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INTRODUCTION AND EXECUTIVE SUMMARY!

OnApril 7,2011, CMSformally published proposed regul ations (an advanced copy wasreleased to
the public on March 31, 2011), which would implement the shared savings program (“SSP”)
between Medicare and accountable care organizations (“ACOs”), for Medicare fee for service
beneficiaries. The proposed ACO regulations have been highly anticipated throughout the health
care world, with many providers expecting to create, join, or respond to the advent of ACOs with
emotions ranging from enthusiasm to dread. The deadline for submitting comments is 5:00 PM
Eastern time on June 6, 2011.

However, the proposed regul ations contain anumber of significant surprisesthat have caused many
providersto reconsider their Medicare ACO strategy. The proposed regulationswould require even
greater investments than many providers expected. Inaddition, the proposed regulations, along with
their companion notices on antitrust guidance from the Federa Trade Commission (“FTC”) and
Department of Justice (“D0OJ”) and proposed fraud and abuse waivers from CM S and the Office of
the Inspector General (“OI G”), contain far fewer protectionsfor Medicare ACOsthan the provider
community previously anticipated.

CM S has set the bar for participation very high— possibly too high for many providers. Inresponse,
itislikely that many public commentswill be submitted to the proposed regulations, and CM Swill
haveto determineif it will scaleback itsrequirementswhen it issuesfinal ACO regulations|ater this
year. If it does not, then many providers may decide to explore ACO aternatives.

ACOs, TheBasics

What isan ACO? An ACO is agroup of providers and suppliers of services (e.g., hospitals,
physicians, and others involved in patient care) that:

e work together to coordinate care for the Medicare fee for service beneficiaries they serve;

e agreeto be accountablefor the quality and cost of care for adefined group of Medicarefeefor
service beneficiaries (the ACO’ s “assigned beneficiaries’); and

e sharein savings (and losses) associated with the care for those assigned beneficiaries.

CMS hasarticulated athree-part goal under the SSP of better carefor individuals, better health for
populations, and lower growth in expenditures.

Eligibility. The proposed regulations set forth specific digibility requirementsto participatein the
SSP. An ACO must be:

e A distinct lega entity;

! Portions of thiswhite paper are adapted with permission from P. Deeringer, ACOs, or Else.. Are
ACOsa Strategic Imperative for Providers? (forthcoming May 2011). Copyright 2011, The Bureau
of National Affairs, Inc., 1-800-372-1033, www.bna.com.
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e Recognized under applicable state laws; and
e Capable of receiving shared savings payments from CMS.

Given the specific structure and governance requirementsfor ACOs, it may be easiest to useanew,
specia purpose entity. The ACO must be composed of an “eligible group” of “ACO participants,”
which essentially includes any Medicare providers or suppliers.> However, the ACO must have
enough “ACO professionas’ (i.e., primary care physicians) to serveat least 5,000 Medicarefeefor
service beneficiaries. ACO professionalsmust be exclusiveto one ACO, but other ACO participants
cannot be required to be exclusive to an ACO and must agree to participate for at least three years.

Application Process—No Guaranteed Entry. Theproposed regulationswould requirean ACOto
submit a detailed application to CM S that provides extensive information, including detail s about
how the ACO plansto deliver high-quality care at |lower costsfor the beneficiariesit servesand how
itintendsto distribute shared savings. If the applicationisapproved, the ACO must sign athree-year
agreement with CM Sto participatein the SSP. CM Swill not automatically accept an ACO into the
SSP. Inaddition, if an ACO experiences anet lossduring itsfirst three-year agreement period with
CMS, the commentary to the proposed regulations indicates that CM S will not permit the ACO to
reapply to the SSP.

Governance. An ACO must establish and maintain a governing body, which must include:

e ACO participants (or their representatives);

e Oneor more Medicare beneficiaries who do not have a conflict of interest with the ACO;

e At least 75% of the governing body must be controlled by ACO participants (versus an outside
entity, such as a health plan); and

e Thegoverning body of the ACO must beindependent and separate from the governing bodies of
the ACO participants (unless the ACO is composed of a single member, in which case its
governing body can be ACO’s governing body).

In addition, the proposed regulationswould require an ACO to have an executive, officer, manager,
or genera partner with board-level accountability, and afull-time senior-level medical director.

Management. The proposed regulations impose severa management requirements on an ACO,
including:

e ACO participants and ACO providers/suppliers must make a“meaningful commitment” to the
ACO (eg., invest time, effort or money);

e The ACO must have aphysician-directed quality assurance and processimprovement program;

e ACO participants must agree to comply with evidence-based clinical guidelines,

2 The proposed regulations use the phrases“ACO participants’ (likely the ACO’ sfounders/owners)
and “ACO providers/suppliers’ (likely others who contract with the ACO), but do not clearly
distinguish between these two categories.
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e The ACO must haveinformation technology infrastructure (including EHR —and at least 50% of
the ACO’ s primary care physicians must be “meaningful users’ of certified EHR technology)

e The ACO must adopt a compliance plan; and

e The ACO must haveawritten plan for achieving and distributing shared savings, and improving
quality of care.

Retrospective Beneficiary Assignment. In one of the more surprising aspects of the proposed
regulations, CMS would assign beneficiaries to the ACO retrospectively, at the end of each
performance year, based on whether the beneficiary received the pluraity (not mgority) of hisor her
primary care servicesfromthe ACO’ s participating primary care physicians(i.e., interna medicine,
general practice, family practice, and geriatrics). Assignment would be based on alowed Medicare
Part B charges, and would include specified HCPCS codes and annua and welcome visits.
Beneficiary assignment would be transparent to beneficiaries, and neither Medicare nor the ACO
would be permitted to restrict beneficiary freedom of choice. ACO participantswould berequiredto
post signs in each of their facilities and provide written notification for beneficiaries about their
participation in the ACO program.

Substantial Quality Perfor mance Requirements. Inorder to qualify for shared savings, an ACO
would be required to meet certain CM S-defined quality and continuous improvement goas. The
proposed regulations initially establish 65 quality performance measures across five equally-
weighted quality domains: (1) patient/care giver experience; (2) carecoordination, (3) patient safety,
(4) preventive health, and (5) at-risk population/frail elderly health. The ACO will be eligible for
shared savings in proportion to its achievement of the quality performance domains, and the ACO
will beresponsiblefor complying with changing quality performance requirements over the course
of its agreement with CMS. CM S will establish quality performance standards for each measure,
including a performance benchmark. For thefirst performance year, the ACO can meet the quality
performance requirements by completely and accurately reporting the specified metrics. In
subsequent years, achievement will be based on measured scoresfor each domain, with zero points
awarded if the ACO falls below the minimum standard, a sliding scae if above the minimum but
below the target benchmark, and two “al or nothing” standards.

Downside Risk Under Either of the Two “Tracks.” In another surprising move, the proposed
regulations contain no provisionsfor partial capitation, but instead provide ACOswith the option of
choosing one of two program tracks, both of which require the ACO to assume downsiderisk. The
first track (the “one-sided model”) would allow an ACO to operate on a shared savings-only track
for the first two years, but would then require the ACO to assume the risk for shared losses in the
third year. The second track (the“two-sided model”) would allow ACOsto sharein savingsand risk
liability for losses beginning in their first performance year, in return for a higher share of any
savings it generates.

Shared Savings Based on Three-Year Benchmark. Under the proposed regulations, Medicare
would continue to pay individua providers and suppliers for specific items and services as it
currently does under the fee for service payment systems. In addition, the proposed regulations
would require CM S to develop a benchmark for savings that each ACO must achieve to receive
shared savingsin each performance year, or elsebeheld liablefor losses. The benchmark would be
based on per capita expenditures for Medicare fee for service beneficiaries, who would have been
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assigned to the ACO for the three most recent years (i.e., based on arolling three-year average). The
benchmark would be subject to several adjustments, including for Medicare claims growth and
beneficiary health status.

