009 5 (Nov. 12, 2008), available at
http://finance.senate.gov/healthreform2009/finalwhitepaper.pdf [hereinafter
CaLL To AcTion: HeaLTH ReForm 2009].

2 C7Rs. FOR MEeDICARE & MEDICAID SERvS., NATIONAL HEALTH EXPENDITURE PrOJECTIONS 2007-2017,
available at www.cms.hhs.gov/NationalHealthExpendData/Downloads/proj2007.pdf.
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Australia, Canada, and New Zealand, as well as a higher rate of mor-
tality from asthma in the United States than in Australia or Canada.’
A 2004 study reported that, compared to adults in similarly-situated
countries, a higher percentage of adults in the United States said that
they had faced such difficulties as unavailability of test results or medi-
cal records at scheduled appointments, receipt of duplicate tests, and/
or receipt of conflicting information from different physicians.*

The top-quality services and physicians, which draw many non-
Americans to the United States for treatment, has not gone completely
unrecognized in discussions of health reform. Policymakers and others
have recognized these elements of distinction, but have increasingly
emphasized the perceived disconnect between overall quality and over-
all cost of care in the United States. Many policymakers have focused
recent reform efforts and proposals on pay-for-performance (P4P),
which refers to adjusting payment rates based on the level of perfor-
mance on designated quality of care measures (e.g., bonus payments
for high performance or financial penalties for low performance) and
other quality-focused payment initiatives.” Although specific proposals
and initiatives differ, the focus on tying payments to quality and the
view that reform is necessary have been consistent among many policy-
makers on both sides of the aisle.

The purpose of this article is to analyze the legal impediments that
such reformers will encounter when seeking to implement quality-
focused payment initiatives, as well as to suggest some steps providers
can take to prepare for implementation of these reforms. We begin
by highlighting some of the key statutory developments and federal
agency initiatives that have helped test models of quality-based payment
in the Medicare program.® Next, we provide a brief overview of some
central quality initiatives likely to receive attention in the existing

3 Peter S.Hussey et al., How Does the Quality of Care Compare in Five Countries,
23 HeaLtH AFF, 92 (May/June 2004).

4 Cathy Schoen et al., Primary Care and Health System Performance: Adults’ Experiences
in Five Countries, HeaLTH AFF. (WEB ExcLusive) W4-494 (Oct. 28, 2004).

5 While this article focuses on P4P, much of the discussion could apply to traditional
gainsharing programs (arrangements between hospitals and physicians in which the
hospital agrees to share with physicians any reduction in the hospital’s cost attribut-
able in part to physician efforts) and to similar economic-based initiatives. While the
Office of the Inspector General (OIG) of the Department of Health and Human Services
(HHS) has coined the term “shared savings programs” for gainsharing programs and
the term “incentive payment programs” for P4P and other quality-focused programs,
there can be a great deal of overlap between the two, such as the quality of care
controls used in gainsharing programs to prevent the sharing of savings when a cost-
savings action has negatively impacted quality of care.

6  This article focuses on payment changes in the Medicare program both because
Medicare is the largest payor for healthcare services in the United States and because
Medicare payment is a trigger for the applicability of the federal fraud and abuse laws.
Keep in mind, however, that Medicaid programs and private insurance companies often
adopt payment initiatives similar to those implemented by the Medicare program.

Journal of Health & Life Sciences Law ~ Vol. 2, No. 4
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political environment. We then move into a more robust discussion
of federal fraud and abuse referral laws that, in varying degrees, could
impede implementation of P4P payment reforms. We close with some
suggestions for healthcare providers, especially hospitals, as they
prepare for the implementation of reforms and, possibly, for a radical
overhaul of the Medicare payment system.”

Development of Quality-Focused Payment
in the Medicare Program

Today’s Medicare program reimburses most providers using fee-for-
service or prospective payment systems.® Hospitals, as Medicare Part A
providers, are paid using the hospital inpatient and outpatient pro-
spective payment systems. Physicians, as Medicare Part B providers, are
reimbursed according to the physician fee schedule, a fee-for-service
payment system. Importantly, physicians control the vast majority of
healthcare spending in the hospital setting, placing the physician in a
unique and powerful position with regard to controlling costs.’ Because
physicians are reimbursed separately based upon a fee schedule and
are not at financial risk for the costs of services provided or ordered
in the hospital, physicians have little or no incentive to control the
costs of the hospitals (or other Part A providers). Further, the pervasive
risks of malpractice litigation, from both a financial and a reputational
perspective, may encourage physicians to order more tests and ser-
vices than medically indicated—a practice commonly called “defensive
medicine.”"” Without significant reform to the malpractice system in

7  This article focuses on changes that would need to be made to existing interpreta-
tions, or to the statutory language itself, of the federal fraud and abuse referral laws,
namely, the Civil Monetary Penalty Law, the Anti-Kickback Statute, and the Physician
Self-Referral Law. We recognize that there are numerous other important and inter-
esting legal issues related to quality of care—for instance, the relationship between
current malpractice law and quality-based payments, consumer rights to quality
scores for physicians and other providers, and third party payor rights and responsibili-
ties in developing P4P or consumer-based quality monitoring and choice programs.
However, these issues, as well as others not directly bearing on federal fraud and abuse
referral laws, are outside the scope of this article.

8  Some providers, such as critical access hospitals, continue to be reimbursed using
cost-based systems.

9  Numerous studies have documented the role that physicians play with respect to
healthcare spending. In one recent study, physicians were found to control 87 percent
of all hospital costs. See Alan Sager & Deborah Socolar, Boston Univ. ScH. oF Pus. HEALTH,
HeaLth Costs Asor ONE-QUARTER oF Economic GrRowTH, 2000-2005 29 (Feb. 2005), available
at http://dcc2.bumc.bu.edu/hs/Health%20Costs%20Absorb%200ne-Quarter%20
0f%20Economic%20Growth%20%202000-05%20%20Sager-Socolar%207%20
February%202005.pdf.

