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COLLISION COURSE OR OPPORTUNITY TO
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|. INTRODUCTION

Scholars and legal practitioners have long debd#bedvirtues and vices of
integrated models of health care delivery and fiivagn Few such models have been
as promising or as rapidly adopted as Accountalaee ©rganizations (“ACOs"),
the latest concept in delivering cost-effective,ghguality health care.
Implementation of pre-ACO models, however, neveuned extensive grants of
immunity to providers and suppliers from the fedetark physician self-referral

" University of Michigan Law School, J.D./M.P.P. expedl Dec. 2013; Furman University,
B.A. 2010. 2012 Summer Law Intern Program, U.S.dp&pent of Justice, Antitrust Division;
2010 Harry S. Truman Research Fellow, U.S. DepartmoieHealth and Human Services. |
would like to thank thdournal of Law & Healtreditorial staff members for their valued
comments and editorial assistance. | also wishvi® @ special thanks to my parents, Adriane
and Barry, and sister, Holly, for their love anghsart.
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law (“Stark”) and other fraud and abuse ldwshe broad waivers issued by the
Centers for Medicare & Medicaid Services (“CMS”y implementing ACOs raise
unprecedented legal questions concerning Stark’slicapion to these
hospital/physician arrangements designed to deeremsts. Furthermore, the
waivers represent new opportunities to reconcifepugh rulemaking, the cost
savings of ACOs with their attendant risks of phimi abuse or patient harm
accomplished through Stark-proscribed self-referral

This Article discusses: the ACO model and how itrkgo(Part 1); the specific
areas of conflict between Stark regulations and AC&nhd their respective
approaches to regulating health care cost andtgy&iart II); CMS’ current interim
waiver of Stark for ACO arrangements, includingketsolder reactions through
public comment and alternative approaches to rasphACO-Stark conflict (Part
). Part IV analyzes the costs and benefits ofiradsing ACO-Stark conflict
through a temporary waiver verseg antereconciliation of the two regimes. It
recommends that CMS maintain the current waiveh waitlditional safeguards to
mitigate Stark risks, and consult findings from @12 empirical data collected
before taking further action.

Il. OVERVIEW OF ACCOUNTABLE CARE ORGANIZATIONS

This section provides a general survey of AccoustaBare Organizations
(“ACOs"). It discusses what an ACO is, how it isustured and operated, and
current empirical results regarding ACOs’ effectsamst and quality of health care
services delivered.

A. What is an Accountable Care Organization?

An Accountable Care Organization (“ACO”) is a gronfpmedical providers and
suppliers that work together to manage and cootelicare for a patient population.
The Medicare Shared Savings Program (“MSSP”), ai#éd under the Affordable
Care Act (“ACA"), gives providers and suppliers tlogtion to create such a
structure for Medicare fee-for-service beneficiafieln exchange for reducing
medical costs and maintaining quality of care dbeyond a level specified by CMS,
the ACO providers and suppliers receive a shareosf savings realized through
voluntarily implementing various service delivegfarms? These include processes
to promote evidence-based medicine, sharing ofreleic health records (“EHR"),
joint decision-making and governance, and care dination processes.More
generally, the ACA statute outlines ACO objectivaghich are to: promote
accountability, encourage investment in infrasuitet coordinate provision of

! SeeFinal Waivers in Connection With the Shared Savifgsgram, 76 Fed. Reg.
67992, 67999 (Nov. 2, 2011) (to be codified at 4B2.R. ch. IV & 42 C.F.R. ch. V).

2 BARRY R. FURROW ET AL, HEALTH CARE REFORM. SUPPLEMENTARY MATERIALS 211-12
(West 2012).

3 See id. Medicare Shared Savings Program: Accountable Cegarirations, 76 Fed.
Reg. 67,802, 67814-15 (Nov. 2, 2011) (to be codifie42 C.F.R. pt. 425).

4 Sed~URROW, supranote 2, at 212-14.

5 SedurROW, supranote 2, at 215; Medicare Shared Savings Prograimoéntable
Care Organizations, 76 Fed. Reg. 67,802, 6781:Nb6.(2, 2011) (to be codified at 42
C.F.R. pt. 425).
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Medicare services, and redesign care processésgiorquality and efficient service
delivery®

ACOs have adopted a variety of innovative methamtsiritegrating care and
reducing costs for specific patient populationsudiis based on ACO pilot
demonstrations present a plethora of qualitativedifigs of provider-specific
approaches to accomplishing ACO gdal¥hese include registries reminding
providers to follow-up with at-risk patients, teleme monitoring to check-up on at-
risk patients, care management to individualize emardinate services for specific
at-risk individuals, EHR implementation and utilimsm, and reviewing clinical
dashboards to track and measure quality and cdstrpence’

There are a number of legal requirements for AG@duding that they have an
established mechanism for shared governance prayvigli ACO participants with
proportionate control over decision-makihgdditionally, prospective ACOs must
apply to CMS to receive approval for operation, angst operate at least three years
following approval with the option for renewdIACO performance in the areas of
cost reduction and quality of care is reported evaluated on an annual bais.

Within an ACO, individual Medicare beneficiariegdattributed” to the primary
care physician from whom they receive most of tipeimary care service$.CMS
creates a list of patients likely to receive carenf the ACO based on recent
utilization patternd? Beneficiaries do not receive advance notice off thribution
to an ACO but providers must provide signage inrtffigcilities to notify these
patients* However, ACO beneficiaries may always choose toeike health
benefits from providers outside the ACO to whichyttare attributef These costs
are nonetheless considered in calculating the AG@& cost savings and quality
performancé?

® 42 U.S.C.A. § 1395jjj (West 2012) (outlining stiaity goals for providers).

" SeeCtrs. for Medicare & Medicaid Servédedicare Physician Group Practice
Demonstration: Physicians Groups Continue to ImprQuality and Generate Savings Under
Medicare Physician Pay-for-Performance Demonstratie6 (2011)available athttp://www
.cms.gov/Medicare/Demonstration-Projects/DemoPtsia@lRpts/ downloads/PGP_Fact_Sh
eet.pdf; Bridget K. Larson et alnsights from Transformations Under Way At Four
Brookings-Dartmouth Accountable Care OrganizatidlotSites 31 HEALTH AFFAIRS 2395,
2396 (2012).

8 SeeCitrs. for Medicare & Medicaid Servsypranote 7, at 6-9.
® SedrURROW, supranote 2, at 213.

10 sedrurRROW, supranote 2, at 213

11 SedrurRROW, supranote 2, at 213, 215.

12 SeeFURROW, Supranote 2, at 213.

13 SeeFuRROW, supranote 2, at 213

14 SeeFuRROW, supranote 2, at 213

15 SeeFuRROW, supranote 2, at 213

18 SedruRROW, supranote 2, at 214.
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B. Structure and Operations

ACOs may be legally formed under a myriad of state entities, including:
limited liability corporations (“LLCs"), professiai corporations, and not-for-profit
501(c)(3) organization¥. Regulations make it clear that any state authdrezgtity
is sufficient so long as it can perform ACO funascand incorporate all participants
in decision-making® The legal choice is closely related to the prattitructure of
the organization. For example, an LLC, with its mdlexible rules on allocating
members’ liabilities and income and pass-through lianefits, might make more
sense for a loose confederation of physicians, @dsea 501(c)(3) might be best for
a large, centralized hospital syst&.

In an attempt to avoid unnecessary costly restringumany ACOs choose to
retain an existing legal status adopted prior $ofarmation rather than to create a
new entity”® Notably, CMS regulations indicate that an ACO fethbetween two
or more otherwise independerparticipants, such as a hospital and independent
physician groups, must nonetheless establish aaepagal entity and obtain a Tax
Identification Number (“TIN") to qualify as an AC&.This provides a mechanism
by which to distribute savings to all participaatsd ensure that all participants have
access to the organization’s governance. Suchientiwould not, however, be
required to obtain or bill through a Medicare prd®i numbef?

Distinct from the legal choice of entity, ACOs mhg organized and structured
in a number of different ways. An ACO may be a Engjdependent medical
practice association of physicians with no ownedpitals. For example, Monarch
HealthCare in Irvine, CA operates as an indepengettice association AC.It
is incorporated as a professional corporation amdes 172,000 patients annudfy.
Less than 2% of the physicians are employed byAt®; the remaining physicians,

17 Seelarson,supranote 7, at 2397-98.

18 SeeMedicare Shared Savings Program: Accountable Cagarirations, 76 Fed. Reg.
67,802, 67815-16 (Nov. 2, 2011) (to be codified AC.F.R. pt. 425).

19 Janet E. Gitterman & Marvin Friedlandefealth Care Provider Reference Gujde
EXEMPT ORGANIZATIONS CONTINUING PROFESSIONALEDUCATION TEXT 2-3 (2004), http://
www.irs.gov/publirs-tege/eotopicc04.pdf (last v@sitMay 26, 2013); Dennis Murra$, Corp,
C Corp, LLC, LLP — Which Is BestMEeDpicAL Economics (Mar. 5, 2004), http://www.mode
rnmedicine.com/news/s-corp-c-corp-lic-lp%C2%97whhest (last visited May 26, 2013).

2 n a recent study of non-MSSP ACO pilot demonisiret from the Brookings-
Dartmouth Collaborative, three of the four ACOsleated elected to retain an existing legal
status.SeelLarson,supranote 7, at 2397-2398.

21 SeeMedicare Shared Savings Program: Accountable Cegariixations, 76 Fed. Reg.
67,802, 67815 (Nov. 2, 2011) (to be codified atAR.R. pt. 425).

22 seeMedicare Shared Savings Program: Accountable Cegariixations, 76 Fed. Reg.
67,802, 67814 (Nov. 2, 2011) (to be codified atAR.R. pt. 425).

2 Pplease note all the ACOs referenced for orgamizatistructure were participants in the
Brookings-Dartmouth Accountable Care Organizatid@®) Pilot Series and are not MSSP
ACOs, which are being implemented and studied t220he observations are based on a
study conducted by Larson. Larsenpranote 7, at 2396.