Shared Savings Subject to Several Restrictions. The proposed regulations include several
restrictionson an ACO’ s ability to qualify and receive shared savings under the SSP. For example,
in addition to having to meet the quality performance metrics outlined above, an ACO must achieve
aminimum savings threshold to qualify for any portion of the shared savings. In addition, an ACO
is subject to a maximum shared savings percentage of up to 52.5% under the one-sided model
(subject to amaximum sharing cap of 7.5% of the ACO’ s savings benchmark), and up to 65% under
thetwo-sided modd (subject to amaximum sharing cap of 10% of the ACO’ sbenchmark). Each of
an ACO’sannual shared savings payments (if any) also issubject to aflat 25% withhold in order to
offset any lossesfor which the ACO isresponsible during the three-year agreement period. Findly,
dueto aproposed 6-month claimsrun-out for purposes of cal culating Medicare expenditures, shared
savings payments would not be made for at least 18 months after January 1 of the applicable
performance year.

Challengesfor Providers Under the SSP

The SSP is not a “test field” for providers interested in experimenting with care integration and
management strategieson their Medicarefeefor service beneficiaries. To the contrary, thedetails of
the proposed SSPindicate that even sophisticated providerswith experiencein managing care under
capitated contracts may find success under the proposed SSP elusive. Thefollowing aspects of the
proposed SSP may present particular challenges for aspiring ACO participants, providers, and
suppliers:

e Extensive up-front and ongoing participation requirements. ACOswill require substantial
up-front capital, personnel (e.g., a full-time medica director and management staff), and
organization (e.g., full-fledged compliance and QAPI programs). Based on findings from the
federal Government Accountability Office, CMS estimates that the total average start-up
investment and first year operating expenditures for an ACO will total roughly $1.8 million. In
addition, ACOs will be subject to ongoing quality performance reporting requirements, public
reporting obligations, and potential CMS audits. Many providers may lack the capital,
organization, and discipline to achieve cons stent compliance with the SSP’ s many requirements.
One exception to this may be large capitated IPAS, particularly in states like California, where
such organizations are aready heavily regulated much like insurance companies.

e No guaranteed admission to the SSP. An ACO’s initial investment and organization may
cometo naught if CM Srefusesto admit the ACO to the SSP. CM S has not clarified whether an
ACO that otherwise meets the SSP requirements will be admitted, but the proposed regul ations
indicate that CMS will have (and will exercise) discretion over which ACOs it permits to
participate in the SSP.

e Retrospective beneficiary assignment. CMS appears to be promoting an “all boats rise’
approach by combining population-level data reporting with retrospective beneficiary
assignment. In addition, CMS estimates that a maximum of five million Medicare fee for
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service enrollees will be assigned to an ACO — less than 15% of all Medicare fee for service
enrollees. Accordingly, an ACO may expend resources managing Medicare fee for service
beneficiaries who ultimately are never assigned to it — while overall quality may rise and
Medicare program costs may decrease, CMS's proposed approach may diminish an ACO’'s
ability to fully recoup itsinvestment in clinical integration.

Significant consequences for underperforming ACOs. CMS's comments indicate that an
ACO that suffers a net loss in the first three-year agreement period will not be permitted to
reapply tothe SSP. If the projected return on investment horizon for the systemic changesthe
SSP requires providersto makeis greater than three years, or if an ACO issimply the victim of
bad luck, this “net loss’ restriction could create a substantial disincentive for an ACO to
participate in the SSP as presently structured. Given the SSP' s strong roots in the Medicare
Physician Group Practice (“PGP”) demonstration project methodology and provider experiences
under that program, some data suggest that many organi zations may |ose money in thefirst three
years under the proposed ACO model. In addition, the use of ahistorica three-year benchmark
may create diminishing returnsfor ACOs asthey become more efficient over time. Thus, while
ACOs may offer potential long-term cost savings, the “net |0ss’ restriction under the SSP may
create too short a horizon for ACOs to achieve a meaningful return on investment.

True downside risk under either of the two models. Whether in year three under the one-
sided model, or in al three years under the two-sided model, an ACO bears substantial risk
under the SSP for incurring costs in excess of its benchmark. While CM'S proposes to cap an
ACO’ sdownside risk to some extent, the SSP as proposed places significant risk on ACOs and
thelr participants, particularly in the absence of limiting downsiderisk through partial capitation.
Such an approach, when combined with retrospective beneficiary assignment and the * net | oss”
restriction discussed above, may cause providersto think twice about whether their organi zation
can manage care effectively enough on apopulation basisto ultimately come out ahead under the
SSP.

Shared savings are subject to many restrictions and delayed payout. The various
qualification thresholds, percentage limitations, withholds, and delayed payout (under the
proposed six-month claims run-out) collectively create substantial uncertainty about whether and
to what extent shared savings will materialize at all, let alone in sufficient amountsto permit an
ACO to recoup its startup and operating costs.

Limited antitrust and fraud protections. While the proposed antitrust guidance may help
insulate ACOs from FTC and DOJ enforcement, the guidance does not appear to foreclose
privateindividuals (e.g., physicians excluded from the ACO’ snetwork of “ ACO professionals’)
from instituting private causes of action against an ACO or its participants for violation of
federal and state antitrust laws.

Limited fraud and abuse protections. The narrow proposed fraud and abuse waivers do not
appear to protect many of the financial arrangements an ACO likely would require to acquire
start-up capital and to fund operating costs and/or losses, unlessthose financia relationshipsare
with a physician and meet the applicable requirements of the proposed waivers. In addition,
financia arrangements that do not involve distribution of shared savings generally fall outside
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the scope of the proposed waivers. As a result, shared-risk, resource pooling, incentive
payments, and other financial arrangements an ACO might want to establish internally to
promote efficient operation of the ACO generally also would be unprotected.

e Nopreemption of statelaws. Finaly, nothinginthe Joint Notice proposesfedera preemption
of state laws. Accordingly, state regulatory schemes still apply to ACOs, and ACOs must
comply with theselaws, such as state self-referral and anti-kickback restrictions. Many of these
state laws are not the same as their federal counterparts. Thus, an ACO must take into account
and comply with these state |aws when structuring and operating the ACO, because complying
with the proposed waivers for Stark, the anti-kickback statute, or the civil monetary penalty
statute will not necessarily mean that the ACO complieswith comparable statelaws. Similarly,
some states, like California, have strong corporate practice of medicine prohibitions, which
heavily restrict the ability of alay corporation to influence or control the delivery of health care.
These prohibitions stand in tension with the goals of the SSP— one of the elements of the SSPis
that the ACO implement evidence-based medicine standards and impose those standards on its
participants. As a result, notwithstanding the good intentions of the federal program, more
restrictive state laws may pose additional obstaclesto the formation and operation of ACOs.

ACO Alternatives

If SSP participation is ultimately unattractive or infeasible, several aternatives exist that may
provideleversfor providersto drivetheir organizations' clinical integration efforts. For example, by
January 1, 2013, Medicare will introduce anationa payment bundling demonstration that will offer
providers opportunities to experiment with ACO-like strategies on specific service linesfor certain
episodes of care that CM S will specify (e.g., cardiology services, post-acute care). Further, the
newly established Center for Medicare and Medicaid Innovationsistasked with funding additional
payment and system delivery models that improve care and lower costs. Additionaly, non-
Medicare ACO models have shown promise, athough such models must comply with federal and
state fraud and abuse laws without any specia protections. Moreover, gainsharing and pay-for-
performance (“P4P”) programs, serviceline co-management arrangements, and similar programsall
remain possible outside the SSP, although such programs must be carefully structured to fit within
the current regulatory scheme, which was not designed with these innovative models in mind.
Finally, Medicare's existing demonstration programs in clinical integration (e.g., the Physician
Quality Reporting System (“PQRS’) and Acute Care Episode (“ACE”) programs) may be extended,
reopened, or expanded, and such developments may afford providers opportunitiesto develop their
care management skillsin alower-cost, lower-risk environment than the SSP.