10 For example, one study examining physicians’ ordering behavior between 1984
and 1990 in several States with differing medical malpractice laws concluded
that limiting incentives to practice defensive medicine could save up to $50 billion
annually with minimal, if any, impact on quality of care. According to a more recent
study, this $50 billion per year estimate would translate into savings of $150-$190 billion

Journal of Health & Life Sciences Law ~ Vol. 2, No. 4



PoriticAL TRENDS AND OUTLOOK FOR QUALITY INITIATIVES 11

Political Trends and Outlook for Quality Initiatives

Many key policymakers share the view that the current economic
crisis, coupled with serious concerns about healthcare cost and qual-
ity, requires immediate attention—and significant change—to the U.S.
healthcare system. Healthcare reform was a prominent issue in the
Presidential campaign and is expected to remain a major focus during
the Obama administration. President Obama has consistently identi-
fied improving healthcare quality and lowering costs among his central
objectives for reforming the healthcare system. To facilitate these
changes, he has emphasized the need for (among other things):

* significant investment in health IT, including electronic health
records;

* increased coordination and integration of care, such as through
medical home models for individuals with chronic disease;

* mandatory collection and public reporting by hospitals and
other providers of quality and cost data, such as hospital-
acquired infections;

* alignment of reimbursement with performance on quality out-
come measures; and

* encouragement of comparative effectiveness research.*

In addition to the funding for health IT mentioned above,* the Stim-
ulus appropriated substantial funding for comparative effectiveness
research, establishing a Federal Coordinating Council for Compara-
tive Effectiveness Research to coordinate this research and advise the
President and Congress on the findings.* Similarly, President Obama’s
2010 Budget highly prioritizes both the nationwide implementation of
health IT and the development of comparative effectiveness research.”
Given President Obama’s commitment to healthcare reform and his
repeated recognition of these quality initiatives among his priorities,
the healthcare provider community should prepare to see continued
efforts in these areas, as well as action in at least some of the other qual-
ity initiatives enumerated above, in the coming years.

36 See, e.g., Press Release, Obama for America, Barack Obama and Joe Biden’s Plan to
Lower Health Care Costs and Ensure Affordable, Accessible Health Coverage for All,
available at www.barackobama.com/pdf/issues/HealthCareFullPlan.pdf (last visited
Jan. 22, 2009).

37 Pub.L.No.111-5,8§4101,4102, 13301.

38 Id. § 804.

39  OFrrice oF MmT. & BupGET, A NEw ERA OF RESPONSIBILITY:

RenewiNG AMERICA's PromisE 68, 70 (Feb. 26, 2009), available at
www.whitehouse.gov/omb/assets/fy2010_new_era/A_New_Era_of_Responsibility2.pdf.

Journal of Health & Life Sciences Law ~ Vol. 2, No. 4
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Several of President Obama’s expressed priorities for health reform
are mirrored in the White Paper, Call to Action: Health Reform 2009, issued
in November 2008 by Senator Max Baucus, Chairman of the Senate
Finance Committee. Senator Baucus occupies a very prominent posi-
tion. Many consider the Senate Finance Committee the most influential
congressional committee due to its jurisdiction over all taxes and rev-
enue, many federal healthcare programs, and other key areas. It would
not be surprising to see many of the policies discussed in the White
Paper appearing in legislation during 2009 and beyond—especially
given their cohesion with President Obama’s proposals. Specifically,
Chairman Baucus’ White Paper calls for “delivery system reforms that
would improve quality and, over time, lower costs,” such as:

¢ adjusting payment incentives to reward quality and value, includ-
ing through the gradual implementation of VBP programs for
hospitals and physicians, and the alignment of hospital and phy-
sician quality improvement targets;

® encouraging provider accountability and collaboration, such as
by developing and implementing bundled payment initiatives
(such as those currently being tested under the CMS Acute Care
Episode Demonstration);

* investing in health IT;

¢ funding comparative effectiveness research; and

* promoting the medical home model and other ways of provid-
ing comprehensive care management and coordination.*

The Medicare Payment Advisory Commission (MedPAC) has rec-
ommended several policies similar to those featured in the Obama and
Baucus health reform plans. MedPAC’s June 2008 Report to the Congress:
Reforming the Delivery System, made the following recommendations
(among others):

* redesign payment incentives to promote and reward provider
efficiency and quality;

® promote provider accountability and care coordination, includ-
ing through promoting the medical home concept and testing
bundled hospital-physician payment approaches; and

* encourage and finance comparative effectiveness research.*

In this report, MedPAC highlighted its history of recommending
that payments be tied more closely to quality—including its recom-

40 See CaLL 10 AcTION: HEALTH REFOrm 2009.

41  See MepicARe PAYMENT Apvisory Comm'N, REPORT TO THE CONGRESS: REFORMING THE DELIVERY SYSTEM
(June 2008), available at www.medpac.gov/documents/Jun08_EntireReport.pdf
[hereinafter REFORMING THE DELIVERY SYSTEM].
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mendation that Congress create a quality incentive payment policy for
physicians, Medicare Advantage plans, dialysis facilities, hospitals, and
home health agencies—and expressed its intent to continue examin-
ing P4P initiatives.*

Many of the Obama and Baucus proposals are consistent not only
with MedPAC’s recommendations, but also with the recent efforts of
CMS and HHS (discussed above), including the focus on health IT,
quality data reporting, and provider accountability and collaboration.
These proposals in particular will be integral to the success of quality-
focused initiatives.

Legal Barriers to Quality-Based Payment Reforms

Although there is widespread support for reforming the healthcare
payment system to improve the quality of healthcare while reducing
waste and removing inefficiencies, significant payment reform is only
part of the solution to the problems facing our nation. For payment
system reforms to succeed, hospitals and other institutional providers
will need mechanisms to gain the requisite support and buy-in from
the physicians uniquely positioned to improve quality and reduce
waste. The ability of hospitals and other providers to move freely in
this area, however, is significantly hampered by the federal fraud and
abuse referral laws—namely, the Civil Monetary Penalty (CMP) Law,*
the Anti-Kickback Statute (AKS),* and the Physician Self-Referral Law
(Stark Law)* (collectively, the referral laws)—and by the lack of spe-
cific guidance from CMS and the Office of Inspector General (OIG)
on how to develop legally compliant quality-based programs.*® Without
such guidance and/or statutory change to permit effective alignment of
hospital and physician incentives, the success of otherwise viable qual-
ity incentive payment reforms will be significantly limited. This section
provides an overview of each of the referral laws, identifies relevant
guidance and analysis from CMS and the OIG, and explains how the
referral laws present barriers to successful implementation of quality-
focused initiatives.

Payor-based P4P efforts use financial incentives to promote quality
and efficiency, with payors providing incentives to hospitals for meet-
ing specified quality standards or outcome targets (e.g., improving on

42 [d.at14.

43 42 US.C.§1320a-7a(b)(1), (2).

44 |d.§ 1320a-7b.