24 Larson,supranote 7, at 2397-98.



2013] THE STARK PHYSICIAN SELF-REFERRAL LAW 319

roughly 98%, are affiliated with the organizatfonAll the physicians participating
in the ACO are primary care practitionéfsAll the organization’s revenues are
derived from outcomes-based contr&éts.

Alternately, an ACO may consist of an affiliatedogp of medical providers
working together such as a multi-specialty grougcpce. For example, HealthCare
Partners in Torrance, CA operates as a medical pgqmactice ACG? It is
incorporated as a limited liability company andsysician-owned and govern&d.
The ACO serves 675,000 patients annulllNearly one quarter, 23%, of the
physicians practicing there are employed by the A@@ remaining 77% are
affiliated with the organizatiof Of the physicians in the ACO, 37% are primary
care physicians and 63% are specialty practitiotfekgarly all the organization’s
revenues, 94%, are derived from outcomes-base

An ACO might also be an entire regional hospitadtegn that itself owns all
participating hospitals and physician practices. &@mple, Tucson Medical Center
in Tucson, AZ operates as a community hospitalesgsACO?** It was initially
incorporated as a 501(c)(3) not-for-profit orgatima governed through a board of
trustees, of which 25% were physicignsiowever, to partner with physicians in the
ACO, it created a separate limited liability compghLC).*® The LLC's board of
directors is composed of 20% hospital represemtatiod 80% physician practice
group representatiofl. The ACO serves 210,000 patients annu&liyewer than 2%
of the physicians practicing there are employedheyACO; the remaining 98% are
affiliated with the ACO®® Of the physicians, 61% are primary care physiciams
39% are specialty practitione¥sThe ACO owns two hospitals and has no prior
experience with risk-sharing contraétsOnly 8% of the ACO’s revenues are

% | arson,supranote 7, at 2397-98

% | arson,supranote 7, at 2398.

27 |arson,supranote 7, at 2397.

2 | arson,supranote 7, at 2397

2 Larson,supranote 7, at 2397

%0 Larson,supranote 7, at 2397

31 Larson,supranote 7, at 2397

%2 Larson,supranote 7, at 2398.

33 Larson,supranote 7, at 2397.

34 Larson,supranote 7, at 2397

3 Larson,supranote 7, at 2397

36 | arson,supranote 7, at 2397

37 Larson,supranote 7, at 2398.

%8 Larson,supranote 7, at 2397.

% Larson,supranote 7, at 2397

40 Larson,supranote 7, at 2398.

41 | arson,supranote 7, at 2397.
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derived from outcomes-based contracts due to thha hvel of integration and
service delivery taking place internaff.

An ACO may consist of an integrated delivery netw@iDN") that owns not
only hospitals and physician practices but alsdthgaans. For example, Norton
Healthcare in Louisville, KY operates as an intéggadelivery network ACG?® It
serves 444,261 patients annually and is incorpdrate a 501(c)(3) not-for-profit
organization governed by a board of trustees, aEwh8% are physiciarf.100%
of its physicians are employed by the ACO, whichmew total of five hospitals and
has no prior experience with risk-sharing contrdt®f the physicians, 71% are
primary care physicians and 29% are specialty jti@aers*® None of the revenues
are derived from outcomes-based contracting, asyweg takes place internally
and the ACO owns all of its providets.

An ACO may also consist of a joint venture or parship between physician
practices and hospitals to deliver care to patiéent@ geographic region. The
definition of ACO was expanded by HHS in 2011 tolue federally funded health
care providers such as Rural Health Clinics, Gritisccess Hospitals, and Federally
Qualified Health Center®. As of 2012, there are an estimated 164 ACOs
nationwide, including commercial and CMS-sponsoestities?® Of these, 99 are
hospital-based systems, 38 are independent phys&ssociations, and 27 are
organized under a commercial insutfeOf the ACOs thus far approved by CMS
under the MSSP, there are 116 and a majority aysigian-led organizatiorts.
This, however, is likely to change in the future tasspitals increasingly assume
control of both private and CMS-sponsored ACOs.

ACOs organized as medical groups may often beia#d with a nearby
hospital®® Groups are typically well-situated to coordinatevice delivery and share
information in an ACO structuré.This is because often the entities already employ
many physicians in the group and coordinate througfa-group computerized
medical records’ In integrated delivery networks, providers, inssreand patients

42 | arson,supranote 7, at 2397, 2399.
Larson,supranote 7, at 2397.
Larson,supranote 7, at 2397
Larson,supranote 7, at 2397
Larson,supranote 7, at 2397
Larson,supranote 7, at 2397

48 SeeMedicare Shared Savings Program: Accountable Cegarirations, 76 Fed. Reg.

67,802, 67806, 961 (Nov. 2, 2011) (to be codifitdC.F.R. pt. 425).
4% FURROW, supranote 2, at 253.
%0 FURROW, supranote 2, at 253
51 FURROW, supranote 2, at 253
52 FURROW, supranote 2, at 253
%3 SeeFurrow,supranote 2.
54 SeeCtrs. for Medicare & Medicaid Servsypranote 7, at 3.

%5 SeeCtrs. for Medicare & Medicaid Servsypranote 7, at 3
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are likewise well-connected through streamlinecttedmic health record®. This
structure may create even greater incentives fo® A@rticipants to work together
because payors have buy-in and input in designiagimplementing cost reduction
measures and strategies for meeting quality bendtsma

Hospital-centric ACO models might have a more diffi time bearing the risk
of failing to meet performance objectives givenitheaditional Medicare fee-for-
service reimbursement under Part®Aee-for-service payment, even if capped for
episodes of care, does not encourage hospitalae gisk for meeting cost or
quality objectives or otherwise limit services patient. Hospital-based models may
include medical staff organizations, where physisiare affiliated with hospital
facilities and resources, or physician/hospital aoigations, a collaborative
hospital/physician system that includes physiciangside the medical stafl.
Physician-centric models, on the other hand, mag this transition to be less
difficult given that many are currently paid capdh amounts per patient under
managed care contraéfsBecause they are used to controlling costs infésikion,

a fee-for-service-plus-bonus structure under ACOsla likely be easier to comply
with.

For tax-exempt entities such as many hospitalsigizating in ACOs, their
contribution of facilities, infrastructure, or ségs to the ACO at less than fair
market value might run afoul of private inuremewicaine under the federal tax
laws® This doctrine regulates not-for-profit entitiesirg beyond statutory tax-
exempt purposes to pursue private ends—in this, caseiving bonuses from CMS
for its cost reduction& The risk of ACOs falling within inurement doctriseambit
can be mitigated through satisfying a number dgéda, including memorializing the
arrangement in a written agreement and sharingfiteaad losses proportionate to
an ACO participant's interest in the ACP.

Some ACOs fully employ all participating physiciandereas others employ
only a few physicians and maintain loose affiliasowith several othefé.Many
ACOs include private insurers as members, who lootlete with providers and
contribute valuable infrastructure such as ERSome ACOs are comprised of a
high proportion of specialist physicians, wheredlsers contain no or very few
specialist$® ACOs may be owned or governed by a committee stingi of

%6 SeeCtrs. for Medicare & Medicaid Servsypranote 7, at 3
57 SeeCtrs. for Medicare & Medicaid Servsypranote 7, at 3

%8 These observations are based on a study of e@y models implemented under the
Brookings-Dartmouth Pilot SerieSeelarson,supranote 7, at 2399.

% SeeFURROW, supranote 2, at 253.
50 SeeFURROW, supranote 2, at 254.
51 SeeFURROW, supranote 2, at 257-58.
52 SeeFURROW, supranote 2, at 257-58.
53 SeeFurRROW, supranote 2, at 257-58
54 Seelarson,supranote 7, at 2399.
% Seelarson,supranote 7, at 2397

5 Seel arson,supranote 7, at 2395, 2398
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exclusively physicians or an appointed board oéaivrs comprised of mainly non-
physicians’ The ACA statute does require that ACO participanteluding
providers, control at least 75% of the entity’s gmance®

The proportion of an ACO'’s total revenue derivednirhealth outcomes-based
contracts can vary from ACO to ACO, with some gatiag all of it from these
contracts and others generating n&h€his variation occurs because some ACOs
employ all their providers such that contractinguisnecessary whereas others
contract with nearby physician practices to delifesignated servicé8Most ACOs
currently starting up are in regions without exigtiintegrated delivery networks
with experience coordinating cateAs a result, these entities are more likely tg rel
on outcomes-based contracting rather than complesadtth care integration to
connect disparate provide’s.

Every ACO is governed by a Participation Agreentéat is signed by all ACO
participants® Key elements of the Participation Agreement araration of
participation; agreed-upon performance measuresierge model of provider
payment (e.g., two-sided v. one-sided); and pa@ssignment system of allocating
certain patients (e.g., at-risk beneficiaries) pecsfic providers’* Other provisions
might include maintenance of and access to electtoaalth records, certification of
accuracy of medical information transmitted to CN&d assurance of compliance
with all applicable health laws and regulationsinling the federal Stark La(®.

ACOs may choose between “one-sided” or “two-sidedyment models for
providers for the initial three-year agreement eff According to researchers,
one-sided models were more popular among a sampl€0s formed and operated
as part of the early ACO demonstration projéttm a “one-sided” model, ACOs
bear no financial risk for failing to meet prograeguirements in years one and two
but stand to benefit from any savings realiZé@ihe ACO assumes greater risk in

57 Seel arson,supranote 7, at 2398
% FurRrROW, supranote 2, at 252.

% This is based on a recent study of early ACO mirnonstrations implemented and not
actual MSSP ACOs being implemented in 208@el arson,supranote 7, at 2395-2404.

® FurRrROW, supranote 2, at 253.
" FURROW, supranote 2, at 253
2 FURROW, supranote 2, at 253

¥ SeeFinal Waivers in Connection With the Shared SaviRgsgram, Ctrs. for Medicare
& Medicaid Servs., 76 Fed. Reg. 67992, 67997 (N92011) (to be codified at 42 C.F.R. ch.
IV & 42 C.F.R. ch. V).

" Seeid.

S Seeid.