ORGANIZATION OF AN ACO

The proposed ACO regulations include anumber of detailed requirements regarding what types of
organizations will be ableto qualify to act as an ACO, and who can be a “participant” in an ACO.
The definition of the term “ACO” provides that the ACO must be alegal entity, recognized and
authorized under state law to perform the functions required of an ACO (e.g., the ability to receive
and distribute shared savings, repay shared losses, and ensure provider compliance with ACO health
care quality criteria and standards), and with its own Taxpayer Identification Number (“TIN”).
Therefore, aloose, contractual arrangement or informal confederation of separate providerswill not
be eligible to become an ACO. Instead, the ACO must be an actual, separate legal entity.
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The definition also requires that the ACO be composed of ligible “ACO participants’ that work
together to manage and coordinate care for Medicare fee-for-service beneficiaries, and that the ACO
have an established mechanism for shared governance that provides all ACO participants with
appropriate, proportionate control.

Although the proposed ACO regulations do not expressly require that a new entity be formed to
serve asthe ACO, in analyzing the requirements of the ACO regulations, it is apparent that the best
meansto organize an ACO likely would beto form anew special purpose entity to act asthe ACO.
This is because, as discussed in more detail below, there are a number specific governance
requirements that an ACO must satisfy, and it is unclear that an existing entity would be ableto (or
would desireto) meet these specific requirements. CM S hasindicated that existing entitiesmay lack
the broad proportionate control necessary for participation as an ACO, and that it might be more
difficult for CM Sto audit an existing entity that has non-ACO related operations. Finally, CMShas
indicated in its commentary that if an existing entity desired the inclusion of new providers and
suppliersinto an ACO, anew entity would berequired. For thesereasons, most ACOswill likely be
formed as a new entity, established to act as the ACO. If anew distinct entity has already been
formed by the participants for operation of the ACO, this should suffice, as the entity can probably
meet or be modified to meet all of the applicable requirements of the ACO regulations.

Type of Entity

Thereis substantial flexibility regarding what type of entity may be an ACO, provided the entity
is capable of recognition under applicable state law and is able to obtain a TIN. For example, the
ACO could take the form of a corporation (nonprofit or for-profit), a partnership, or alimited
liability company (“LLC"). However, some shared governance and state law issues also may
have an impact on what type of entity is used. For example, because the proposed regulations
require that a Medicare beneficiary serve on the board of the governing body of the ACO, this
could prevent a professional medical corporation from being an ACO in many states, including
Cdifornia. Thisisbecause many states provide that only licensed practitioners can serve on the
board of directors of aprofessional medical corporation. Therefore, unless the Medicare
beneficiary also happens to be appropriately licensed (e.g., as a physician) to serve on the board
of the medical corporation, then that medical corporation would not be able to satisfy the
requirement of having a Medicare beneficiary on the board of its governing body, and hence
could not qualify asan ACO.

Similarly, there may be difficulty using afor-profit business corporation asthe ACO entity, because
adirector normally would owe afiduciary duty to the ACO to maximize returns to the participants.
Thisduty may conflict with the requirement under the proposed ACO regul ationsthat the Medicare
beneficiary board member represents the interests of Medicare beneficiaries the ACO serves.
Because most state laws (including those in California) provide gregter flexibility for limited liability
companies, it may beadvisableto usean LLC to serveasthe ACO, and assign separate dutiesto the
different managers of the LLC. In addition, as part of its response to public comments, perhaps
CMSwill clarify how the duties of the Medicare beneficiary representative apply, within the context
of other duties owed.
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ACO Participants

The proposed regulations provide significant flexibility as to who may participate in an ACO,
although all ACOs must be anchored by a core group of primary care physicians who have at |east
5,000 Medicare fee-for-service beneficiaries, in the aggregate (i.e., not 5,000 per physician),
assigned to them. Assuming the ACO is able to meet the 5,000 beneficiary requirement, the ACO
regulations provide that the ACO participants may include any and all of the following:

Professionals in group practice;

Networks of individual practices of professionals;

Partnerships or joint venture arrangements between hospitals and professionals;
Hospitals employing professionals,

Critical Access Hospitals that engage in global billing; and

Other Medicare providers and suppliers that are not professionals or hospitals.

Thus, it appears that any Medicare provider or supplier could participatein an ACO, assuming the
ACO has the sufficient core of primary care physicians and the ACO can otherwise satisfy the
applicable requirements.

Inthe CMS commentary to the proposed ACO regul ations, CM Swent out of itsway to indicate that
CMSwanted to encourage the participation of rural health clinics(*RHCs’) and federally qualified
health centers ("FQHCS") in ACOs. As described in more detail below, CMSis also offering a
higher percentage of savings to ACOs that include participation with RHCs and FQHCs.

Asmentioned in theintroduction, theterm “ ACO participant” isused throughout theregulationsina
manner suggesting that CM Sintends the term to mean the owners, investors, and/or foundersof the
ACO. By contrast, the proposed regul ations use the term “ ACO providers/suppliers’ in away that
suggests that these are merely contractors with the ACO, without ownership or control.
Unfortunately, neither termisclearly defined, and thusit is often unclear in the proposed regul ations
whether particular requirements areintended apply to all the ACO’ sprovidersand suppliers, or just
the core providers and suppliers that form, own, and/or control the ACO. Hopefully, the final
regulations will provide additional clarity in this area, after CMS reviews the comments to the
proposed ACO regulations.

GOVERNANCE OF THE ACO

The ACO regulations provide detailed guidance regarding the governance of the ACO. Asa
threshold issue, the ACO regulations require that the ACO have a governing body. By way of
illustration, with acorporation thiswould likely bethe Board of Directorsand with alimited liability
company it could be aBoard of Managers.

Governing Body

The governing body isrequired to have the following participants: (a) the ACO participantsor their
designated representatives; and (b) aMedicare beneficiary representative or representatives served
by the ACO, who does not (personally, or through afamily member) have conflict of interest with
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the ACO. The governing board is required to have broad responsibility for the administrative,
fiduciary, and clinical operations of the ACO.

At least 75 percent control of the governing body must be held by ACO participants or their
representatives. Initscommentary, CMSalluded to thefact that remaining 25 percent could include
participation from health plans or management companies. This 25 percent would also need to
include the Medicare beneficiary representative(s). Importantly, the ACO governing body must be
separate from the ACO participants governing bodies, unless the ACO is made up of one, single
participant that meetsall of the ACO requirements (e.g., alarge IPA with morethan 5,000 Medicare
fee for service beneficiaries assigned to its primary care physicians).

The proposed ACO regulations require that each ACO participant have proportionate control over
decision making. However, the ACO regulations are unclear as to what “proportionate control”
means and how it isdetermined. CM S hasindicated that the proportions should be based on capital
invested and/or “ sweat equity” based onthetimeor effort of the participants. However, itisunclear
how sweat equity should be quantified.