45 Id.§1395nn.

46 While federal enforcement agencies also use the False Claims Act to address concerns
about fraudulent and abusive practices, we are limiting the scope of our discussion to
the fraud and abuse referral laws. See 31 U.S.C. § 3729 et seq.
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a particular quality measure or adopting health IT). Because hospitals
need the support and cooperation of physicians to achieve many of
these performance goals, hospitals often want to encourage physician
involvement by sharing some of the incentive payments. Hospitals also
may want to operate their own quality-focused programs to reward phy-
sicians for improving care in measurable ways (i.e., a provider-based P4P
program). Hospital payments to physicians under both payor-based and
provider-based P4P present real legal challenges.47 Specifically, these
hospital payments to physicians implicate the Stark Law, and could
implicate the AKS and CMP.**

Arguably, existing regulations and guidance provide ways of structur-
ing these hospital/physician arrangements to comply with the referral
laws. Many providers already encourage quality improvement and waste
reduction by:

* including performance measures in physician employment con-
tracts to reward employed physicians for achieving certain goals
and for participating in quality of care improvement efforts;

* entering into personal services arrangements with non-
employed/independent contractor physicians for quality-focused
activities and achievement of established goals; or

® creating a management joint venture with physicians whereby the
joint venture enters into a management contract with the hospi-
tal for quality of care functions.

Although each of these approaches offers hospitals a way to share
incentive payments and earned savings with physicians, these models
are not withoutrisk or complication. Questions remain, such as whether
the payments are consistent with fair market value, whether the pay-
ments are for actual services provided, and whether models relying
on percentage-based compensation run afoul of the limitation on pay-
ments based in whole or in part on volume or value of referrals or
other business generated between the parties. This uncertainty limits
providers’ willingness to invest in innovative P4P and other quality-
focused programs that could produce great benefits for quality of care
and efficiency.

47 Payments from payors to hospitals do not implicate the Stark Law if the hospital does
not pass along any portion of the payments to physicians.

48 See 73 Fed. Reg. 38502, 38549 (July 7, 2008). Quality-focused programs that do not
involve the reduction or limitation of healthcare services, however, potentially may not
implicate the CMP. Furthermore, CMS has observed that “payments made directly from
a payor to a physician, at the payor’s sole discretion, may not implicate the physician
self-referral statute or other fraud and abuse statutes.” /d.
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Civil Monetary Penalty Law

The CMP Law and the OIG’s interpretation of the scope and breadth
of the CMP Law present obstacles to the implementation of gainshar-
ing and quality-focused initiatives. Pursuant to the CMP Law, the OIG
(by delegation from the Secretary)® is authorized to impose CMPs and
assessments on certain Medicare and Medicaid program providers and
suppliers for specific types of violations. One provision of the CMP Law,
added in 1986, prohibits hospitals (and critical access hospitals) from
knowingly making a payment, directly or indirectly, to a physician to
induce reductions or limitations of patient care services to Medicare or
Medicaid beneficiaries under the physician’s direct care.” Specifically,
hospitals that make, and the physicians that receive, such payments
are liable under the CMP for civil fines of up to $2,000 per patient
covered by such payments.” This provision emerged in response to
congressional concerns that reimbursing hospitals under a prospective
payment system, rather than based on actual charges, would lead to
hospitals discharging patients “quicker and sicker.”

The OIG’s longstanding, broad interpretation of the CMP

The OIG has interpreted the prohibition broadly, finding no
requirement that the prohibited payments be tied to:

1. specific patients,
2. reductions in medically necessary care, or

3. anactual diminution in care, provided that the hospital is aware
that the payments could induce physicians to reduce or limit
services to patients.”

The OIG has opined that it is “irrelevant for purposes of the CMP”
whether “the current medical practice may involve care that exceeds
the requirements of medical necessity or does not comply with cur-
rently accepted best practices.”* According to the OIG, the legislative
history of these provisions supports this broad reading of the reduction
of care language. In a 1999 Special Advisory Bulletin on gainsharing
arrangements, the OIG cited the following language in the House

49 58 Fed.Reg. 52967 (Oct. 20, 1994).

50 Pub.L.No.99-509, § 9313(c).

51 42 U.S.C. § 1320a-7a(b)(1), (2).

52 Id.

53 See OIG Special Advisory Bulletin, Gainsharing Arrangements and CMPs for Hospital
Payments to Physicians to Reduce or Limit Services to Beneficiaries 2 (July 1999),
available at www.oig.hhs.gov/fraud/docs/alertsandbulletins/gainsh.htm.

54 See, e.g., OIG Advisory Opinion 08-16 6 (Oct. 7, 2008), available at
www.oig.hhs.gov/fraud/docs/advisoryopinions/2008/AdvOpn08-16A.pdf.

Journal of Health & Life Sciences Law ~ Vol. 2, No. 4



16 MARTIN AND TENNEY: QUALITY-BASED PAYMENTS: TRENDS AND BARRIERS

Committee Report explaining the House provision ultimately codified
in the CMP:

The Committee believes thatsuch incentive payments
[from hospitals, health maintenance organizations
(HMOs), or competitive medical plans to physi-
cians] may create a conflict of interest that may limit
the ability of the physician to exercise independent
professional judgment in the best interest of his or
her patients.”

In the Special Advisory Bulletin, the OIG also excerpted the follow-
ing from a floor statement of the then-Chairman of the Subcommittee
on Health of the House Ways and Means Committee (also a member
of the Conference Committee): “The House held firm in its insistence
on outlawing certain physician incentive plans. We must not tolerate
hospitals paying physicians to reduce or limit services to the elderly.”*

Although the OIG views this legislative history as supporting its
broad interpretation of the CMP Law, it is important to point out
that the legislative history also contains some limitations on the law’s
intended reach. The House Committee Report explicitly states: “The
Committee recognizes that incentive arrangements are necessary to
the operation of some types of HMOs or [competitive medical plans].
The Committee also recognizes that many of these arrangements pose
no inherent threat to quality of care.”” After identifying some key fea-
tures of arrangements that the committee believed were appropriate
(i.e., no direct link between a physician’s treatment decision and the
amount of the bonus, and payments low enough so as not to threaten
physicians’ independent professional judgment), the committee stated
explicitly that it “believes that some incentive arrangements should be
allowed while others should be prohibited.”® When this provision of
the CMP Law was enacted, it required the Secretary to report to Con-
gress regarding appropriate exceptions to this prohibition for HMOs
and competitive medical plans. These intended limitations on the CMP
Law are discussed below.

55 OIG Special Advisory Bulletin, Gainsharing Arrangements and CMPs for Hospital
Payments to Physicians to Reduce or Limit Services to Beneficiaries (July 1999),
available at www.oig.hhs.gov/fraud/docs/alertsandbulletins/gainsh.htm (citing
U.S. H. Comm. on Budget, Omnibus Budget Reconciliation Act of 1986 (to
accompany H.R. 5300) (99 H. Rpt. 727), reprinted in 1986 U.S.C.A.N.N. 444).

56 Id. (citing 144 Cong. Rec. H11, 446 (Oct. 17, 1986)).

57 U.S.H.Comm. on Budget, Omnibus Budget Reconciliation Act of 1986 (to
accompany H.R. 5300) (99 H. Rpt. 727), reprinted in 1986 U.S.C.A.N.N. 444.