8 FURROW, supranote 2, at 214.

7 Seelarson,supranote 7, at 2397, 2399,

8 SeeFURROW, supranote 2, at 214Jennifer O. Mitchell & Tyler N. WilliamsFinal
ACO Rule: Retooled Risk and Reward Model — BuitSsili Too Risky?ABA HEALTH
ESOURCE (Dec. 2011)available athttp://www.americanbar.org/newsletter/publicati@bs
_health_esource_home/aba_health_law_esource_ 121 Indéchell.html.
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the third year, sharing in up to 5% of loséem a “two-sided” payment model, by
contrast, ACOs are at risk from the outset for sjp@m beyond required thresholds
(5% of losses in year one, 7.5% in year two, ant 19 year three) in addition to
benefitting from shared saving5All one-sided ACOs will be required to convert
into tvg?—sided models following expiration of theitial three-year agreement
period:

The maximum share of savings is higher in two-sigagment models (up to
60% depending on outcomes for 33 quality measuttes) it is for one-sided
payment models (up to 50% depending on outcome3Jauality measure§.The
maximum share is also slightly higher (52.5%) dideally funded health providers
such as Federally Qualified Health Centers padieifn the ACT? Additionally,
there is a difference in the maximum sharing capAGO participant$? In one-
sided ACOs, participants may not receive a totailnggs distribution exceeding 10%
of cost benchmark whereas, in two-sided modelstigi@ants may receive up to
15% of benchmark spending levéls.

ACO quality benchmarks fall into four basic catdger Patient/Caregiver
Experience, Care Coordination/Patient Safety, Rrdve Health, and At-Risk
Populatior® Only At-Risk Population is based on actual patiee&lth outcomes
such as blood pressure level or hemoglobin coftrodiabete$” The first three are
measured based on, respectively: patient surveyonsgs (e.g., access to care,
communication with provider); process measures .,(emgadmission rates,
medication reconciliation) as reflected in medicatords; and whether various
services and screenings (e.g., mammograms, infueénmnunization, smoking
cessation intervention) are delivered or not akcefd in medical record8.These
measures are more focused on patient satisfactiwh preventing wasteful
allocations of health resources than with what thela¢nefits are actually conferred
to patients through ACO services delivefad.

® SeeMitchell & Williams, supranote 78
80 sSeeMitchell & Williams, supranote 78
81 SeeMitchell & Williams, supranote 78
82 SeeMitchell & Williams, supranote 78
8 SeeMitchell & Williams, supranote 78
84 SeeMitchell & Williams, supranote 78
8 SeeMitchell & Williams, supranote 78

86 SeeCtrs. for Medicare & Medicaid Serv&uide to Quality Performance Standards for
Accountable Care Organizations Starting in 2012y Far Reporting and Pay for
PerformancgNov. 16, 2012)available athttp:// www.cms.gov/Medicare/Medicare-Fee-for-
Service-Payment/sharedsavingsprogram/Downloads/SD{de-Quality-Performance-
2012.PDF.

87 See id.Mitchell & Williams, supranote 78.
8 SeeCtrs. for Medicare & Medicaid Servsypranote 86.

8 SeeCtrs. for Medicare & Medicaid Servsuypranote 86 This could be a problematic
measurement for discerning negative health effeficfeCO cost reduction measures on
patients with health conditions falling outside th¢-Risk” domain.
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Quality benchmarks are based on national averfgekere are a total of 33
indicators, 8 of which are outcomes-based and 2%Hith are based on patient
survey responses, provider compliance with intepmatess standards, and delivery
of certain types of preventive health c&r©f the 33 measures, 7 are collected via
patient surveys, 3 are calculated via reported Madiclaims, 1 is calculated from
EHR Incentive Program data, and 22 are collectech fproviders via an electronic
group reporting interfac®.

During the first year of operation, an ACO needyardmpletely and accurately
report on all 33 measures for year 1 to benefinfshared savings.In later years,
the ACO’s share depends on how well it performs quality relative to the
benchmark standard.For year 2, the amount of the ACO’s shared savinilis
depend on reported information for 25 of the 33liguaneasures® For year 3 and
onward, shared savings will depend on reportednmddion for 32 out of 33 quality
measure$® Of the 33 quality indicators, 23 are assigned metical score and the
remainder consists of qualitative or binary varadl Of the 33 quality measures
used for ACOs, only 5 are based on clinical patiestith outcome¥.

In addition to defining quality benchmarks, CMS adishes a Minimum
Attainment Level (“MAL") as a percentage of the inatl quality standard, below
which ACOs will not share in savingSPerformance above the minimum but below
the benchmark will translate into shared savings aomsliding scale based on
proximity to the benchmar®’ The minimum level is currently set at the 30th
percentile'®* Once an ACO surpasses the minimum standard, CM&davpoints, or
increased shares of cost savings, to ACOs on anglidcale up to the 90th
percentile'® When performance exceeds this percentile, CMS @smaill points, or
the maximum allowable share of savings (50% ofreg/ifor one-sided and 60% for
two-sided), to the ACO®

9 SeeCtrs. for Medicare & Medicaid Servsiypranote 86
91 SeeCtrs. for Medicare & Medicaid Servsiypranote 86
92 SeeCtrs. for Medicare & Medicaid Servsiypranote 86
9 SeeCtrs. for Medicare & Medicaid Servsiypranote 86
% SeeCtrs. for Medicare & Medicaid Servsypranote 86
% SeeCtrs. for Medicare & Medicaid Servsypranote 86
% SeeCtrs. for Medicare & Medicaid Servsypranote 86
97 SeeCtrs. for Medicare & Medicaid Servsypranote 86
% SeeCtrs. for Medicare & Medicaid Servsiypranote 86
% FURROW, supranote 2, at 214-15.

100 FRROW, supranote 2, at 214-15

101 geeCtrs. for Medicare & Medicaid Servémproving Quality of Care for Medicare
Patients: Accountable Care Organizatiofidov. 2012), http://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/sharedsavingspnagbownloads/ACO_Quality
Factsheet_ICN907407.pdf.

102 gee id.

103 gee id.
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The total points in each of the ACQO'’s four qualitymains are then aggregated
and divided into all possible points for each damidi The ACO's overall
performance score is calculated by averaging theescfor each of the ACO’s four
quality domains® For example, a one-sided ACO score of 90 percenfants
would receive 90% of the 50% maximum share of ggs/penerated, or 45% of total
savings:’® A physician-directed committee within each ACOrésponsible under
MSSP regulations for internally overseeing and anmnting the organization’s
quality improvement prograni’

The share of savings an ACO receives also depends oost saving benchmark
set by CMS'”® ACO participants receive a proportion of the difece between the
cost benchmark and actual savings achieved by tB©&° As with quality
benchmarks, CMS sets a Minimum Savings Rate (“MS&&"a percentage of the
benchmark above which providers must perform ineortb receive any shared
savings'’® ACO cost benchmarks are determined based on icistoaverage
medical expenditures per beneficiary for a giveno$eroviders and adjusted based
on CMS trending analysis of national Medicare exiieme datad* Each ACO thus
receives its own unique benchmark to méefhe benchmark can be adjusted for
addition or removal of ACO participants, commencet a new agreement term,
or annual national growth in health care cdsts.

C. Preliminary Cost and Quality Findings

CMS has estimated that new ACOs will generate sdmesvbetween $170
million and $960 million in savings over the thngear initial agreement peridd’:
Total Medicare expenditures during this period esémated to be $1.8 trillioH?
The ACOs approved by HHS pursuant to the MSSP bagplementation in 2012
and data is still being collected to assess effentjuality, cost, and patienits.
There is no formal reporting, evaluation, or analysf data based on this wave of
implementation.

104 SedrURROW, supranote 2, at 215.
105 sedrURROW, supranote 2, at 215
108 SeeFURROW, Supranote 2, at 215
107 SeeFURROW, supranote 2, at 215
108 SeeFURROW, supranote 2, at 214.
109 SeeFuRROW, supranote 2, at 214
10 seeFURROW, Supranote 2, at 214.
111 seeMitchell & Williams, supranote 78.
112 gedrURROW, supranote 2, at 214.
113 seeMitchell & Williams, supranote 78.
114 SeeFuRROW, supranote 2, at 216.
115 SeeFURROW, Supranote 2, at 216

118 SeeFinal Waivers in Connection With the Shared Savigsgram, Ctrs. for Medicare
& Medicaid Servs., 76 Fed. Reg. 67992, 68008 (N92011) (to be codified at 42 C.F.R. ch.
IV & 42 C.F.R. ch. V).
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CMS has, however, released a report in 2011 barecsults from ten ACO
demonstration projects implemented by differenteypf health care entities from
2005-2010" In this study, the agency found impressive gamsérvice quality,
patient health outcomes, and cost reductftth©n average, participating ACOs
increased their quality scores overall from basgetm year 5 performance levéfs.
Specifically, ACOs increased quality by 11 percgetaoints on diabetes measures,
12 points on heart failure indicators, 6 pointscononary artery disease indicators, 9
points on cancer screening indicators, and 4 poimtsypertension measures.

In year one, all ten ACOs improved clinical managahof diabetes patients by
attaining benchmark performance in at least 7 6édioclinical quality measures®
Two hospital-based ACOs achieved benchmark perfocman all 10 measurés:
Of the two ACOs participating in year 1 shared sgsj both multi-specialty
physician groups collectively generated a tot3@56 million in Medicare savings in
year 1'% In year 2, all ten ACOs met benchmark for impraviquality of care for
chronically ill patients in at least 25 out of 2¥nical indicators for diabetes,
coronary artery disease, and congestive heartréditti Five ACOs achieved
benchmark in all 27 indicators—including two hoapitased entities, two multi-
specialty physician groups, and one integratedvesli network'?®> Of the four
ACOs patrticipating in year 2 shared savings, iniclgabne hospital-based entity and
three physician and multi-specialty groups, thellectively generated a total of
$17.4 million in Medicare savings in year?.