This may raise significant practical issues when an ACO’s participants are making disparate
contributions to the ACO. For example, institutional ACO participants, such as hospitals, might
bring significant capital to the table in forming ACOs, while physicians might devote substantial
time and effort. For this reason, it will be very important to have an agreed-upon mechanism for
valuing the participants' contributions, and for determining their respective decision-making and
control rights. Thiswill also likely impact the Stark, anti-kickback and tax-exempt analysis of the
ACO (asdiscussed in greater detail below inthe sectiontitled “PROPOSED FRAUD AND ABUSE
WAIVERS FOR ACOS”).

Executive Management

The proposed ACO regulations provide someinitial guidelinesfor the executive management of the
ACO. For example, the ACO is required to be managed by an executive, officer, manager, or
general partner who is overseen by the governing body and has the ability to influence or direct
clinical practicetoimprove efficiency processes and outcomes. The ACO isasorequiredto havea
full-time, senior-level medical director who must be present at an assigned ACO location, andwhois
aboard-certified physician in the state in which the ACO operates.

BENEFICIARY ASSIGNMENT

A critically important aspect of the proposed regulations in the manner in which they address the
assignment of beneficiariesto an ACO. Surprisingly, CMS has proposed that the assignment of
beneficiaries will be made on aretrospective basis, so that the ACO participantswill not know who
has been assigned to the ACO for a performance year until after the year is over.

The proposed regulations also define what it means to be assigned to an ACO. CMS has opted to
preserve the beneficiaries’ freedom of choice, so that beneficiaries may obtain services from any
provider or practitioner without restriction.

As discussed below, both of these choices have significant implications.
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How Beneficiaries Are Assigned toan ACO

The proposed regulations assign beneficiaries to an ACO for a performance year after the
completion of the performance year. 42 C.F.R. 8 425.6(b). Thus, the ACO and its participating
practitioners and providers will not know whether a patient isin the ACO at the time services are
furnished.

Beneficiaries are assigned to an ACO based on the provision of primary care services by primary
care physicians. CMS identifies all primary care physicians participating in an ACO during a
performanceyear. CM Sthen determinesall beneficiarieswho received primary care servicesduring
the performance year from the primary care physiciansin the ACO, the total allowed charges for
primary care services furnished to each such beneficiary, and thetotal allowed chargesfor primary
care servicesfor each beneficiary for servicesfurnished by each primary care physician participating
inthe ACO. A beneficiary is assigned to the ACO for a performance year if, for the performance
year, the plurality of the total allowed charges for primary care services furnished by primary care
physicians were furnished by primary care physicians participating in the ACO.

A primary care physician is a physician who is identified with the Medicare program as having a
primary care specialty of internal medicine, general practice, family practice, or geriatric medicine.
Notethat the definition of primary care services excludes physiciansin many speciatieswho furnish
primary care services, such OB-GY Ns. Primary care servicesfurnished by physicianswho arenot in
one of the designated primary care specialties are not considered when determining the assignment
of beneficiariesto an ACO.

Primary care servicesinclude eval uation and management serviceidentified by HCPCS codes 99201
through 99215, 99304 through 99340, and 99341 through 99350, the Welcome to Medicare Visit
identified by HCPCS code G0402, and the annual wellnessvisit identified by HCPCS codes G0438
and G0439. Other services furnished by primary care physicians are not taken into account in
assigning beneficiariesto ACOs.

CMS's decision to assign beneficiaries on a retrospective basis and the manner in which the
assignments will occur have severa profound implications and rai se various questions.

Because an ACO will not know whoisassignedtoit until after the performance year, it would likely
be prudent for ACO participantsto treat all beneficiariesasif they wereinthe ACO. CMSisclearly
aware that thiswill likely occur, and explains that one of the reasons it has adopted aretrospective
approach is so that ACOs and their participants will provide the same level of efficient and quality
careto al patients. CMSwill thereby realize savingsfor patientswho are ultimately not assigned to
the ACO without sharing any portion of those savingswith the ACO, essentially obtainingafreeride
for the beneficiaries who are not assigned to the ACO.

Retrospective assignment will require ACOs to track the data needed for ACO participants for al
beneficiaries. Thiswould include datarequired to demonstrate compliance with quality performance
standards, aswell as data supporting the metrics used by the ACO internally to enhance quality and
efficiency.

Similarly, ACO participantswill likely haveto apply the ACO’ sevidence-based clinical guidelines
to al beneficiaries. Additionally, ACOswill develop referral relationships with practitioners and
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providers who are not ACO participants, such as physician specialists and post-acute discharge
providers, where the participants agree to apply the ACO’s clinical guidelines, comply with the
ACO’ sreporting requirements, and otherwise comply with the ACO’ s policies. ACO participants
will likely be encouraged to refer all beneficiariesto these practitionersand providers, because they
will not know at thetime of thereferral whether the beneficiary will be assigned tothe ACO. Thus,
specialists and post-acute discharge providerswill have enhanced incentivesto devel op rel ationships
with ACOs, asthose who do not devel op such rel ationships may |ose a proportion of their referrals
of Medicare beneficiaries from the ACO participants.

Retrospective assignment may pose aparticul ar problem for apractitioner or provider that isin more
than one ACO. Asdiscussed below, in general only primary care physicianswill berequired to have
an exclusive relationship with an ACO. Others, like physician specialists and hospitals, may
participatein multiple ACOs. Itisunclear which ACO’spoliciesapractitioner or provider thatisin
multiple ACOs should apply, and to which ACO the practitioner or provider should report data
during the year.

Retrospective assignment, combined with the retrospective establishment of the shared saving
benchmark as discussed below, will make it extremely difficult for ACOs to evauate their
performance on an ongoing basis during aperformance year. An ACO will not be ableto determine
with any significant degree of precision whereit standsin light of itsbenchmark, whether itislikely
to make or lose money for the performance year, and how much any gain or lossislikely tobe. This
will make contemporaneous financial reporting very difficult, aswell as management decisionsthat
aretied to understanding an organization’ s ongoing financia performance.

CMS sdecision to base assignment solely on servicesfurnished by primary care physicians means
that services furnished by mid-level primary care practitioners, such as physician assistants and
nurse practitioners, will not be taken into account (unless such services are furnished incident to a
physician’s services and billed under the physician’s NPI). This may result in changes to
rel ationshi ps between primary care practitioners and mid-level practitioners so that the services of
the mid-level practitioners are furnished in accordance with Medicare's incident-to rules. The
exclusion of services furnished by mid-level practitioners that do not meet Medicare' s incident-to
reguirements appearsto beinconsi stent with afundamental purpose of ACOs, whichisto encourage
the efficient provision of care by the appropriatelevel of practitioner. CMSexplainsthat it believes
its hands are tied by the statutory language on this issue.

Asnoted previously, CM S s definition of primary care physicians excludes many physicians who
furnish primary care. CMS recognizes that this definition may create problems, particularly for
rural areasinwhich physician specidists may bethe principal providersof primary care and invites
comments on thisissue. ACOs should take care to ensure that physician specialties are accurately
reported to Medicare, so that physicians who are in one of the four primary care specidties are
identified correctly. Thismay require some thought with respect to physicianswho practice bothin
one of the primary care specialties and another specialty.

Operational Identification of an ACO

Anissue CMS confronted in connection with beneficiary assignment was how physiciansand others
would be linked to an ACO. CMS required a methodology for determining which primary care
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physicians were part of an ACO in order to assign beneficiaries based on primary care physician
services.

CM S has proposed to view an ACO operationally asacollection of Medicareenrolled TINs. ACOs
would berequired to provide CMSwith the TINs of their participants. Thus, amedical group would
haveasingle Medicareenrolled TIN, whileanetwork of independently practicing physicianswould
have acollection of Medicare enrolled TINs. Beneficiarieswill beenrolled in an ACO based on the
primary care services furnished by primary care physicianswithin a TIN of an ACO participant.