58 Id.
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The OIG’s statements and analyses of arrangements under the CMP
Law, however, demonstrate that the OIG currently holds a broad inter-
pretation of its CMP authority. Unlike the AKS and the Stark Law, there
are no safe harbors or exceptions to the CMP Law; rather, the OIG
engages in a case-by-case analysis to determine whether to impose sanc-
tions on hospitals and/or physicians. As a result, although many quality
efforts are aimed at increasing efficiency and reducing waste (which
could involve reducing services without falling below the standard of
care or best practice), under the OIG’s interpretation, the CMP Law
would be implicated. Common cost-saving measures subject to scru-
tiny under the CMP Law include standardizing surgical products and
devices, limiting the use of certain medications, or eliminating the use
of certain items or supplies where not clinically indicated.

An example of the OIG’s analysis of these cost saving measures dem-
onstrates the high standard. One common cost-saving measure reviewed
by the OIG is the reduction of blood cross-matching to a percentage
equal to the accepted industry standard. If a hospital is performing
blood cross-matches on 100% of patients and the standard is for blood
cross-matches to be performed 30% of the time, a cost-saving measure
would reward physicians for medically appropriate reductions in blood
cross-matches from 100% to 30%, with no cost sharing for any reduc-
tions below the 30% threshold. Even though the reduction is arguably
aimed at medically unnecessary services, the OIG’s position is that any
reduction in services implicates the CMP Law.” Accordingly, these pro-
grams must be evaluated carefully prior to implementation, to ensure
that sufficient safeguards exist to protect patients and to reduce the
risk of an OIG enforcement action. Some safeguards include:

* clearly and separately identifying specific cost-saving actions and
resulting savings;

* garnering credible medical support for the position that the
cost-saving recommendations would not adversely affect patient
care, with periodic reviews of any impact on clinical care;

* subjecting federal healthcare program procedures to a cap,
which would limit any disproportionate impact on federal
healthcare program beneficiaries; and

¢ establishing baseline thresholds through objective historical
and clinical measures to protect against inappropriate reduc-
tions in services.®

59 See, e.g., OIG Advisory Opinion 05-01 (Jan. 28, 2005).
60 Seg, e.g., OIG Advisory Opinion 01-01 (Jan. 11, 2001).
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OIG Advisory Opinion 08-16 approving a P4P program

Until recently, most OIG guidance related to the CMP Law has
related to gainsharing arrangements, not P4P programs. At the time
this article was written, the OIG had analyzed one P4P program under
the CMP Law through its advisory opinion process.”® OIG Advisory
Opinion 08-16 examined a nonprofit hospital’s initial three-year P4P
program with a commercial insurer and certain physicians on the hos-
pital’s medical staff. The OIG found that the hospital’s proposal to
share with physicians the incentive payments earned from the insurer
would implicate the CMP, but the OIG would not impose administra-
tive penalties for the arrangement.”® Under that P4P program, the
insurer would pay the hospital a bonus if the hospital achieved speci-
fied quality and efficiency standards for all hospital patients (including
Medicare, Medicaid, and privately insured patients) who had one or
more of six specified conditions or procedures. The quality targets
would be derived from the Specifications Manual for National Hospital
Quality Measures (Quality Measures Manual) published by The Joint
Commission. The program would allow the hospital to share incentive
payments with physicians through a quality enhancement professional
services agreement with a legal entity comprising physicians on the
hospital’s medical active staff.®® This quality enhancement agreement
moved the proposed arrangement beyond traditional payor-based
P4P to provider-based P4P, thus potentially implicating the CMP
Law. In its analysis of the hospital payments to the physician entity,
the OIG declined to impose penalties due to the presence of several
program safeguards designed to reduce the risk of fraud and abuse.
These safeguards included quality targets based on credible medical
evidence indicating that the targets improve patient care, and quality
targets reasonably related to the practices and patient population of

61 By requesting an advisory opinion from the OIG, entities can gain assurance (upon
receipt of a favorable opinion) that the OIG will not impose sanctions on their P4P
arrangements (or other arrangements that potentially implicate the CMP Law or AKS).
The advisory opinion process can take a significant amount of time to complete, and
favorable opinions protect only the requesting entities—and only if they do not devi-
ate from the details included in their opinion requests. See OIG, Advisory Opinions,
www.oig.hhs.gov/fraud/advisoryopinions.asp.

62 OIG Advisory Opinion 08-16 (Oct. 7, 2008).

63 Specifically, the hospital would pay the physician entity a percentage consistent with
fair market value and not to exceed fifty percent of the bonus compensation awarded
to the hospital from the insurer. The physician entity would distribute the hospital
payment to its physician members on a per capita basis. The program would also cap
payments to the physician entity based on the base compensation paid by the insurer
to the hospital. Capping payments in this manner protects against the risk of physi-
cians’increasing referrals to the hospital, which, in turn, could increase the hospital’s
compensation from the insurer and, ultimately, the physicians’bonus compensation.
The terms of the agreement are consistent with prior OIG gainsharing opinions and
their identified safeguards. /d. at 3, 4.

Journal of Health & Life Sciences Law ~ Vol. 2, No. 4



LEGAL BARRIERS TO QUALITY-BASED PAYMENT REFORMS 19

the hospital.”* The OIG also noted that the incentive program involved
all patients, not just those insured by the commercial insurer.

Although Advisory Opinion 08-16 represents another welcome
expansion of traditional gainsharing (as approved by the OIG),
a number of limitations remain on the usefulness of this opinion for
other providers seeking toimplementgainsharing or P4P arrangements.
The need for OIG advice on the proposal illustrates the significant
barriers and uncertainty that surround the application of the CMP
Law to quality-focused initiatives. Further, the OIG found that imple-
menting quality measures through a P4P program implicated the CMP
Law. The OIG concluded that implementing quality measures taken
directly from The Joint Commission’s Quality Measures Manual could
induce physicians to reduce or limit services to Medicare patients. The
OIG did recognize (in a footnote) the existence of at least some qual-
ity targets that do not potentially induce the reduction or limitation of
care and, thus, would not implicate the CMP Law.®® However, the OIG
provided no further guidance on or examples of such measures. It also
recognized (in the same footnote) that payments made directly to the
physicians by the commercial insurer would not implicate the CMP.%
The advisory opinion, therefore, illustrates the OIG’s strict interpreta-
tion of the CMP provisions.

Need for legislative modification of the CMP Law

In general, the OIG has softened its approach to gainsharing
arrangements considerably since outlining its concerns with general-
ized gainsharing in the 1999 Special Advisory Bulletin—i.e., payments
tied to overall cost savings rather than payments tied to specific,
identifiable cost savings—and taking the position that gainsharing
arrangements between hospitals and physicians violate federal law.
However, the OIG’s position on the CMP Law still poses a significant
barrier to the implementation of quality-focused programs and to
the ability of hospitals and providers to share any earned incentive
payments with physicians. Removing this legal barrier will require con-
gressional action, an issue brought before Congress in the past and
recognized by key policymakers.