In year 3, all ten ACOs met quality benchmarksifioproving quality of care for
patients with chronic illness or who require pretisgncare on at least 28 out of 32
clinical indicators, including hypertension and canscreenind? Two integrated
delivery network entity ACOs achieved benchmarkatin32 indicators?® Of the
five ACOs participating in year 3 shared savinggluding two hospital-based
entities, one integrated delivery network, and twolti-specialty group physician
practices, they collectively generated a total 2.8 million in Medicare savings in
year 3'%°

117 seeCtrs. for Medicare & Medicaid Servsupranote 7, at 4-6.
118 SeeCtrs. for Medicare & Medicaid Servsupranote 7, at 4-6.
119 seeCtrs. for Medicare & Medicaid Servsypranote 7, at 4-6
120 seeCtrs. for Medicare & Medicaid Servsypranote 7, at 5.
121 geeCtrs. for Medicare & Medicaid Servsypranote 7, at 4.
122 geeCtrs. for Medicare & Medicaid Servsypranote 7, at 4
123 SeeCtrs. for Medicare & Medicaid Servsypranote 7, at 4
124 SeeCtrs. for Medicare & Medicaid Servsypranote 7, at 4
125 seeCtrs. for Medicare & Medicaid Servsupranote 7, at 4
126 seeCtrs. for Medicare & Medicaid Servsupranote 7, at 4
127 seeCtrs. for Medicare & Medicaid Servsypranote 7, at 5.
128 SeeCtrs. for Medicare & Medicaid Servsupranote 7, at 5

129 geeCtrs. for Medicare & Medicaid Servsypranote 7, at 5
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In year 4, all ten ACOs achieved benchmark on astl€9 out of 32 quality
measures and three ACOs achieved benchmark of atidicators—two integrated
delivery networks and one multi-specialty physicigroup®®® All ten ACOs
achieved benchmark on heart failure and seven efdbronary artery disease
measures$®! Participating ACOs increased their average oveyadllity scores from
baseline to year 4 performance levéfsSpecifically, ACOs increased quality by 10
percentage points on diabetes measures, 13 peageem@ints on heart failure
indicators, 6 points on coronary artery diseaseicatdrs, 9 points on cancer
screening indicators, and 3 points on hypertensieasure$® Total savings in year
4 for the five ACOs participating in shared savinggluding two hospital-based
entities, one integrated delivery network, and twolti-specialty group physician
practices, that year amounted to $38.7 milfigh.

In year 5, all ten ACOs achieved benchmark perfoigaaon 30 out of 32 clinical
quality indicators® Seven of these ACOs achieved benchmark performamcs
32 performance measures—four hospital-based emtitigo integrated delivery
networks, and one physician practice grotipAll ten achieved benchmark
performance on 10 of heart failure, 7 of coronatgrg disease, and 2 of preventive
care quality measuréd’ In addition to the impressive overall quality irapements
from baseline to year 5, the ACOs participating simared savings in year 5,
including two multi-specialty groups, one hospitalsed entity, and one integrated
delivery network, also generated a total of $36iftian in Medicare savings®®
Incentive payments that year amounted to a proshare of $29.4 millioh*

I1l. CONFLICT WITH FEDERAL STARK PHYSICIAN SELF-REFERRALLAW

This section outlines the points of conflict betweCOs and Stark’s group
practice regulations. It discusses the underlyingppse of Stark and its group
practice definitions and the divergence in Stardk'sl ACOs’ approach to cutting
costs and improving quality of care.

A. Potential Implication of Stark

Experts and CMS note that forming, financing, amgkrating ACOs will
implicate Stark in many instanc&8.In the words of CMS, “when a participating

130 SeeCtrs. for Medicare & Medicaid Servsupranote 7, at 5
131 SeeCtrs. for Medicare & Medicaid Servsupranote 7, at 5
132 SeeCtrs. for Medicare & Medicaid Servsupranote 7, at 5
133 SeeCtrs. for Medicare & Medicaid Servsypranote 7, at 5
134 SeeCtrs. for Medicare & Medicaid Servsypranote 7, at 5
135 geeCtrs. for Medicare & Medicaid Servsypranote 7, at 5
138 geeCtrs. for Medicare & Medicaid Servsypranote 7, at 5
137 SeeCtrs. for Medicare & Medicaid Servsupranote 7, at 5
138 SeeCtrs. for Medicare & Medicaid Servsypranote 7, at 6.
139 SeeCtrs. for Medicare & Medicaid Servsupranote 7, at 6

140 julie E. Kass & John S. Linehdfpstering Healthcare Reform Through a Bifurcated
Model of Fraud and Abuse Regulatj@J.HEALTH & LIFE ScI. L. 75, 97 (2012); Wasif A.
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physician receives a portion of the cost savingigbatable to his or her efforts in
reducing waste . . . a financial relationship msated between the hospital . . . and the
participating physician™! This is because of the internal coordination reglito
operate an ACO through referrals and sharing oémizgtional savings and costé.
Absent a waiver, physician referrals within an A@@l need to satisfy one of
Stark’s exceptions in order to avoid strict liatyilunder the statuté® For multi-
specialty groups and other physician group prastit® meet any of Stark’s
exceptions, they must first be properly definecadgroup practice” under the Law
and its corresponding regulatiot§ Failing to do so may subject them tater alia,
civil sanctions, mandated refunds, civil monetaengties,qui tamliability under
the civil False Claims Act (including treble damapgeand/or the ultimate death
knell—exclusion from participation in the Medicgmgram™*®

Stark’s group practice definition is problematia fmulti-specialty groups and
other physician group practices seeking immunitgesrStark exceptions through its
criteria’®® First, under the Single Legal Entity Test, a grqupctice may not be
owned, in whole or in part, by an entity that is, iiself, an operating medical
practice—including a hospital’ In Stark rulemaking, CMS indicates that a group
practice “does not include a loose confederatioptyfsicians, a substantial purpose

Khan Accountable Care Organizations: A Response tticativoices,14 DEPAUL J.HEALTH
CARrREL. 309, 326-27 (2012); Bruce M. Fried et @&lgcountable Care Organizations:
Navigating the Legal Landscape of Shared SavingsGoordinated Carg4 J.HEALTH &
LIFEScI. L. 88, 98 (2010).

141 Revisions to Payment Policies Under the PhysiEie® Schedule and Other Revisions
to Part B for CY 2009, 73 Fed. Reg. 38502, 38548 {J 2008) (to be codified at 42 C.F.R.
Pts 405, 409, 410, 411, 414, 415, 424, 485, anjl 486

142 Khan,supranote 140, at 324-5.

143 Bruce A. Johnson & Sara V. Bla&ompensating Individual Providers Based on
Quality: Practical and Legal Considerations in a&tging Environments J.HEALTH & LIFE
Sci. L. 1,9-10, 35-36 (2011); Mike Segal et dlnderstanding Group Practice Compensation
Arrangements: How to Drive Yourself ‘Stark’ Ravivigd! 19 HEALTH L. 6, 6-7 (2007); Kass
& Linehan,supranote 140, at 89-90.

144 segal et al.supranote 143, at 1.
145 Kass & Linehansupranote 140, at 89-90.

146 Rulemaking has occurred in three phases, witlvaakegroup practice provisions being
Medicare and Medicaid Programs: Physicians' RdfetoaHealth Care Entities With Which
They Have Financial Relationships (Phaseésf)Fed. Reg. 856 (Jan. 4, 2001) (to be codified
at 42 C.F.R. Pts. 411 and 424)(Phase |); MedicesgrBm: Physicians' Referrals to Health
Care Entities With Which They Have Financial Relatships (Phase II§9 Fed. Reg. 16054
(Mar. 26, 2004) (to be codified at 42 C.F.R. Pisl 4nd 424), (Phase Il); and Medicare
Program: Physicians' Referrals to Health Care iéstitvith Which They Have Financial
Relationships (Phase IIIJ2 Fed. Reg. 51012 (Sept. 5, 2007) (to be coditet? C.F.R. Pts.
411 and 424) (Phase Il1).

147 42 C.F.R. § 411.352(a) (2012).
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of which is to share profits from referrals . .r. separate group practices under
common ownership or control through a . . . ho$pitdiealth care systent™

Under many ACO organizational formulations, howeverspitals may have at
least some ownership interest in the physiciananadlti-specialty group practices
it is affiliated with by virtue of the ACO and Paipation Agreement? In this
circumstance, it is unclear whether an otherwisgependent physician practice
meets Stark’s group practice definition. Additidpaunder the Test, providers must
generally bill under the same Medicare provider barmr™ This is unlikely to be the
case for ACOs, patrticularly those that connect mtise independent providers that
are billing separately. Also, as mentiorsegbra there are no requirements that ACO
participants share a Medicare provider nuribér.

Stark requires physician members within group fpeastto provide 75% of the
group’s aggregate services (“Substantially All $egs Test”)!>? Because Stark does
not contemplate physician-hospital collaboratiorydmel hospital ownership of
physician practices, it does not consider a hdspitather entity within an ACO to
be a “member” of the group practice for purposeStafk'> As a result, even full-
time independent physicians in a jointly operatgdwill face serious difficulty
meeting the service provision requirem&ft.This might discourage provider
interest in forming or operating ACGS. It also might necessitate hospital
employment of physicians that would otherwise bgosed to Stark liability,
perhaps discouraging some independent physicians farticipating™>°

148 physicians’ Referrals to Health Care Entities Withich They Have Financial
Relationships, 66 Fed. Reg. 856, 897 (Jan. 1, 2@0be codified at 42 C.F.R. Pts. 411 and
424).

149 Doriann CainAccountable Care Organizations: Providing Qualitgadthcare in an
Integrated Systen20 ANNAL HEALTH L. 1, 4 (2010); Khansupranote 140, at 317-23.

150 Segal et al.supranote 143, at 6-7.

151 Medicare Program; Medicare Shared Savings Progkagountable Care
Organizations, 76 Fed. Reg. 67802, 67814 (Nov021}(to be codified at 42 C.F.R. Pt.
425).

152 See generallg2 C.F.R. 411.352 (2012).

153 42 U.S.C. § 1395nn(h)(4)(A) (West 2012); 42 C.RR1.351 (2012); Kass & Linehan,
supranote 140, at 99-100. For a broader discussionarkStencouragement of physician-
only ventures without collaboration with hospitaeeRobin L. NageleHospital-Physician
Relationships After National Health Reform: Movingm Competition to Collaboratiqr32
PENN. B.ASSN Q. 1, 4 (2011).

154 For a discussion of this problem with respectad-time physicians and independent
contractorsseeSegal et al.supranote 143, at 6-7.