CMS proposes that all ACO professionalswithinaTIN be exclusiveto one ACO agreement. This
exclusivity appliesto primary care physicians, but not to specialists.

ACO participants with TINs upon which beneficiary assignment is not based (that is, participants
with TINsthat do not include primary care physicians) like hospital sand physician specialty groups,
must agree to participate in the ACO for the full three year term of the ACO agreement. However,
these entities are not required to be exclusive to an ACO, and must be permitted to join multiple
ACOs.

CMS does not directly address what happens when a primary care physician leaves or joins a
medical group that participatesin an ACO. We believethe servicesfurnished by the physicianwhile
heor sheisinthemedical group would be credited to the ACO, but it would be helpful if CMSwere
to specifically address thisissue.

CM S aso does not discussthe purchase or sale of an ACO participant. Wherean ACO participantis
sold and the buyer hasadifferent TIN than the seller, such asin an asset sale of amedical group or a
hospital, may the buyer step into the seller’ srole and participate in the ACO? A strict reading of
CMS sdiscussioninthe proposed rulesisthat the buyer would not be permitted to participate. This
reading of CMS's proposal could destroy an ACO if the ACO’s principal primary care physician
group was sold in an asset sale.

Finally, CM'S does not discuss a speciaty group participating in an ACO that adds primary care
physicians after an ACO isformed. Prior to adding a primary care physician, the group could not
agreeto be exclusiveto asingle ACO. Will the group be required to be exclusive to the ACO after
adding the primary care physician?

Thelmpact to a Beneficiary of Assignment toan ACO

The assignment of abeneficiary to an ACO has no impact on the beneficiary’ s freedom to choose
any Medicare enrolled practitioner or provider. Beneficiaries who seek services from ACO
participants, and who are assigned to an ACO, may obtain servicesfrom any practitioner or provider
enrolled in Medicare. Beneficiary assignment is solely for determining shared savingsor lossfor a
performance year and the beneficiaries for whose care the ACO is accountable. 42 C.F.R.
8425.6(a)(2).

Because beneficiary assignments to ACOs are made retrospectively, and do not affect the

beneficiary’ sfreedom of choice, the beneficiary is never notified that he or she hasbeen assigned to
an ACO. ACO participants, however, are required to post signs in each of their facilities and
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provide written notification for beneficiaries about their participation in the SSP. 42 C.F.R.
§ 425.6(c).

CMS's proposal that beneficiary assignment will not affect freedom of choice limits an ACO’s
ability to control utilization of servicesand to direct beneficiariesto practitionersand providersthat
participatein or are otherwise affiliated or contract with the ACO. The ACOwill beaccountablefor
the cost of carefor all beneficiaries assigned to it for the purpose of determining shared savings or
loss, including M edi care payments to practitioners and providers who have no relationship with the
ACO. It appears that ACOs will be able to control utilization primarily through the persuasive
efforts of the ACO participants, and, in particular, of the primary care physicians participatingin the
ACO. This approach places ACOs in an entirely different posture than health plans, which can
directly control the use of non-participating providers.

QUALITY REPORTING AND PERFORMANCE

ACOs must satisfy detailed and substantial quality reporting and performance requirements.
Complianceisrequired in order to receive shared savings. Further, non-compliance can result in
sanctions, up to and including contract termination.

Quality Domains and Performance Standards

The proposed regulations divide the quality measures or performance standards into five domains.
These include patient/care giver experience, care coordination, patient safety, preventative hedlth,
and at-risk population/frail elderly health. 42 C.F.R. § 425.10(a).

CMS has identified 65 quality measures. These measures are alocated among the domains,
although they arenot allocated evenly. For example, the patient saf ety domain hastwo performance
standards, while the at-risk population/frail elderly health domain has 31 performance standards.

For each quality measure, CM S has identified a measure title and description, a CM S program or
National Quality Forum (“NQF”) measure or standard, amethod of data submission, and ameasure
type. For example, the first quality measure is “Getting Timely Care, Appointments, and
Information,” which is in the patient/care giver experience domain, corresponds to NQF #5, is
submitted through a patient survey, and has a measure type of “patient experience of care.” The
eighth quality measure is “The rate of readmissions within 30 days of discharge from an acute
hospital for assigned ACO beneficiary populations,” which is the care coordination domain, has a
CMS program measure, is reported based on claims, and has a measure type of “outcome.”

Some of the quality measures have very specific clinical criteria. Anexampleisquality measure 36,
which is in the domain at-risk population/frail elderly, has a measure title and description of
“diabetes mellitus—hemoglobin Alc control (<8%): percentage of patients aged 18 through 75
years with diabetes mellitus who had most recent hemoglobin Alc less than 8.0%,” correspondsto
NQF #575, has a method of submission using the group practice reporting option data collection
tool, and a measure type of “outcome.”

The reporting measures are described in Table 1 of the NPRM, which islocated at 76 Fed. Reg.
19527, 19571 (Apr. 7, 2011).
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Perfor mance Scores

CMS designates quality performance standards for each quality measure, including a performance
benchmark and aminimum attainment level, aswell asapoint scalefor most measures. 42 C.F.R.
§425.10(b). The benchmarks and minimum attainment levels are established using Medicare fee-
for-service, Medicare Advantage, or ACO performance data, depending on dataavailability. CMS
proposes to set the minimum attainment level at 30% or the 30™ percentile of the relevant data.
CMS will publish the benchmarks and minimums before the beginning of each performance year

Two of thequality measuresare“all or nothing measures,” meaning the ACO scores zero pointsif it
does not attain the benchmark and the maximum pointsfor the measureif the benchmark is attained.
The remaining quality measures are scored based on adliding scale. An ACO that failsto achieve
the minimum attainment level receives zero points. An ACO that achieves the benchmark receives
the maximum points avail able for the quality measure, which CM S proposesto be 2 pointsfor each
measure. An ACO that achieves a score between the minimum and the benchmark receives a
portion of the maximum available points.

For the first performance year, performance is measured by the level of complete and accurate
reporting. For subsequent years, performance is measured based on the performance measure
SCOres.

The Impact of Perfor mance Scores on Shared Savings

An ACO’s digibility to receive shared savings, and the amount of shared savings the ACO may
receive, dependsin part on the ACO's satisfaction of the quality measures. 42 C.F.R. § 425.10(d).

An ACO receives ascore for each domain. An ACO must submit all measures within adomain to
receive any shared savings in order to be considered for shared savings for that domain.

A scoreisestablished for each domain based on the score for each measure within the domain. An
ACO must attai n the minimum attainment scorefor each measure within adomainto receiveascore
for that domain. An ACO’soverall quality performance scoreisbased on the score of each domain.
Each domain is given equal weight in determining an ACO’s overall quality performance score
regardless of the number of measures within the domain.

If an ACO receives amaximum overall quality score, and meets the other requirementsto receive
shared savings, the ACO will receive 100% of the shared savingsto whichit isotherwiseentitled. If
the ACO receives ascorethat islessthan the maximum, the ACO will receive aportion of the share
savings to which it is otherwise entitled, depending upon the percentage of the maximum score
achieved.

Audits of Quality Data

CMS may audit the quality data reported by an ACO. 42 C.F.R. § 425.10(d)(3)(iii). The ACO
would berequired to provide the auditors with beneficiary medical recordsinformation asrequested.
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An audit would consistof three phases of medical record review. If, after thethird phase, thereisa
discrepancy greater than 10% between the medical records reviewed and the data reported for any
quality measure, the ACO will not be given credit for meeting the quality target for that measure.

ACOs, therefore, will be required to maintain an auditable trail supporting their quality data
reporting. Additionally, the ACO will have to have access to the medical records of beneficiaries
who are assigned to the ACO in order to be able to substantiate the quality reporting.