64 Other safeguards included monitoring the quality targets and their implementation
throughout the program to avoid inappropriate limits on patient care or services,
and a policy that if a quality standard is not met for a particular patient and is contra-
indicated for that patient, the hospital payment to the physicians will not be reduced.
Id. at 5, 6.

65 Id.at7,n.8.

66 Id.

Journal of Health & Life Sciences Law ~ Vol. 2, No. 4



20 MARTIN AND TENNEY: QUALITY-BASED PAYMENTS: TRENDS AND BARRIERS

Likewise, MedPAC has recognized the need for statutory change. In
its June 2008 Report to the Congress, MedPAC highlighted its history of
recommending quality-based payment reforms, indicated its intent to
continue examining P4P initiatives, and stated that “[t]o implement
P4P, the Congress must first give the Medicare program the ability to
pay providers differentially based on performance.”” With regard to
gainsharing, MedPAC explained that under current law:

Substantial gray areas existin defining what is allowed
and whatis not.... For example, can hospitals reward
community physicians for increasing market share
in a given geographic area, or would that practice
violate the Stark law or the anti-kickback statute?
Contrasting opinions exist within the industry on the
legality of such strategies.®

MedPAC also emphasized the narrowness of favorable advi-
sory opinions on gainsharing arrangements and pointed out that
“[o]ther providers wishing to receive OIG approval must design simi-
larly narrow arrangements and then go through the lengthy advisory
opinion process, which probably is a strong deterrent to forming the
arrangements.”® Similarly, in his November 2008 White Paper on health
reform, Senate Finance Committee Chairman Max Baucus noted that
the narrowness of OIG guidance has “significantly dampened gainshar-
ing efforts” and that “[s]uccessful implementation of new payment and
delivery models to promote coordination and value-based purchasing
may require changes to the regulatory structure governing provider
collaboration.””

These comments from MedPAC and Chairman Baucus refer to mod-
ifications and/or clarifications to all three referral laws. With regard to
the CMP Law (we address the AKS and Stark Law below), the OIG’s
longstanding interpretations pose a significant barrier to the realiza-
tion of the benefits of P4P initiatives (and gainsharing programs).
The ability or desire of the OIG to retreat from its position is unlikely.
Congressional action is necessary. Congress would need to amend the
language of the CMP Law, creating a carve-out for hospital payments
to physicians under well-designed quality-focused initiatives. Congress

67 ReFORMING THE DELIVERY SYSTEM, at 14.

68 Id. at 62. MedPAC described the legislative changes needed as follows: “[l]deally, the
legal framework within which these [hospital-physician collaboration] arrangements
would operate could allow joint negotiating with manufacturers to obtain greater dis-
counts on supplies and devices, more efficient scheduling of operating rooms, mutual
compliance with clinical protocols for improving efficiency and quality, and sharing
bonuses earned for quality achievements.” Id. at 62-63.

69 Id.

70 CaLL 1o AcTioN: HeaLTH Rerorm 2009, at 54.
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could mandate certain features of P4P programs, or could delegate
definition or further expansion to the OIG. The latter approach may
be the better one, because it would enable timely adjustment of require-
ments as innovative programs develop over time and agencies identify
additional features important (or not) for protecting beneficiaries and
the Medicare and Medicaid programs. Statutory reform that specifi-
cally exempts qualifying P4P programs from the CMP Law is critical
to provide hospitals and physicians with the assurance that their well-
intentioned efforts to improve quality and reduce waste will not run
afoul of the CMP Law.

Although it is unlikely, before such an amendment is enacted, the
OIG could advance carefully designed quality-focused programs by
loosening its interpretation of the CMP Law. As mentioned above,
the legislative history of the CMP Law contains some important indi-
cations that the Law was intended to allow room for appropriately
structured quality-focused initiatives.”” Accordingly, although it could
take some time for Congress to draft and enact legislation amending
the CMP Law, the OIG could, in the meantime, provide clear guid-
ance to the industry that specifically permits the implementation of
P4P-style arrangements that contain certain enumerated safeguards.
This guidance would need to be of broader applicability than that of
an advisory opinion, which affords protection only to the requestors
of the opinion. The OIG could take such steps with the assurance that
the CMP Law was intended to contain flexibility for quality incentive
programs and could begin to break down some of the barriers to suc-
cessful implementation of these programs. As quality-based payment
reforms are implemented, the concerns that led the OIG to its expan-
sive interpretation of the CMP Law may no longer exist, providing it
with a basis for revisiting its longstanding position.

Anti-Kickback Statute

P4P and other qualityfocused initiatives may implicate the AKS
if payments are used to influence the referral of federal healthcare
business. The AKS, however, typically poses less of a barrier to the
implementation of P4P programs than the other referral laws due to a
number of exceptions and safe harbors. The AKS prohibits any person
from offering or paying any remuneration (i.e., anything of value,
including a kickback, bribe, or rebate) directly or indirectly, overtly or
covertly, in cash or in kind, to any person to induce such person (1) to
refer an individual for the furnishing (or arranging for the furnishing)

71 See e.g., U.S.H.Comm. on Budget, Omnibus Budget Reconciliation Act of 1986
(to accompany H.R. 5300) (99 H. Rpt. 727), reprinted in 1986 U.S.C.A.N.N. 444)).
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of any item or service for which payment may be made in whole or in
part under a federal healthcare program, or (2) to purchase, lease,
order, or arrange for, or to recommend the purchasing, leasing, or
ordering of any good, facility, service, or item for which payment may
be made in whole or in part under a federal healthcare program.™
Both the giver/offeror and the receiver/solicitor of the remuneration
can be guilty of an AKS violation.” The AKS has been interpreted to
cover any arrangement where only one purpose of the remuneration is
to obtain the referral of services reimbursed under a federal health-
care program (such as Medicare or Medicaid).™

The AKS includes several statutory exceptions to the prohibition. In
addition, the OIG has adopted safe harbor regulations that specity cer-
tain acts or arrangements that will not be subject to prosecution under
the AKS. If an arrangement meets the requirements of an exception
or safe harbor, the entities involved will not be prosecuted or sanc-
tioned under the AKS. The exception and safe harbor for employment
arrangements” and the safe harbor for personal services and man-
agement contracts’® are potentially applicable to P4P and similar
quality-based initiatives. A common compensation methodology for
these types of arrangements is to pay physicians either a percentage
of payments the hospital has received from a payor for improvement
toward defined quality targets (payor-based P4P) or a percentage of the
hospital’s cost savings (provider-based P4P). These designs make the
personal services and management contracts safe harbor unavailable,
because this safe harbor requires that aggregate compensation be “set
in advance.”” Another difficulty with satisfying the personal services
and management contracts safe harbor is that part-time arrangements
must include a schedule of services, including the length and exact
charge for the service, in the written contract. In the context of quality
of care programs, this specificity is difficult to achieve. Still, the employ-
ment arrangement safe harbor and exception (which do not include a

72 42US.C.§1320a-7b(b)(1), (2).