%% Douglas A. Hastings et. alaivers Under the Medicare Shared Savings Program:
Outline of the OptionsAM. HEALTH LAWYERS ASSN: PuB. INTERESTCOMM., at 3,
www.ftc.gov/os/comments/aco/101028ahla.pdf (accks®ugh Federal Trade
Commission’s website).

1% For a discussion of the role of interdependentinddpendent physicians in ACGee
Khan,supranote 140, at 322-23. For a discussion of the tighsspital/physician ownership
under the Stark lavgeeKass & Linehansupranote 140, at 100-01.
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Stark’s group practice definition likewise requiteat 75% of patient encounters
be handled by physicians practicing within the grand on its behalf (“Patient
Encounters Test™>’ Many existing ACO arrangements between physiciand
hospitals will therefore implicate Stark becausesfital entities will not be
considered “member[s] of the group” handling patiencounters®® Physicians
alone in the ACO may be unable to meet the 75%atépt encounters requirement,
in which case they could be subject to civil liglifor ACO referrals.

Another conflict between the Stark group practiedirdgtion and ACOs is the
Compensation Test under the self-referral statufg'svisions™ Under these
provisions, physician members may not receive dmaresor bonus that is directly
related to the value or volume of referrals to atitg with which it has a financial
relationship*® However, certain types of productivity bonuses gmdfit shares
indirectly related to referrals may be allowed #&firor subsets of the grodp" This
is only allowed, however, if services are persgngiérformed by physicians or
“incident to” personal performance and calculateging indirect methodologies
based on, e.g., years of experience, patient vagiid percentage of services referred
that do not qualify as designated health servit2sl$”) under Stark*?

Because financial success of an ACO is linked soréferral patterns, the
financial bonuses it receives for cost savings nwnflict with the Stark
compensation rules for group practic&sBecause ACO providers must collectively
reduce costs while meeting patient health benchsifétkhere is an incentive to
refer within the ACO to monitor and manage patiem&re and its associated
costs'®® ACOs depend on using fewer in-ACO referrals to egate more
savings-®As a result, they will distribute shares of profimong providers that
directly correlate to the value and/or volume démals they collectively provided,
which could violate the Compensation Test.

B. Purpose of Stark

The purpose of Stark generally is to assure thglhdri quality and medically
appropriate services are delivered to patientsutflioan “indirect, structural”
approacht®’ Fraud and abuse are prominent drivers of risinglthecare system

157 42 C.F.R. 411.352(h) (2012).

158 42 U.S.C. § 1395nn(h)(4)(A) (2012); 42 C.F.R. &51. (2012).
159 See2 C.F.R. 411.352 (2012).

160 1d.

161 42 C.F.R. 411.352(g) (2012).

162 1d.; see alscSegal et al.supranote 143, at 9-10.

163 Segal et al.supranote 143, at 9-10.

184 SeeCtrs. for Medicare & Medicaid Servsypranote 86.

185 Khan,supranote 140, at 326-27.

186 SeeRevisions to Payment Policies Under the Physicem $chedule and Other
Revisions to Part B for CY 2009, 73 Fed. R88502 (Jul. 7, 2008) (to be codified at 42
C.F.R. pts. 42 C.F.R. Parts 405, 409, 410, 411, 418, 424, 485, and 486).

167 seeKristin Madison,Rethinking Fraud Regulation by Rethinking the Heélare
System32 HamLINE J.PuB. L. & PoL'y 411, 419 (2011).
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costs'®® The financial incentives available to physiciarsg(, fee-for-service
reimbursement, ownership interest in ancillary ®mes) supply them with the
motive to abuse the systéffl. The decentralized and administratively complex
health care system, which obscures fraud and althssugh its layers of
organization and responsible parties, provides ttresropportunity’® Recognizing
this, the Stark law targets organizational struetuand arrangements conducive to
abusil\é? practices via deterring potential violatoather than ferreting out abuse
itself.

Stark’s purpose, according to CMS, is to “proteatignts and the Federal health
care programs from fraud, improper referral paymenfand] unnecessary
utilization.”*”? Some have described its aims as fostering pattesite, quality, and
appropriate utilization through removing financiebnsiderations from medical
decision-makindg’® Others define it as reconciling the ethical canfbf-interest
facing physicians seeking to capitalize on investt®ién providers to which they
refer patients while maintaining professional eshiresponsibility:™ Self-referral
has the potential to restrict physicians’ disclesuto patients and, as a result,
compromise patients’ rights to exercise informessamt and choicE® It may
increase the chance of misdiagnoses, which can pati@nts in a myriad of ways,
because financial incentives are motivating phgsidreatment and non-treatment
rather than sound medical judgméfit. Self-referral may adversely restrict
competition among providers to which patients maydferred.’’

All these purposes and risks, however, assume -fofeservice reimbursement
system that facilitates over-provision of care (dmgher-than-necessary billing)
rather than under-provision through rewards fortcesving as with ACOS®
Experts note the oddity of applying the federafiStaaw, “premised on limiting the
influence of financial incentives on physiciansfareal patterns,” to an ACO model
“expressly intended by Congress to incentivize pfiges to reduce the cost of
care.””® This is an incomplete interpretation of the canflhowever. Although both
Stark and ACOs do, to some degree, seek to redilzation of medical services,

168 Kass & Linehansupranote 140, at 83.
189 Madison,supranote 167, at 418.
170 Madison,supranote 167, at 418.
171 Madison,supranote 167, at 419.

172 SeeFinal Waivers in Connection With the Shared Savifgsgram, 76 Fed. Reg.
67,992, 67,993 (Nov. 2, 2011) (to be codified atAR.R. ch. IV & 42 C.F.R. ch. V).

173 Kass & Linehansupranote 140, at 82.

174 Greg RadinskyDefining A Group Practice: An Analysis of the Stafkinal Rule 41
ST. Louis U. L.J.1119, 1122 (1997).

175 1d.; Kass & Linehansupranote 140, at 82.
176 Radinskysupranote 174, at 1123.

177 Kass & Linehansupranote 140, at 82.

178 Kass & Linehansupranote 140, at 82.

179 Hastings et. alsupranote 155, at 9.
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the unique structures of each (e.g., strict ligpilieterrence versus quality reporting
and measurement) go about doing this in vastledifit ways.

The fundamental conflict is one of means and ndsefhe legislative objective
of Stark, to prohibit physician referrals to em#tiwith which they have financial
relationships, is the very mechanism by which AQ®duce aggregate medical
expenditures and improve Medicare patient he&ftACO providers must self-refer
within the ACO to monitor and manage patients’ cand its associated codf|t is
noteworthy, however, that the MSSP does not in falter fee-for-service
reimbursement, or its overarching incentives foerewtilization, but simply allows
bonuses derived from cost savings to discouragevigiom of unnecessary
services® This could allow ACOs to circumvent the generayrpant scheme to
discourage over-utilization by foregoing sharedimgs to benefit from anti-abuse,
fraud, and kickback immunit{*

There are various reasons for the existing groagtjme definition under Stark.
These includeinter alia, that more than 40% of practicing physicians pecacin a
group setting and that Congress did not want toueaber these popular and
presumably effective delivery arrangemefifsGroup practices also constitute a
strong lobbying arm at the federal leV&.There are practical efficiencies to be
realized in a group setting, including the factttplysicians communicate more
easily and patients can more quickly be seen uefemral within a group® Finally,
under a managed care capitated payment system gpaymspecialists will be more
cost-effective if specialists are actually integchtith primary care providers who
self-refer to them rather than operating as stdodeaproviders receiving per-patient
compensation for services they are unlikely towélto most patient$’

C. Stark and ACO Approaches to Achieving Shareal<zo

Until this point, physicians have not coordinateithwhospitals to manage and
deliver care to patients beyond assuming medicHfirs§ positions and hospitals
have done little to coordinate with physicians b®yoacquiring ownership of
practices® In the words of CMS, physicians have perverse ritices to over-
utilize as hospital practitioners because they'mao¢ financially at risk for items and
services that they use and prescribe, and theredor@ot have a financial stake in

180 Federal Stark Physician Self-Referral StatuteJ&2.C. § 1395nn(a)(1)(A) (West 2012)
(establishing prohibitions for physiciansge alsdvledicare Shared Savings Program, 42
U.S.C. § 1395jjj (2012) (outlining statutory go&is providers).

181 Khan,supranote 141, at 326-27.
182 42 U.S.C. § 1395jjj (West 2012).

183 This is an unlikely outcome given rigorous ACO gnam integrity requirements, data
reporting and performance evaluation, and exteanditing. There is also no independent
evidence that it has occurred or is occurring.

184 Radinskysupranote 174, at 1129-30.
185 Radinskysupranote 174, at 1129-30.
188 Radinskysupranote 174, at 1130-31.
187 Radinskysupranote 174, at 1131-33.

188 Cain,supranote 149, at 7.
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controlling the hospital’'s patient care costS” Stark’s approach to
physician/hospital collaboration, and the frequehinges and complexity in its
exceptions and group practice definitions, haveth&ar discouraged provider
collaboration:®

CMS has issued fraud alerts indicating that phgsiciollaboration with hospitals
is a vehicle through which hospitals indirectly gmmsate physicians for self-
referral through a guaranteed, continuous strean\anuée'™ This runs counter to
critics’ assertions that it reflects a partnerstopraise capital and create needed
efficiencies in health care delivety. Additionally, CMS has imposed retroactive
modifications in rulemaking for physicians opergtitfunder arrangements” with
hospitals to discourage physician billing througbspitals®® In taking these
measures, CMS has encouraged more fee-for-serpiogsician-only ventures,
arguably more predisposed to over-utilization, andiscouraged joint
hospital/physician arrangements, in which hospitaitght help to curb costs?