Physician Quality Reporting and EHR Technology Reporting

Eligible professionals may receive aPhysician Quality Reporting System (“PQRS’) incentive under
the SSP equal to 0.5% of the ACO’ seligible professional'stota estimated allowed chargesunder the
Medicare physician fee schedule during each calendar year reporting period. To qualify for this
incentive, the ACO must submit, on behaf of its eigible professionals, the quality measures
determined by CMS. To qualify asagroup practicefor aPQRSincentive, theeligible professionas
within an ACO must report the required quality measures.

At least 50% of an ACO’s primary care physicians must be “meaningful users’ of certified EHR
technology by the start of the second performance year to continue participating in the SSP. CMS
proposes to terminate the agreement of any ACO that does not meet this standard.

Implications of Quality M easures

The quality measures are very detailed and comprehensive. It will be imperative for an ACO to
develop systems to ensure compliance with the quality measures.

Thisislikely to require a significant expenditure of time and resources, including the development
of an EHR solution involving all ACO participants, as well as other IT applications. All ACO
participants, and, in particular, the primary care practitioners, will haveto agreeto report dataon all
65 quality measures, and the ACO will haveto implement mechanismsto ensure compliance. This
will be no easy task.

OPERATIONAL REQUIREMENTS

The proposed ACO regulations specify numerous processes and procedures aimed at improving
quality along the spectrum of care, and reporting data in accordance with the quality of care goals
and performance measures. A sophisticated information technology infrastructure is necessary to
assure that relevant data is captured and accurately reported. Physicians must lead the ACO’s
quality assurance program, which must emphasize evidence-based clinical guidelines and provider
adherence to performance standards. While certain operational requirements are specified in the
proposed regulations, those entities that are contemplating forming an ACO should engage in
comprehensive planning that includes the practical aspects of implementing the numerous processes
necessary to achieve the ACO goals.

Data Collection and Reporting Systems

Information technology iscritical to the ACO’ s operations, and the proposed regul ationsreflect that.
For example, as noted above, the proposed regulations require that at least 50% of the ACO’'s
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primary care physicians must be “meaningful users’ (as defined in the HITECH Act®) of certified
EHR technology by the start of the ACO’s second performance year. If the 50% level is not
achieved, the ACO cannot participate in shared savings and CM S can terminate its agreement with
the ACO.

However, the EHR capability will be essentia to implementing the required processes to collect
quality and cost data across the entire ACO spectrum, compare it to the mandatory quality
performance measures, and report the data to CMS and the public. The quality performance
measures span five different domains, from the patient encounter through the coordination of careto
the reporting of data (the quality measures are discussed in greater detail above, in the section titled
“QUALITY REPORTING AND PERFORMANCE"). While tracking and monitoring the data
along the way, the ACO is obligated to provide feedback to each ACO provider/supplier so that
continuous improvement occurs.

ACOs that submit the quality measurement data in the manner directed by CMS for each of its
eligible professional sfor each performance measure are considered “ satisfactory reporters’ under the
proposed regulations. When submitting all of its quality dataand other information, anindividual in
the ACO with the authority to legally bind the ACO must certify the accuracy, completeness, and
truthfulness of the information.

Quality Assurance and I mprovement Program (* QA Program”)

The ACO needsto establish and maintain aphysician-directed QA Program. The QA Program must
include established performance standards for quality of care and services, cost effectiveness, and
process and outcome improvements — all aligned with the quality reporting requirements. These
include evidence-based clinical guidelines and care delivery processes that take into account the
circumstances of individua beneficiaries.

The proposed regul ations require that a physician-directed committee oversee what the regulations
describe as an “on-going action-oriented” QA Program. All of the ACO’s providers and suppliers
must agree to be held accountable for meeting the performance standards and for investing time,
effort, or money in the ACO. The QA Program must include procedures for monitoring and
evaluating individual provider/supplier performance and imposing remedial measures, including
expulsion from the ACO, for substandard performance. Monitoring and tracking the data is
necessary in order to provide feedback to each ACO provider/supplier.

The ACO will need to establish proceduresto monitor and evaluate all of the performance standards
by which it will be measured. It will need, for example, processes for patient engagement,
promoting the coordination of care, identifying and developing individual care plans for targeted
patient populations, evaluating the health needs of its assigned population of beneficiaries, and
developing care plans that take into account the beneficiary’ s health and psychological needs and
preferences and values.

? TheHealth Information Technology for Economic and Clinical Health (HITECH) Act, enacted as
part of the American Recovery and Reinvestment Act of 20009.
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Plan for Achieving and Distributing Shared Savings

The proposed regulations do not mandate the specific manner in which an ACO will achieve and
distribute any shared savings and improve the quality of itsassigned beneficiaries’ care. However,
an ACO applicant must submit a written plan describing how it will do so in accordance with the
SSP's “triple am” of better individual care, better health for populations, and lower growth of
expenditures. Accordingly, thiswill haveto be carefully analyzed and determined before an aspiring
ACO submitsits application to CMS.

Compliance Plan

The proposed regulations require every ACO to have acompliance plan, overseen by acompliance
officer. The compliance officer would report directly to the ACO governing body (and the
compliance officer cannot be the ACO’s legal counsel). The compliance plan should contain
procedures to address fraud and abuse, such as reporting mechanisms where an individual suspects
problemsrelated to the ACO or suspectsviolationsof law. Compliancetraining for participantsand
providersis also required.

Marketing M aterials and Activities

An ACO cannot use any ACO marketing materials and activities until CM S approves them. Once
approved, any changes an ACO makesto the marketing materia s must a so be CM S-approved prior
touse. Thedefinition of “marketing materialsand activities’ isbroad and includes practically any
document or activity that the ACO, its providers, participants or others may useto “educate, solicit,
notify, or contact” beneficiariesor providersregarding the SSP. For instance, outreach events, web
pages, and data sharing opt out letters are all defined as “ marketing materials and activities.”

Books and Records

An ACO must maintain all books and records and “other evidence” for 10 years from the latter of
the last day of the agreement period or from the date of completion of a CM S audit, evaluation or
inspection. Even thisrather lengthy period is subject to CM S's determination that a need exists to
retain the records for longer, e.g., where fraud is alleged or is reasonably possible, in which case,
records must be retained for an additional six years from the date of afinal resolution.

Analysisof Potential I mplications

An ACO will need a sophisticated information technol ogy infrastructure to capture all relevant data,
accurately and comprehensively. Without this, an ACO is likely to set itself up for failure. The
accuracy of the datais necessary to obtain any shared savings, and CM Swill havethe right to audit
an ACO and demand further documentation where data and reporting are incomplete. The
submission of inaccurate data could a so expose the ACO and the certifying individua to potential
False Claims Act liability. Given the potentially grave consequences, those anticipating forming
ACOswill want to ensure all of the necessary procedures are functioning in amanner that captures
and produces accurate data.

The tasks of establishing, implementing and documenting all of the processes should not be
underestimated. The quality assurance requirementsare, in somerespects, similar to thoseimposed
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upon HMOs under California state law. Those who may have participated in an audit or survey
conducted by the California Department of Managed Health Care can vouch for the administrative
burden these types of documentation requirements create. On the other hand, there are some
procedures and standards with which Californiaproviderswill befamiliar and that would not create
additional processes, e.g., timely access standards.

ACO applicants will need to address the proposed ACO requirement of expulsion of aprovider or
supplier who does not meet performance standards. For example, they will need to decide what
conseguences will follow if/when an ACO provider is expelled from the ACO, and whether there
will befair hearing and/or appeal rights.