73 68 Fed. Reg. 14245, 14251 (Mar. 24, 2003). The federal government has authority to
enforce the law through criminal prosecution and, upon conviction, to impose fines of
up to $25,000 and imprisonment for up to five years. In addition, a violation of the AKS
serves as the basis for exclusion from the federal healthcare programs. Finally, the OIG
has authority to impose a civil monetary penalty of up to $50,000 for each kickback
violation. See 42 U.S.C. § 1320a-7b(b)(1), (2), § 1320a-7(b)(7), and § 1320a-7a(a)(7).

74 See, e.g., United States v. Kats, 871 F.2d 105 (9th Cir. 1989); United States v. Greber,

760 F.2d 68, 69 (3d Cir. 1985), cert. denied, 474 U.S. 988 (1985).

75 42 U.S.C. § 1320a-7b(b)(3)(B); 42 C.F.R. § 1001.952(i).

76 42 C.FR.§1001.952(d).

77 42 CFR.§1001.952(d)(5). While a “set in advance” requirement appears in certain
Stark Law exceptions as well, this requirement is much stricter as applied under the
AKS than under Stark.

Journal of Health & Life Sciences Law ~ Vol. 2, No. 4



LEGAL BARRIERS TO QUALITY-BASED PAYMENT REFORMS 23

“set in advance” requirement) should be available, depending on the
other features of the P4P arrangement at issue.

The fact that an arrangement does not meet all of the requirements
of a safe harbor does not necessarily mean that the arrangement is per se
illegal or will be prosecuted under the AKS. A variety of factors should
be evaluated to determine whether the arrangement creates an oppor-
tunity for conduct that would concern the government. For example,
the OIG has expressed concern with arrangements intended to:

¢ influence physicians to treat only relatively healthier patients;

¢ foster physician loyalty and/or attract physicians to join the med-
ical staff;

® encourage stinting on patient care; or

* simply share a portion of the hospital’s Medicare Part A pay-

ment with physicians.

Guidance has come from numerous policy statements and issu-
ances from the OIG and, most significantly, from thirteen favorable
advisory opinions on gainsharing and from Advisory Opinion 08-16
(discussed above).”™

In those favorable opinions, the OIG has identified circumstances
and safeguards that reduce the likelihood that arrangements would be
used to attract referring physicians or increase referrals from existing
physicians. Some of these safeguards include:

* limiting arrangements to physicians on the medical staffs of the
hospitals;

® basing caps on savings derived from procedures for federal
healthcare program beneficiaries on the prior year’s admis-
sions; and

¢ limiting the duration of arrangements to one to three years.

In the OIG-approved arrangements, profits were distributed within
the physician group on a per capita basis, minimizing any incentive for
an individual physician to generate disproportionate costsavings. Finally,
the OIG has highlighted the limited amount, duration, and scope of the
payments, but still cautioned that physicians could experience some
increased liability risk from any compensation to physicians.”

78 See OIG Advisory Opinions 01-01 (Jan 11,2001); 05-01 (Jan. 28, 2005); 05-02 (Feb. 10,
2005); 05-03 (Feb. 10, 2005); 05-04 (Feb. 10, 2005); 05-05 (Feb. 18, 2005); 05-06
(Feb. 18, 2005); 06-22 (Nov. 9, 2006); 07-21 (Dec. 28, 2007); 07-22 (Dec. 28, 2007);
08-08 (Jul. 31, 2008); 08-15 (Oct. 6, 2008); 08-16 (Oct. 7, 2008); 08-21 (Nov. 25, 2008),
available at www.oig.hhs.gov/fraud/advisoryopinions.asp.

79 See, e.g., OIG Advisory Opinion 01-01 (Jan. 11, 2001).
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Given courts’ broad interpretation of the AKS, along with the OIG’s
careful scrutiny of P4P and gainsharing arrangements, providers seek-
ing toimplement quality-focused programs should take care to structure
their arrangements within—or as close as possible to—an existing
exception or safe harbor to the AKS. In many cases, the most suitable
exception will be either the employment arrangement exception and
safe harbor or the personal services and management contracts safe
harbor. Further, providers should include in their arrangements as
many safeguards enumerated in favorable advisory opinions as pos-
sible, and exclude any features identified by the OIG as suspect.

Although the OIG has yet to indicate that it will promulgate a safe
harbor to the AKS for gainsharing and quality-focused initiatives, it
received public comment on this issue in its 2008 solicitation of com-
ments on new safe harbors. The OIG could promulgate a safe harbor
for gainsharing and quality-focused initiatives; however, without mod-
ification to the CMP Law and further guidance under Stark, a safe
harbor to the AKS would be of limited value. The OIG also could
modify the current personal services and management contracts safe
harbor to permit percentage-based compensation for the limited pur-
pose of gainsharing and quality-focused initiatives. As currently written,
the personal services and management contracts safe harbor does not
afford protection to one of the most common payment methodologies
for these arrangements (i.e., the hospital pays the physicians a percent-
age of the hospital’s cost savings) because the physicians’ aggregate
compensation is not set in advance.

Even without these changes, however, the AKS is the least trouble-
some of the three referral laws because relatively clear guidance exists
on safeguards to include in the arrangement and on appropriate ways
to structure an arrangement. Any efforts to broaden the AKS—or inter-
pretations of it—to foster novel, effective quality-focused initiatives
need not be made in isolation. Congress and the OIG could collabo-
rate to ensure that any new or amended statutory exceptions cohere
with the OIG’s experiences regarding the usefulness of requirements
with respect to preventing fraud or abuse, as well as the agency’s ability
to monitor compliance. Congress should invite OIG officials to testify
at committee hearings as the committees consider proposed legisla-
tion, or the need to draft legislation, to address barriers to P4P efforts
posed by the referral laws.** Senator Baucus has expressed a desire to
“work with CMS, the HHS OIG, and interested stakeholders to develop

80 See, e.g., Gainsharing: Hearing Before the Subcomm. on Health of the H. Comm.
on Ways & Means (Oct. 7, 2005) (statement of Lewis Morris, Chief Counsel to the
Inspector General, U.S. Department of Health and Human Services), available at
http://oig.hhs.gov/testimony/docs/2005/Gainsharing10-07-05.pdf.
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gainsharing proposals that strike the appropriate balance between
thoughtful incentives for coordination of care and careful protections
against financial conflicts-of-interest that could harm quality of care.”
Such collaboration could hold great promise for P4P initiatives, as
well as gainsharing programs, if Congress and the OIG recognize the
potential benefits of innovative, quality-focused payment initiatives
and provide additional flexibility in the AKS (and the other referral
laws)—especially if they make statutory and/or regulatory changes with
appropriate attention to industry input and experience.