Stark is both under and over-inclusive becausegulates incentives within the
referral process in a fee-for-service system rathan directly seeking to control
costs or assure value of cdfeAs such, it can chill arrangements that ultimately
promote cost and quality objectives because of thedncially-motivated referral
patterns while also failing to detect abusive agements because of highly technical
and sometimes arbitrary guidelines as to what dsigamot excepted from prohibition
under the statut€? If insurers could instantly determine quality aampropriateness
of care, there would be no need for fraud and ataws such as StarR! Medicare
would never admit patients for certain servicethimfirst place because they would
already know they are unnecessary or deliveredWwyguality providers?®

The problem of implementing this, however, is thds extremely difficult for
regulators to determine quality and appropriateréssare for patients and nearly
impossible to evaluate it real-time to achieve &gt outcomes® Often
information available on quality measures is swgaptiirectly by physicians, who are
financially interested in the result, or patiemsorly positioned to assess the care
they are receiving’® This is precisely why Stark seeks to deter abusicentive

189 Revisions to Payment Policies Under the PhysiBiem Schedule and Other Revisions
to Part B for CY 2009, 73 Fed. Reg. 38502, 38548 {J 2008) (to be codified at 42 C.F.R.
pts. 42 C.F.R. Parts 405, 409, 410, 411, 414,425,485, and 486).
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structures within care processes rather than atteghpto regulate decisions
physicians make or their actual effects on patigtits

The MSSP, however, adopts a more direct, outcorseebapproach through
requiring providers to improve electronic healtlcaes (“EHR”) tracking and
sharing?%? coordinate more on implementing care managemestésys, and execute
best practices as collaborative medical partffér§hese are all new tools through
which ACO providers may reduce medical expenditubBe maintaining specified
patient quality thresholdS? It also, however, injects financial incentivesoirthe
service delivery process through requiring the isgeof the Stark law—that
physicians have a financial interest in the refearad treatment decisions of their
patients—as a way to deter provision of low-qualitjgh-cost service¥® Other
reforms such as payment bundling and incentivesEtdR adoption by non-ACO
providers, buttress this provider-controlled, oumtesbased approach of the ACA
statute to deliver care in a more centralized @éejivand payment systefff.

The potential benefits of ACOs have led some tgpse a bifurcated system of
fraud and abuse enforcement that distinguishes degtwintegrated systems
implicating Stark and traditional fee-for-servigstems (e.g., Medicare Part A) with
better-understood incentives and risks for physicius€®’ Under this approach,
Stark requirements would be substantially relaxedeliminated altogether for
integrated systems because of extant internal safdg, auditing, and pay-for-
performance standard®. As some argue, current ACOs are already highly-
regulated, “risk-bearing” entities with substantfaklf-correcting” safeguards and
mechanisms to prevent abuse such as site visitdicplisclosure, data accessibility,
governance controls, and program integrity compkgff This view, however,
discountsany value to Stark’s presence in the fee-for-services+ponus delivery
and payment system of ACOs.

Some fear that ACOs may be entered into and opkriaye providers and
suppliers not primarily to improve patient care aeduce costs, but to increase
prices for consumers. This would be accomplished dmpnsolidating and
reorganizing otherwise competitive providers inteniralized profit centers?
Relatedly, ACO providers may enter into these ageds to receive a generous
waiver from all fraud and abuse laws even if thagréase over-utilization and

201 seeMadison,supranote 167, at 418-19
202 Notably, the Stark exception for EHR infrastruetis set to expire in 2013.

203 Shared Savings ProgranCrrs. FOR MEDICARE & MEDICAID SERvs. http://www.cms.
gov/Medicare/Medicare-Fee-for-Service-Payment/stsaeingsprogram/index.html?redirect
=/sharedsavingsprogram/ (last visited March 193201
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forego receiving savings distributiofis, depending on penalties for doing 2.
Scholars also fear that, because small or isofaitgdicians and hospitals will be at a
financial disadvantage in joining or forming ACOschuse of high capital and
infrastructure costs, they may be crowded out @mobe extinct because of ACO
implementatiorf™*

MSSP also allows EHR donations and capital contions by hospitals that
would otherwise be prohibited under Stark’s EHRegtion, expiring in 2018 as
well as payments to reduce amount of care, utibeeer-cost supplies, or influence
referral trends within the AC&?® The MSSP does not require arrangements to be in
writing, signed by the parties, provided at fairrked value, or be based on value or
volume of referrals—as do many of Stark’s excemfoh This lack of restriction
diminishes the accountability ordinarily expectednfi self-referring providers who
stand to gain from participating in various ACO qEmsation arrangemerfts.The
absence of these restrictions, however, is anythirigan accident. It was largely a
response to complaints from providers during thi@ainpublic comment period
citing fair market value and pre-determined paymeatuirements of Stark
exceptions as specific barriers to ACO implemeotst®

CMS issued a proposed rule in 2008, never finalitleat created an affirmative
Stark exception for shared savings distributiongpamns®® It required that cost
savings measures be supported by “objective, inuigp#® medical evidence”
suggesting they would not adversely affect or regmé a diminution in patient
care’® Likewise, all performance measures would be reguto “use an objective
methodology, be verifiable, be supported by credibiedical evidence, and be
individually tracked.?”* Such measures would also need to “reasonablyetelat
hospital practices and its patient populafittiThe program would need to conduct

211 Cf. Khan,supranote 140, at 326
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pre-program and annual reviews to determine thecefif cost-savings practices on
patients’?® Furthermore, CMS would have limited participatiplgysicians entitled
to bonuses to members of the hospital’s medicaff stathe outset of ACO
implementation and constrained timing and amount savings distributions
attributable to a single cost saving measure imphgad through “re-basing” and
“scaled” limitations’**

The proposed rule would constrain the possibilitesACOs’ organizational and
operational structure¢d® Generally, the rule contemplates applying a gristrutiny
to providers’ chosen methods of cost reduction mode closely evaluating whether
decision-making is based on patient health or fifergain?®® In its justification for
the rule, the agency notes that “[t]he variety aathplexity of these programs make
them potential vehicles for the unscrupulous tgyuiise payments for referrals or
compromise quality in the interest of maximizingesues.*’

The government’s identified risks of abuse resgltitom shared savings
programs include concerns of physicians limitinge usf costly, but health-
improving, treatments (“stinting”), electing to &teonly healthier patients (“cherry
picking”), avoiding sick patients during rounds the hospital (“steering”), and
discharging patients earlier than would be clinjcalesirable (“quicker-sicker”
dischargef?® More broadly, CMS was concerned that physiciansilevadrive
hospitals to “game the arrangement” by manipulatingpital accounts to generate
“phantom savings” or engage in ‘“unfair competitiortoward non-ACO
physicians?®

CMS has continued to express reservations that A@@g be “misused for
fraudulent or abusive purposes that harm patiehtsederal health care programs”
despite its present waiver poli€¥. It is currently monitoring ACO performance to
automatically narrow waivers “unless informationthgaed . . . suggests that the
waivers . . . are adequately protecting the Medigaogram and beneficiarie$” In
this case, fraud and abuse controls will becomeenstingent®? Unsurprisingly,
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ACO stakeholders have commented unfavorably onnégative framing of the
question of waiver modificatioff> It would appear to trigger narrowing of waivers
even in the presence of ambiguous or non-existdderce of actual fraud or abuse
caused by ACO$*

IV. CMS’ WAIVER APPROACH ANDALTERNATIVES

This section details the current waiver approaatptetl by CMS in its Interim
Final Rule (“IFR"). It discusses stakeholder reaies to the IFR in public comments
and alternatives to the current CMS approach ofesihg Stark-ACO conflict.

A. Current Waiver

The statutory language of the MSSP delegates tdS#wetary of Health and
Human Services the power to “waive such requiremehffraud and abuse laws] as
may be necessary to carry out the provisions” ef ihogrant>®> On November 2,
2011, CMS issued an IFR on “Final Waivers in CotioacWith the Shared Savings
Program,” effective notwithstanding subsequent jpubbmments, after reviewing
stakeholder comments on its more stringent propessder rule (“Waiver Designs
Notice”), issued on April 7, 201%° The interim final rule creates multiple ACO
waivers for multiple purposes and functions witM&SP, as per concerns raised in
public comments relating to the need for greatexiffiility in waiver conditions to
accommodate a “broader array of ACO activities¢liding start-up, compensation,
operations, and disposition of the enfiy.

In pertinent part, these waivers include an ACO-pga#icipation waiver, ACO
participation waiver, and shared savings distrimgi waiver with respect to Stark
and other fraud and abuse laws (e.g., the Antidack Statute}*® Though the rule
segments waiver qualifications for different phasBACO activities, it makes clear
that “[a]n arrangement need only fit in one waitee protected”® Designed to
facilitate flexibility and certainty for providershe multitude of waivers does
complicate the regulatory analysis somewhat as eoeabto a singular standa.
Nonetheless, it avoids the dreaded and costly saeation-by-transaction” analysis
for ACO implementers whereby they would determiregality of individual

233 | etter from Am. Hosp. Ass'n to Marilyn Tavennextihg Administrator, Ctrs. for
Medicare & Medicaid Servs. & Daniel R. Levison, pestor General, Dep't of Health &
Human Servs. (Jan. 3, 2013yailable atwww.aha.org/advocacy-issues/letter/.../120103-cl-
cms-1439-ifc.pdf.
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transactions based on facts and circumstancesr riithe ensuring compliance for
arrangements generafi$:

One of the most significant modifications to CMSitiial proposed rule reflected
in the interim final rule is a legal standard, ‘semably related to,” that all three
MSSP waivers share. It concerns the nature andegfethe relationship required
between the proposed ACO arrangement and statgtmals of the MSSP. Under
CMS’ initial rule, an arrangement was exempt s@las it was “necessary for and
directly related to” the statutory go&f.Citing overwhelming criticism received
from commenters that this standard was overlyiotiste; CMS relaxed its standard
considerably to give certainty to providers formiaGOs?** ACO activities in the
previous waiver rule did not cover or include exgegnrelated to ACO formation and
investment, including “start-up, training, hirinand infrastructure®* There were
also concerns that the “compartmentalized” appradd®MS’ initial waiver, which
did not include financial arrangements outside a¥irsgs distributions, was not
conducive to the variety of activities ACOs mustque with multiple actors (e.g.,
insurers, manufacturers) at different phases ofaijpm (e.g., start-up, wind-down)
to succeed?®