The emphasis on patient-centeredness will demand more “customer service” education and
engagement tools. The ACO plan will need to include resourcesfor personnel or software teaching
programs, as well as for educating patients regarding procedures, diseases, prevention, health
maintenance and so forth, to allow the physician to focus on diagnosing and treating the patient. The
ACOwill also haveto planfor additional servicesand infrastructureto facilitate the coordination of
care, management of chronic disease conditions, and post-acute care treatment. Those RHCs and
FQHCsthat have good track recordsin this area maybe excellent partnersfor an ACO, all themore
so because additional compensationisavailableto ACOsthat include RHC and FQHC participants.

AGREEMENT WITH CMS

ACOs must enter into three-year agreements with CMS to participate in the SSP. This section
outlines some of the details in the proposed regulations regarding these agreements, their
requirements, and the obligations and benefits for an ACO under the agreement.

Start Date of Agreement

The proposed ACO regulations propose: (1) to adopt the general requirement that ACO applications
must be submitted by a deadline established by CMS; (2) that CMS will review and approve
applications from dligible organizations prior to the end of the calendar year; (3) that the requisite
three-year agreement period will begin on January 1 following approval of an application; and (4)
that the ACO'’ s performance periods under the agreement will begin on January 1 each year during
the agreement period.

Given the short timeframe for implementing the SSPin thefirst year of the program (i.e., January 1,
2012), CMS is soliciting comments on alternatives to a January 1 start date. One example CMS
providesin the proposed regulationsis asingle additional start date of July 1, 2012 and to allow the
agreement period for ACOswith aJuly 1 start date to beincreased to 3.5 years. Under thisexample,
the first performance year would be defined as 18 months so that all agreement periods would
synchronize beginning on January 1 of the following year. CM S hasindicated that this additional
start date would be available only in 2012, and that for subsequent years, all applicationswould need
to be reviewed and accepted prior to January 1 of the applicable calendar year, and all agreements
would be for three years.

CMS has a statutory mandate to roll out the SSP no later than January 1, 2012. If the fina
regul ations are substantially similar to the proposed regul ations, the number of potential applicants
for whom participation in the SSPis an attractive option may be relatively small, and there may be
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fewer still who are prepared to submit acomplete application intimeto go live on January 1, 2012.
However, the addition of a mid-2012 start date may afford greater opportunities for providers to
participate in the SSP and to obtain an ultimately longer (3.5 years) initial participation period,
particularly if CM S decidesto substantially re-work the SSP to make participation morelikely (e.g.,
by reducing barriers to entry and/or increasing the scope of fraud and abuse waivers).

Timing/Processfor Evaluating Shared Savings

PPACA*issilent as to when the shared savings determination under the SSP should bemade. Inthe
proposed regulations, CM S attempted to strike a balance between providing feedback to ACOs on
their performancein atimely manner, while at the sametime maximizing accuracy in cal culating per
capitaexpenditures. CM S considered the rel ative completion percentagesfor physician servicesand
Part A services for athree-month run-out (98.5% and 98%, respectively) and a six-month run-out
(99.5% and 99%, respectively). In the proposed regulations, CMS proposes using a six-month
claims run-out to calculate the benchmark and per capita expenditures for the performance year.

The impact of the proposed six-month run-out is that ACOs will not receive any shared savings
payments until at least 18 months following the start of the ACO’'s agreement with CMS.
Depending on (&) what kind of claimsrisk providersthink may exist between athree-month versusa
six-month run-out; and (b) how comfortable providers are in relying on CMS to develop an
“adjustment factor,” providers may want to submit commentsto CM Sarticul ating alternative policy
options such as ashorter run-out period to accel erate feedback on ACO performance and distribution
of shared savingsto ACOs.

Data Sharing

PPACA isaso silent about what data CM S should make available to ACOs about their assigned
beneficiary populations to support the ACO in evauating its performance, conducting quality
assessment and improvement activities, and conducting population-based activities relating to
improved health. In the proposed regulations, CM S recognizes the value of providing ACOs with
both aggregate and beneficiary-identifiable datato help ACOsimprovethe quality of care, improve
the health of their beneficiary population, and create efficiencieswithin their system. CMSrédliedin
particular on its experience with aggregate data-sharing under the Physician Group Practice (“PGP”)
demonstration, a Medicare pay for performance program that rewards cost savings and quality
improvements in physician practices (with qualifying physician groups receiving 80% of savings).

Under the proposed regulations, as a general rule, an ACO cannot place unnecessary limits or
restrictions on the use or disclosure of individually identifiabl e health information, and must comply
with applicable privacy laws. An ACO must enter into and comply with a Data Use Agreement
(“DUA”) with CMS, in which the ACO agrees to comply with the HIPAA Privacy Rule and other
applicable laws. The ACO must not misuse individually identifiable health information, and if an
ACO improperly uses or discloses such information, the ACO could be cut off from eligibility to
receive further datafrom CMS, could be terminated from the SSP, and potentially could be subject

4 The Patient Protection and Affordable Care Act of 2010, Pub. L. 111-148.
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to additional sanctions or penalties, such asamisdemeanor and $5000 fine under thefederal Privacy
Act.

With that basic foundation in place, under the proposed regulations, the SSP will provide aggregate-
level datato ACOs similar to the data CM S provided to physicians under the PGP demonstration.
CMSwill provide “aggregate datareports’ to the ACO at the start of the agreement period and each
quarter thereafter. The annual aggregate data reports will be based on historically assigned
beneficiaries used to calculate the ACO’ s benchmark, which during the first year of the program
most likely will be the beneficiarieswho would have been assigned to the ACO during the previous
twelve months under the ACO beneficiary assignment methodology. The quarterly aggregate data
reportswill be based on rolling 12-month datafor potentially assigned beneficiaries. No beneficiary
identifiable information will be provided in either the annual or quarterly aggregate data reports,
although CMSwill include deidentified claims history for the ACO’ s assigned beneficiaries.

The aggregate datareportswill include, whereavailable, financial performancedata, quality metrics,
aggregated metrics, and utilization data. Financial performance data may include the number of
patients seen, the number of patients assigned, per capitaexpenditures, risk score, benchmark, total
assigned beneficiary expenditures, minimum savings amount, shareable savings, and annual
performance payment. Quality metrics may include quality performance scores, including
numerator/denominator, rate for each measure, along with the target benchmark for each measure.
Aggregated metrics may include breakdown of population into high risk score beneficiaries,
beneficiaries with one or more hospitalizations, and chronic disease subpopulations. Utilization data
may include the number of patients overall and in each subpopul ation with emergency department
visits, hospital discharges, physician visits, and their corresponding ratefor the assigned population.

The aggregated data reports offer a potential opportunity for ACO participants to obtain additional
information about the populations they serve. Armed with these data, ACOs may be better
positioned to target care management strategies acrosstheir Medicarefeefor service population. We
note, however, that CMS appears to be promoting an “all boats rise” approach by combining
aggregate datareports with retrospective beneficiary assignment. Accordingly, an ACO may expend
resources managing Medicarefeefor service beneficiarieswho ultimately are never assigned to the
ACO. While overall quality may rise, CMS's apparent approach may diminish the ability for an
ACO to fully recoup its investment.