Physician Self-Referral Law

Enacted in 1989, the Stark Law was designed to reduce the fraud and
abuse in the Medicare and Medicaid programs that can occur through
improper referral arrangements between physicians and entities with
which they have financial relationships. In the preamble to the pro-
posed Phase I regulations, CMS described the Stark Law as intended
“to address Congress’ concern that healthcare decision-making can be
unduly influenced by a profit motive,” namely that “[w]hen physicians
have a financial incentive to refer, this incentive can affect utilization,
patient choice, and competition.”® The Stark Law prohibits a physi-
cian from:

1. referring a Medicare patient to an entity;
2. for the furnishing of designated health services (DHS);

3. if there is a financial relationship between the referring physi-
cian or an immediate family member and the entity;

4. unless an exception applies.®

Intent to violate the Stark Law is not a required element of a vio-
lation of the statute. Thus, arrangements prohibited by the statutory
language will violate the law unless they comply with the requirements
of a Stark exception.

81 CaLL 10 AcTioN: HEALTH Rerorm 2009, at 54.

82 63 Fed.Reg. 1659, 1662 (Jan. 9, 1998). More specifically, CMS explained that: “Physi-
cians can overutilize by ordering items and services for patients that, absent a profit
motive, they would not have ordered. A patient’s choice can be affected when physi-
cians steer patients to less convenient, lower quality, or more expensive providers of
healthcare, just because the physicians are sharing profits with, or receiving remunera-
tion from, the providers. And lastly, where referrals are controlled by those sharing
profits or receiving remuneration, the medical marketplace suffers since new
competitors can no longer win business with superior quality, service, or price” Id.

83 42 U.S.C.§1395nn(a)(1).
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Current statutory and regulatory exceptions to the Stark Law

Several of the Stark Law exceptions are statutory exceptions, while
others are regulatory exceptions established by CMS. Congress vested
CMS with the authority to create or expand exceptions to the Stark
Law for arrangements that the agency believes will “promote quality
of patient care without any significant increased risk of patient or pro-
gram abuse.”® Unfortunately, the requirement that an exception not
pose a risk of patient or program abuse significantly restricts the ability
of CMS to promulgate exceptions that offer flexibility for innovative
arrangements, such as quality-focused initiatives. This was illustrated by
the agency’s recent attempt to craft a regulatory exception for incen-
tive payment and shared savings (IPSS) programs (discussed below).*

Under the Stark Law, a financial relationship exists where a hospital
sponsoring a P4P program or other quality-focused program makes
any payments to a physician for participation in the program, or where
a hospital participating in a payor-sponsored P4P program shares with
physicians any amount of money the hospital receives from the payor. If
the physician (or an immediate family member or physician organiza-
tion) makes any referrals for DHS to that hospital, the payment would
violate the Stark Law unless the program satisfies all requirements of
an applicable exception. Accordingly, without a clear exception or
guidance from CMS, hospitals participating in such programs are sig-
nificantly hampered in their ability to enlist physician support.

Proposed exception to the Stark Law for IPSS programs

Current P4P programs that involve payments from a hospital to a
physician may be structured to fit within the employment exception,
the personal services exception, the fair market value exception, and/
or the indirect compensation exception. Uncertainty remains, how-
ever, as to how to structure the arrangements to eliminate the risk of
violating the Stark Law. CMS has stated that “[e]xisting exceptions to
the physician self-referral statute, while useful, may not be sufficiently
flexible to encourage a variety of nonabusive and beneficial gainshar-
ing, P4P, and similar programs.”® For example, the same requirement
that the compensation be set in advance contained in the AKS safe
harbor discussed above is included in the Stark exception for per-
sonal services arrangements. This Stark exception also requires that
compensation not take into account the volume or value of referrals,
or other business generated between the parties. Again, depending

84 69 Fed. Reg. 16054, 16097 (Mar. 26, 2004). See also U.S.C. § 1395nn(b)(4).
85 See 73 Fed. Reg. 23528 (Apr. 30, 2008); 73 Fed. Reg. 69726 (Nov. 19, 2008).
86 73 Fed.Reg. 38502, 38548 (July 7,2009).
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on the formula used to calculate payments to be shared with physi-
cians, these requirements may prove difficult to satisfy. Unlike the
AKS, once the Stark Law is implicated, the arrangement must satisfy an
exception to be lawful. In response to this uncertainty, and to provide
guidance and support for quality-based initiatives, CMS has proposed
an exception to the Stark Law for IPSS programs. The agency’s origi-
nal solicitation of comments was limited to whether an exception for
gainsharing arrangements was warranted.”” CMS later proposed one
exception covering both quality-focused initiatives (i.e., incentive pay-
ment programs) and economic-based programs (i.e., shared savings or
gainsharing programs).® In its proposal, CMS registered concern with
programs that led physicians to:

* limit their use of quality-improving but expensive devices, tests,
or treatments (“stinting”);

* treat only relatively healthier patients (“cherry-picking”);
¢ avoid relatively sicker patients (“steering”); or

* discharge patients to home or post-acute care settings earlier
than clinically indicated (“quicker-sicker” discharge).

Further, CMS expressed concern with programs that directly or
indirectly provide payments in exchange for patient referrals, or that
result in unfair competition among hospitals. The OIG shares all these
concerns, as expressed in its advisory opinions.

CMS hasnotyet finalized the proposed exception for IPSS programs,
but it has solicited additional comments on the issue and indicated that
the agency intends to continue working to finalize either an excep-
tion for IPSS programs, or two separate exceptions (one for incentive
payment programs, and one for shared shavings programs).* On the
whole, the industry supports an IPSS program exception (or excep-
tions) but is concerned about the complexity and stringency of many
of the proposed requirements—especially as applied to quality-focused
programs, which inherently pose less risk of fraud and abuse than
gainsharing-type programs. For example, traditional P4P programs
can, and usually do, involve a variety of practitioners and clinical and
non-clinical staff or personnel, not just physicians. The participation
and involvement of diverse personnel in a P4P program—in contrast
to gainsharing programs, which typically include only physician partic-
ipants—further reduces the risk posed by payments made to physician
participants. P4P programs also are a poor fit for traditionally crafted
exceptions to the Stark Law with respect to scope and duration. Most
Stark exceptions require that arrangements last for a term of one year.