CMS’ standard under the IFR for relationship betwesmy proposed ACO
arrangement under a waiver and the MSSP’s statgimais is that such arrangement
be “reasonably related to” the purposes of the rammg*® The pre-participation and
participation waivers entrust this determination tte ACO’s governing body,
whereas the shared savings distributions waiveveeahe question open-ended,
requiring generally that distributions correspoadattivities “reasonably related” to
MSSP purpose¥’ CMS’ explanation of the “reasonably related” psion of the
waiver indicates that an ACO entity need only eelatgiven arrangement to any
“one enumerated purpose” of the MSSP and thatriictdate clearly the nexus”
between an arrangement and the respective staigoaty*® The boundaries of what
constitutes a sufficient nexus or satisfactory arption are unclear, though CMS
does provide in regulations a non-exhaustive, haretheless extensive, list of
covered “start-up” activitie§’® CMS defines “start-up activities” quite broadly as

241 gee jdat 67996seeletter from Am. Hosp. Ass'supranote 233seeletter from Am.
Med. Ass’n, Comment on Final Waivers in Connectigth the Shared Savings Program,
CMS - 1439 — IFC, at 1 (Jan. 3, 201&)ailable athttp://www.gpo.gov/fdsys/pkg/ FR-2011-
11-02/html/2011-27460.htm.
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“items services facilities, or goods . . . usedteate or develop an ACG™> These
include network development, capital investmenfraistructure creation, clinical
management systems, legal fees, hiring, and ITureee”™"

This broad language affords ACO arrangements ceralide flexibility for
financial transactions and contributions as congbdoetraditional Stark exceptions
or previous CMS waivers for shared saviftfsThere is no guarantee, however, that,
in ensuring cost reduction measures are relatethg¢ogoals of the MSSP, such
measures will not nevertheless create abusiverad$epnr under-utilization. For
instance, hospitals are now allowed under this toldirectly make compensation
payments to ACO physicians for reducing patientatan of stay, readmission, and
contracting with low-cost suppliefs® Regulations do indicate that ACO participants
should “exercise diligence” in ensuring arrangermexamply with this standard and
that governing bodies specifically indicate thelva8es for determinations” of
reasonable relatedneS4The AMA indicated in final rule comments that dies not
wish for CMS to add to this list or further delineaspecific practices that are
acceptablé®® reflecting a desire to maximize providers’ disieary control over
how ACOs are structured.

The requirements for the pre-participation, pgpition, and shared savings
distributions waivers for ACOs are distinct, thouginsistent in many respects. Pre-
participation waivers are designed to facilitategmsed ACOs attracting necessary
capital, investment, and contributions of infrastawme that might be otherwise
prohibited®® They requirejnter alia, that parties enter into the arrangement with
“good faith intent” to form an ACO, include at l¢@se party of the type eligible to
form an ACO, take “diligent steps” to develop arigible ACO, and provide
“contemporaneous documentation” of all phases ahftion and execution of an
ACO arrangement to create an “audit tr&i"Requirements for the participation
waiver are quite similar, except that they obligAteO participants to be in “good
standing” under the MSSP such that governance,etehip and management

20 gee id.
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structures satisfy all MSSP requiremefitsThe shared savings distributions waiver
is also similar, except that it requires saving¢éoearned during the term of the
participation agreement and distributed only tadtiest who were ACO participants
or providers during the years in which the saviwgse actually earned’

B. Public Comments Received on CMS’ Interim Fiftaiver Rule

There were numerous comments received in respandbet IFR on MSSP
Waivers issued by CMS. The following includes hights from public comment on
the current waivers for ACOs and concerns raisegroyninent commenters about
effects of ACOs on patients and the appropriatpead waivers for Stark and other
fraud and abuse laws.

The American Hospital Association (“AHA”") was pleaswith the waivers and
the “reasonably related” requirement and recommeriitealizing them as-i§%°
AHA did complain, however, that the rule’s requést comments to narrow the
wavier and provide more definition or specificityustrated the “certainty” and
“latitude” the IFR intended to afford ACO particita®®* Certainty is required,
according to AHA, to “develop the infrastructure cessary” for ACOs and
encourage “beneficial innovation” in service detixé®> AHA opposed the rule’s
presumption of automatically narrowing waivers with a notice and comment
period absent evidence that fraud and abuse imemirring®®® AHA argued this
imposes too exacting a standard on CMS if it deste maintain waivers as it
requires it to “prove a negativé®® AHA asserts the structure of ACOs and their
quality and financial reporting will safeguard aggtiabuse by medical providers so
long as they comport with current waiver requiretsé®t AHA suggested that CMS
use monitoring tools to take corrective action agrindividual ACOs that are
abusive rather than base its entire policy on sisis2°°

The American Medical Association (“AMA”) argued th&t is important to
codify” the existing waivers in the IFR rather tha@rmit them to be again changed
in the near term to “assure prospective participafttheir permanencé® The
AMA voiced concern about CMS’ indication in the IFfRat shared savings
distribution waivers would not extend to private @€ not authorized under the
MSSP and offered to help CMS “identify comparablaivage payer
arrangements®® It also asked CMS to extend the EHR exception urtark
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beyond the 2013 expiration currently set by statotgpurposes of ACOs and EHR
adoption generall§®®

The American Physical Therapy Association (“APTAQbmitted two separate
comments to the IFR, one from the entire Assoamiatind another from its Private
Practice Sectiof”’ The Association starts by arguing that the existin-Office
Ancillary Services exception to Stark results irbdaive financial arrangements”
whereby physicians steer patients to in-house phi$herapy services to increase
practice profits’* The Association contends these arrangements aatecdr “solely
for profit” and without regard to the “best interes$ the Medicare beneficiary* It
is concerned that waivers associated with ACO implatation will only exacerbate
this behavior and harm independent physical thetgpactitioners in the proce%s.
APTA argues that quality metrics used by MSSP taleate ACOs “do not contain
the adequate measures to ensure that arrangementsruly result in improved
quality of care” and, therefore, cannot substifoteStark in protecting patients (and
physical therapists) from abusive referrdfs.

APTA argues that the waivers’ “reasonably relate@dihdard is broad enough to
cover most any arrangement and delivery of itemseovices within an AC®” It
recommends CMS narrow the language and articulsenexus required for an
activity to sufficiently further ACO objectived® At a minimum, APTA argues the
waiver protection should only be extended to atitisifor beneficiaries attributed to
the ACO?"" Immunity for non-ACO business will only createcaming to APTA,
new avenues for abuse and confer to ACOs an unfaiket advantage over non-
ACO providers:® Finally, APTA recommends, in lieu of the curreppeoach, that
CMS establish “bright line safeguards” that balatiez need for flexibility in ACO
implezrpgentation with protection from abuses assediatith physician ownership of
DHS:

The Private Practice Sections’ comment is conshidgrenore vocal about the
potential for physician abuses within AC&8The Section focuses specifically on
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ACOs causing “underutilization, stinting of caranfl] lapses in quality” that will
benefit physicians at the expense of patiéfitdhe Section took issue with the
“reasonably related” standard, noting that it wasgue and ambigu[ous]’ and
“broad and loose?®? This, according to the Section, is over-inclushecause it
covers any kind of ACO inducement and will prompygician abuse because of the
lenient standard and lack of safeguafdsThe Section anecdotally cited “creative
business arrangements” designed to avoid the efefral prohibition as evidence
that physicians should not receive leeway in AC®lementatiorf®* Moreover, it
noted that, if the penalty or shared savings rexklw participants in ACOs are not
greater than the gain from self-referral, they mapetheless use ACOs to increase
utilization and profits under the fee-for-serviGgyment systerff>

The Section was concerned about CMS’ “broad, peim@$ pre-participation
waivers granted for start-up arrangeméfit8ecause the waiver currently allows a
hospital or insurance company to donate a “complEtdR] system as well as
training and ongoing technical support” free of rgea the Section believes the
inducement will corrupt ACO physicians’ decisionkiray to the benefit of the
donor®®” It further recommended requiring specific arrangata and their
descriptions to be disclosed to patients and tmem¢ public and memorialized in
signed writing$® The Section was also concerned about CMS allovA@D
participants to use savings distributions to latansact with “downstream” private
insurers not involved with the AC®? The Section noted that these payments
increased the risk of physician abuse and were i@y to be sensitive to volume
or value of referrals even if “reasonably relateslACO objectiveg™

The Section recommends incorporating prohibitioggirsst exclusivity and
commercial reasonableness/fair market value reaeings into waiver eligibility?™*
It proposed to require ACO participants not to gbared savings to transact with
outside parties as this would delegate care pmmvigd “workers not recognized by
Medicare.?* Finally, it recommended a return to the initiabposed rule’s standard
that arrangements be “necessary for and direddyed to” ACO objectives in order
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to qualify for waiver from Stark and other frauddaaibuse laws to screen out abusive
practices with little benefft?®

The Pharmaceutical Research and Manufacturers adriden (“PhRMA”) were
generally pleased with the IF® Specifically, they appreciated anti-kickback
immunity afforded by pre-participation and partafijon waivers to arrangements
between ACOs and drug manufacturérsthey did, however, discuss previous OIG
advisory opinions regarding gain-sharing arrangdamerf cost savings between
hospitals and physicians and incentive paymentsthim 2009 Medicare fee
schedulé®® While the features and requirements of these gements are not
identical to ACOs, the incentives created by anahgples underlying shared
savings are simil&’’ Risks for patient harm identified by OIG includptbviders
cherry-picking patients, stinting patient servicasd receiving payments to self-refer
or reduce services:

PhRMA recommends that CMS adopt the safeguardsmeemded by OIG in
these advisory opinions, including: ACO assurarft& fphysicians can use and
prescribe pre-ACO items and services; heightenedbliqutransparency of
arrangements and accountability for individual ptigsis; written disclosures of
specific arrangements to patients; and greatetdtionh on duration and amount of
financial rewards to be realized by ACB3PhRMA also, similarly to the APTA,
notes the limitations of the existing set of qualiteasures used by the MSSP in
evaluating ACOs, observing that the categoriesrfdbencompass many diseases or
conditions that frequently affect Medicare beneiiigs.**

C. Alternative Approaches

There are a number of alternative approaches toctineent waiver structure
adopted by CMS® One is for CMS to conduct an individualized revief
applications for waiver and grant or deny requéstsed on the circumstances and
risks involved in each particular ca$é.This would preserve the existing Stark
framework in scenarios where it is needed and aldhS more flexibility and input
into when the tradeoff between cost savings ardfds abuse favors enforcement.
This option could, however, be costly for applicaand CMS to administer and
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might discourage prospective ACOs from forming heseaof the additional review
time and uncertainty of approval compared to safffementing waiverd>?®

Another option would be for CMS to issue a waivsttprevents shared savings
or care management fees from triggering a “findnc@ationship” within the
meaning of Stark, at least so long as providergedto ACO safeguards relating to
transparency, program integrity, and performanc@agament™ Alternately, the
Stark waiver could be conditioned upon ACO providaereeting additional fraud
and abuse-oriented safeguards such as “quality avé @rocess or outcome
standards’® (e.g., give patients more options for referralack referral outcomes
through EHR). This would ensure that patient heahisfaction, and choice are not
compromised as a result of cost reduction reform&CGO delivery. Its success will
depend on the extent to which MSSP safeguards epdrting/quality standards
prevent abus®® As noted by Madison, there is a plethora of comseand
complications to the effectiveness of quality daddection and reporting in terms of
achieving various outcomes for patieffts.