87 See 73 Fed. Reg. 23528 (Apr. 30, 2008).
88 See 73 Fed. Reg. 38502 (July 7, 2008).
89 See 73 Fed. Reg. 69725 (Nov. 19, 2008).

Journal of Health & Life Sciences Law ~ Vol. 2, No. 4



28  MARTIN AND TENNEY: QUALITY-BASED PAYMENTS: TRENDS AND BARRIERS

The proposed IPSS program exception also included a one-year mini-
mum term. In the P4P context, however, a one-year term may not be
the best approach. Programs of shorter duration, designed to deliver
the reward as closely as possible to the desired behavior, may provide
better outcomes without posing any greater risk of fraud and abuse.

Additional flexibility for P4P initiatives needed under the Stark Law

The potential for quality-based efforts to improve the quality of
care and produce cost savings is evident. The barriers to such efforts
imposed by the Stark Law are equally clear. As noted by Chairman Max
Baucus,

[T]he Stark and anti-kickback laws—which appro-
priately protect against financial conflicts-of-interest
between hospitals and physicians—have come to
broadly prevent hospitals from offering financial
incentives to physicians who appropriately use imag-
ing services or prevent readmissions through disease
management protocols.”

As discussed above, Chairman Baucus has indicated his desire to work
with CMS, the OIG, and industry stakeholders to develop gainsharing
models that produce the many benefits available through these types of
programs while also minimizing the risk of fraud and abuse.” Given the
similarities in both benefits and barriers associated with P4P and gain-
sharing programs, it would be beneficial for Congress, CMS, and the
OIG to work together to address both. In its Roadmap for Implementing
Value Driven Healthcare in the Traditional Medicare Fee for Service Program,
CMS has acknowledged the need to consider appropriate modifications
to the Stark Law to permit hospitals and other institutional providers to
reward physicians for improving quality and efficiency.”

Whether or not such collaboration ultimately takes place, CMS
can—and should—continue to explore the benefits of P4P initiatives
through demonstrations and other projects. One hopes that through
these experiences, and through meaningful and detailed industry
input, CMS will gain the information and comfort it needs to craft an
exception to the Stark Law for quality-focused initiatives. To the extent
that this exception, if and when it is established, allows flexibility and
fosters creativity in P4P efforts (while adequately protecting the federal
healthcare programs and their beneficiaries), it will enable providers
to produce great improvements in quality, as well as cost savings for the

90 CaLL 1o AcTioN: HeaLTH Rerorm 2009, at 54.
91 Id.
92 RoADMAP FOR IMPLEMENTING VALUE DRIVEN HEALTHCARE.
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Medicare program and its beneficiaries, without risking violation of
the Stark Law. Even without a formal exception, CMS should provide
additional guidance to the industry on how to structure quality-focused
programs appropriately. As noted above, the Stark Law is a strict liabil-
ity statute with significant penalties. With the heightened enforcement
environment surrounding the Stark Law, hospitals and other providers
are appropriately cautious about venturing into unknown territory.

Conclusion

In the context of quality-based initiatives, striking the proper balance
between, on the one hand, promoting efforts to maintain or improve
quality of care and, on the other hand, protecting federal healthcare
programs and beneficiaries from fraud, waste, and abuse, has proven
difficult. The OIG, through advisory opinions and other guidance,
and CMS, through recent regulatory proposals, have provided some
guidance—not enough, however, to facilitate innovation and creativity
in the design and implementation of programs aimed at improving
quality and reducing both cost and waste. The uncertainty in this area,
coupled with the significant ramifications for violating the referral laws,
has limited these efforts. Thus, the ultimate effectiveness of initiatives
in which payments reward quality will hinge upon the issuance of clear,
specific guidance from the OIG and CMS and/or the modification of
referral laws or their interpretations. Congressional action is required
to eliminate the barrier posed by the CMP Law. Although the OIG’s
position with respect to CMP Law is subject to legitimate challenge, the
likelihood of the OIG retreating from this position is low.

We are entering a new era of thinking about healthcare reform,
focused on paying for healthcare based on quality and holding provid-
ers responsible for the quality of care they provide. This shift heightens
attention on hospital and physician collaboration. The success of these
reform efforts requires retooling of the fraud and abuse laws as applied
to quality-focused efforts and hospital-physician collaboration. Pay-
ment reform and the need for cooperation and collaboration among
providers bring new and challenging compliance issues. Providers
need to start preparing now, by understanding the emerging concept
of “quality”® and by taking steps to foster collaboration with physicians
while ensuring compliance with the fraud and abuse laws.

93 The Institute of Medicine (IOM) has put forth the following six-part definition of
“health care quality,” which is emerging as the standard: healthcare should be safe,
effective, patient-centered, timely, efficient, and equitable. See Inst. of Med., CrossING
THE QuALITY CHASM: A New HEALTH SysTem For THE 21sT CenTury 39, 40 (2001), available at
www.nap.edu/catalog.php?record_id=10027.
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There are many steps providers should take to prepare. An important
first step is provider self-assessment of current operations and identifi-
cation of areas for improvement—for instance, by looking at hospital
readmission rates, wait times, medication errors, and “never” events.
Once providers identify areas for improvement, they can develop
programs or enhance existing programs to make targeted efforts to
improve quality. Providers also must look beyond the outcomes and
analyze physician behaviors that result in quality improvements. It is
one thing to achieve a reduction in readmission rates, and another to
identify how that goal was achieved. Educating physicians and facilitat-
ing conversations among physicians about quality, cost, and the most
efficient manners to practice are powerful ways to achieve change
within a healthcare organization.

Providers should explore ways to create quality-focused programs
or build upon existing programs. Quality efforts and physician collabo-
ration should be incorporated into existing compliance programs and
oversight functions. In the alternative, new compliance programs and
oversight functions should be developed around quality efforts. As rela-
tionships emerge that involve P4P, traditional economic gainsharing,
bonus compensation models tied to achieving quality benchmarks,
and joint ventures with physicians, federal (and state) laws come into
play. An effective compliance program is an important tool for ensur-
ing that quality-focused efforts do not run afoul of these laws.

Finally, providers need to consider their current technological capa-
bilities, the need for establishing a solid health IT infrastructure, and
whether and how they will access the quality and cost data necessary for
success in this new era. Providers need a solid infrastructure that can
support quality-based initiatives. Institutional providers should take
advantage of incentives offered by the government to adopt health IT,
and utilize exceptions and safe harbors under Stark and the AKS to
push technology into the physician community. While awaiting agency
guidance and congressional action to clarify and modify the referral
laws in ways that foster the development and implementation of inno-
vative, successful quality-focused programs, providers can become as
well prepared as possible for the forthcoming changes.
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