Another approach would be a waiver of Stark coistrg the level of
remuneration paid to ACO providers through savidiggributions®® This option
would be more restrictive than existing waiverséaese it limits rewards to savings
distributions and excludes financial arrangementith woutside investors or
partners®® An advantage of this, however, is that it limite tscope of the waiver to
necessary and agreed-upon functions in ACO operdficConversely, as ACO
stakeholders point out in CMS waiver rulemakingretiuces ACO participants’
flexibility by constraining their participation IEHR or care management donations,
start-up funding and investment, and inducementatract stakeholders! Critics,
by contrast, note the potential for the overbro&atitide” currently afforded to
providers to engage in any financial arrangemeptisonably related” to ACO
purposes to foster abuse by providers at the erpefisatients 2

V. RECOMMENDATION

CMS’ current policy is to “wait and see” if and what extent ACOs pose any
fraud and abuse harm to patients and the Medicagram>'® The benefits of “wait

303 Hastings et alsupranote179, at 5-6.
304 Hastings et alsupranote 179, at 7.
305 Hastings et alsupranote 179, at 7

308 SeeFinal Waivers in Connection With the Shared Savifgsgram, 76 Fed. Reg.
67992, 68008 (Nov. 2, 2011) (to be codified at 42.R. chapter IV and 42 C.F.R. chapter V).

307 SeeMadison supranote 167.

308 Cf. Hastingssupranote 179, at 12.
309 Hastingssupranote 179, at 12

310 Hastingssupranote 179, at 12

311 SeeFinal Waivers in Connection With the Shared SaviRgsgram 76 Fed. Reg
67992, 67997-98 (Nov. 2, 2011) (to be codifiedatAF.R. chapter IV and 42 C.F.R. chapter
V).

%12 |d.; Khan,supranote 140, at 336-39.
313 Khan,supranote 140, at 337-38.
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and see” are readily apparent. Assuming CMS canratzy identify when and
where fraud and abuse is occurriigit will be able to better understand its causes
and nature than one who is relying on theoreticatjotions without observation.
This will enable the agency to craft more tailoreffective, and appropriate long-
term solutions to the problems actually occurrimgthe system. It would not
incorporate, however, those effects from abusedhatunobserved or unobservable
and, thus, not reflected in the data. Another hetefa “wait and see” approach is
that it pacifies ACO implementers in the short-teemsuring that the delivery model
has a chance to launch and begin generating resultglys CMS more time to
devise a sustainable strategy for addressing ffieuli question of how to reconcile
the fraud and abuse laws and the MSSP. It alsagy@KS additional time to win
support from the industry after its strong negatigaction to the initial proposed
waiver that substantially restricted protectionforafed to ACO operations from
Stark and other fraud and abuse laws.

Experts and previous experience suggest that AG®vigers will behave in
predictable ways to maximize revenues and redugie ¢osts’™® This suggests that
deregulating ACO provider activity through looseiarglards than previously
allowed under Stark will, at least in some circiamses, harm patients and the
Medicare program without a Stark-like method tacdigage abus&® For example,
the pre-participation waiver currently exempts atyivity that can be considered
“reasonably related’ to “encouraging investment imfrastructure” and the
participation waiver covers activity “reasonablylated” to ACO efforts to
“promot[e] accountability for the . . . cost” of rea delivered to Medicare
beneficiaries'’ This creates a vacuum of regulation that will Bed with ACO
activity that is legitimate and abusive, necesseny unnecessary, and beneficial and
harmful®!® Without a mechanism to balance these risks andetos or otherwise
distinguish between activities that are legitimated those that are not, CMS is
entrusting patients’ and Medicare’s protection frisaud and abuse laws to private
self-regulation without much incentive to guard iagaabuse concerns beyond the
MSSP program requirements.

Fashioning anex ante solution has its costs as well. It runs the risk of
inaccurately pre-determining the fraud and abusblpms of ACOs before they can
be diagnosed. This could unnecessarily restrictefi@al activities of ACO
providers and participants and hamper innovatioseirvice delivery™® The task of

314 But cf.Madison supranote 167, at 418-20.
315 Madison,supranote 167, at 417-18; Letter from APT#ypranote 270, at 8-10.

%18 Revisions to Payment Policies Under the Physiiea Schedule and Other Revisions
to Part B for CY 2009, 73 Fed. Reg. 38502, 38550 @ 2008) (to be codified at 42 C.F.R.
pts. 405, 409, 410, 411, 414, 415, 424, 485, aBjy.48

317 SeeFinal Waivers in Connection With the Shared SaviRgsgram, 76 Fed. Reg.
67992, 68001-03 (Nov. 2, 2011) (to be codifiedatAF.R. chapter IV and 42 C.F.R. Chapter
V).

318 SeeKhan,supranote 140, at 336.
319 SeeFinal Waivers in Connection With the Shared Savifgsgram, 76 Fed. Reg.
67992, 67999 (Nov. 2, 2011) (to be codified at 42.R. chapter IV and 42 C.F.R. Chapter V)

(explaining aim of provider flexibility for CMS’ lrerim Final Rule approach); Madison,
supranote 167, at 420.
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actually measuring and understanding the harmfidcef of ACO operations on
patients and Medicare, however, is likely much mdaenting than suggested by
CMS’ rulemaking®® There are limits to existing data collection artdtistical
techniques, interpreting information that is selported and evaluated, and assessing
medical judgments of practitioners afforded disoretin determining what
treatments are best for patieft5All present numerous challenges to regulators
attempting to visualize all the costs and benefitACOs.

Another potential drawback to reconciling Stark amel MSSP at this juncture is
that—at least to some degree—the two may be ir@ladole. As noted earlier, the
mechanism by which ACOs reduce expenditures, in-A€@rrals to providers that
will limit or provide cheaper services in returrr o share of savings to the referring
physician, runs directly afoul of Stark’s prohibiti against self-referrdf? Given the
interrelatedness and complexity of existing Staxkeptions, however, it might be
difficult to fashion an appropriate modification #tis time for ACOs through
statutory or regulatory change to Stark.

Based on the evidence discussagraregarding the positive results of ACOs for
patients both in terms of improving quality and ueithg overall costs, CMS
adopting a “wait and see” approach through an imtevaiver is probably the best
approach at this juncture. It gives physicians haodpitals a chance to implement
ACOs in good faith without undue interference frsaud and abuse laws crafted on
an entirely different payment and delivery modehllso minimizes cost of error for
CMS because it can review 2012 empirical resultsnfrthe Medicare ACOs
currently being implemented, about which there ésdata presently, rather than
resort to conjecture based on previous integratttempts. Finally, it will give CMS
the greatest possible flexibility to make changeterl as opposed to finalizing a
regulatory structure now that is undoubtedly gdimghange as ACOs permeate the
national delivery system and generate unknown éuttgsults for patients and
providers.

It would, however, be beneficial for ACO providers adopt some additional
modest safeguards to ensure that implementatios doeveer too far from MSSP
policies. This could include CMS requiring moreedir disclosures to patients about
the arrangements in which physicians are particigadand financial relationships
created. Without these, signage and automaticbation of patients to ACO
networks will fail to give adequate notice to beciefies of changes in their
Medicare services. Additionally, CMS should requiteat arrangements be in
writing and contain certain specific terms of thgrement. This would guard
against any overt circumvention of CMS’ requirensefir ACOs by increasing
transparency and documentation available to regndand the public. Finally, using
existing MSSP channels of oversight such as si@sviand auditing during this
initial implementation phase will be instructive @S monitoring efforts. It will
also ensure that ACOs are working toward their psech objectives of cost
reduction and improving patient health outcomes.

320 SeeMadison supranote 167, at 418-20.
32 SeeMadison supranote 167, at 418-20.

322 SeeFederal Stark Physician Self-Referral StatuteJ&2.C. § 1395nn(a)(1)(A) (West
2012) (establishing prohibitions for physiciarsge alsdVedicare Shared Savings Program,
42 U.S.C. 8§ 1395jjj (2012) (outlining statutory ¢pfor providers).
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VI. CONCLUSION

Based on the unique payment and delivery structhifeCOs and early empirical
evidence of their positive effects on patientss thirticle recommends retaining
existing waivers along with some modest safeguifd®ased on comments
received during waiver rulemaking, it is clear tha€CO participants require
extensive latitude and flexibility to carry out th@rrangements and meet target
benchmarks for cost and quality performafféélhough there are strong arguments
on both sides for less or more fraud and abusegtioh in the ACO context, there
is insufficient data right now to determine whethgther side’s contentions are
realized in the markét® Until then, a broad and flexible waiver from CMSllw
provide regulators and industry participants atike information they need to make
more informed decisions about how to operate agdlage ACOs.

32 See suprdart IV.

324 SeeFinal Waivers in Connection With the Shared Savifgsgram, 76 Fed. Reg.
67992, 67996-97 (Nov. 2, 2011) (to be codifiedACAF.R. chapter IV and 42 C.F.R. Chapter
V).

325 SeeMadison,supranote 167, at 419-25.
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