CMS aso plans to provide the ACO with limited beneficiary identifiable information upon the
ACO'’s request, either at the beginning of the ACO’s agreement period or at the end of each
performance period, for beneficiaries used to generate the ACO's three-year benchmark
(“historically assigned beneficiaries’). The beneficiary identifiableinformation will belimited to a
list of beneficiary names, date of birth, sex, and HICN, derived from the assignment algorithm used
to generate the three-year benchmark. An ACO may only usethese datain furtheranceof legitimate
ACO “hedlth care operations’ (asdefined by HIPAA), which include population-based activitiesto
improve health, reduce cost, develop protocols, coordinate care, and manage cases. The ACO must
certify that its request for beneficiary identifiable data is the minimum necessary to carry out the
ACO '’ s health care operations, and that the ACO will limit the use of such data to legitimate SSP
activities.
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To the extent an ACO believesthat its historically assigned beneficiaries generally will continueto
receive care from the ACO, the historically assigned beneficiary information may aid the ACO in
identifying individuals who may benefit from improved care coordination efforts going forward.

In addition, subject to abeneficiary’s opt out (described in more detail below), CMS will provide
more detailed monthly claimsdatafor potentially assigned beneficiaries upon an ACO’ srequest (if
certain conditions are satisfied). The more detailed monthly claims data may include a predefined
“minimum necessary dataset” for Part A, Part B, and Part D claims. The Part A and Part B dataset
may include beneficiary 1D, date of birth, gender, date of death, claim ID, from/through dates of
service, provider or supplier ID, and claim payment type. The Part D data set may include
beneficiary ID, prescriber ID, drug service date, drug product service ID, quantity dispensed, days
supplied, gross drug cost, brand name, generic name, drug strength, and an indication of whether the
drug is on the CMS formulary.

With respect to abeneficiary’ sdecision to “ opt out” of the more detail ed data sharing, the proposed
regul ations providethat the beneficiary must have a* meaningful opportunity” to opt out. CMShas
noted that to be “meaningful,” the opportunity to make the choice about whether the beneficiary’s
detailed information may be shared must: (1) alow theindividua advance noticeand timeto makea
decision; (2) be accompanied by adequate information about the benefits and risks of making the
data available for the ACO’s proposed uses; (3) not compel consent; and (4) not use the
beneficiary’ s choice to permit his or her information to be shared for discriminatory purposes.

Accordingly, in order to comply with the “meaningful opportunity” guidance, ACO participants,,
must inform the beneficiary in advance of the ACO’ s datarequest, and must supply the beneficiary
with an opt-out form (as part of an office visit to one of the ACO’ s primary care physicians). If a
beneficiary elects to opt out, the opt out does not apply to the base data set for historical
beneficiaries, and does not affect other uses of the beneficiary’s data (i.e., calculating ACO
benchmarks/performance).

Responsibility for New Program Standards

Under the proposed regulations, an ACO will be subject to all legal and regulatory changes except
for changes to: (1) eligibility requirements concerning the structure and governance of ACOs;
(2) calculation of the sharing rate; and (3) beneficiary assignment processes. For example, an ACO
would be subject to changes in regul ation rel ated to the quality performance standards. Nothingin
the SSPwould affect the payment, coverage, program integrity, and other requirementsthat apply to
providers and suppliers under the Medicare fee for service program.

Under the proposed regulations, if a change in law or regulation requires, or otherwise causes, an
ACO to changeitsprocessesin amanner that affectsthe design of its care processes and delivery of
care, changesto the quality of care, or changesin planned distribution of shared savings, the ACO
will be required to supplement its original application. The supplement must detail how the ACO
will respond to the change. If an ACO fails to make the necessary changes to respond, the ACO
would be placed on a corrective action plan (“CAP”). If the ACO failed to act upon the CAPin a
manner that brought the ACO into compliance within sometime CM Shas specified, the ACO would
be terminated from the SSP.
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The ability for CMS to change the rules on an ACO midstream injects an additional layer of
uncertainty into SSP participation. As noted elsewhere in this paper, achieving the quality
performancetargetsisaprerequisiteto qualifying for shared savingspayments. If CM Ssubstantially
alters or expandsthe scope of quality performance standards during the three-year agreement period,
such changes could have amaterial adverse effect on an ACO’ sability to achieve meaningful shared
savings.

Significant Changes During the Agreement Period

In addition to holding an ACO accountable for external changes during the three-year agreement
period, CM S has proposed a process for making an ACO accountablefor internal changes, aswell.

CMS has placed restrictionson an ACO’ s ability to alter itsoriginal participant structure. Duringthe
three-year agreement period, an ACO may remove, but may not add, ACO participants, although an
ACO may add or remove ACO providers/suppliers.”

CM S also has proposed arequirement that an ACO must provide CMSwith 30 days’ prior noticeto
any “significant change.” The proposed regulations defines a “significant change” to include
deviation from ACO’ sapplication (e.g., drop out of an ACO primary care physician, reorganization,
change in planned distribution of shared savings); a “material change” (e.g., changes that affect
eligibility, sanctions against the ACO); a mandated reorganization due to antitrust concerns; and
exclusion or conduct restriction of ACO members.

CMSwill review the notice, and five potential outcomes may result. First, CMSmay determinethat
the ACO can continue to operate under its remaining structure. Second, CM S may determine that
the ACO must submit a new application to maintain its continued eligibility to participate in the
SSP. Third ,CMS may determine that a mandatory antitrust review is required, because the
remaining ACO structure has materially changed. Fourth, CMS may terminate the ACO from the
SSP because the remaining structure no longer meetsthe eligibility criteriafor the program (e.g., if
the assigned population falls below 5,000 beneficiaries). Finaly, CMSand the ACO may mutually
decide to terminate the agreement.

SHARED SAVINGSDETERMINATION AND RELATED MODEL S

Perhapsthe single most surprising feature of the proposed regulationsisarequirement that all ACOs
ultimately will be required to bear down-side risk by sharing in losses as well as gains. This
approach did not appear to be contemplated by the statutory scheme, which focuses on sharing
savings with an ACO.

Further, the requirement that ACOs sharein losses hasled CM Sto propose featureswould assurethe
ACO will be able to pay back its share of losses. These include withholds of shared savings

> Asmentioned abovein the section titled “ORGANIZATION OF AN ACO — ACO Participants,”
the terms “ACO Participant” and “ACO providers/suppliers’ are not defined in the proposed
regulations so as to be clearly distinguishable categories, thus creating some uncertainty in
determining the application of requirements applicable to one category but not the other.
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paymentsto the ACO aswell asother devices, such asabond or |etter of credit, to be offered by the
ACO. Thisaspect of the proposed regul ations significantly increases the financial burden and risk
on organizations which pursue ACOs.

The shared savings and losses will be calculated annually after the close of each performance year.
Asaresult, the ACOwill not know how it isdoing until after the end of each year. The calculations
of shared savings or losses during each three-year ACO agreement will be measured against a
benchmark of expensesfor beneficiariesthat would have been assigned to the ACO during the most
recent three years preceding the commencement of the ACO agreement.

The ACOwill beentitled to sharein savings, or be obligated to shareinlosses, only if the savingsor
losses exceed an applicable minimum savings or losses. In certain circumstances, once the
minimum savings or losses are met, the ACO will then sharein thefirst dollar of savings or losses.
In other cases, the ACO will shareinlossesor savingsonly above acertainthreshold or “deductible’
amount.

Both the shared savings and | osses are subject to caps, or ceilings, which vary with the participation
model the ACO elects (i.e., the “one-sided” or the “two-sided” model, discussed in more detail
below).

Two Available M odels

Two models are available to the ACO under the proposed regulations, referred to asthe “one-sided
model” and the “two-sided model.” Under the one-sided model, the ACO shares in savings
throughout the agreement period, but isresponsiblefor losses, (i.e. sharing in thefailureto achieve
benchmark efficiencies) only in the third year of theinitial agreement.

Alternatively, an ACO may immediatel y assume downside risk by opting for the two-sided mode!.
Asareward and incentive to the ACO for opting for the two-sided model, and immediately taking
downside risk, the ACO is provided more opportunity on the upside, through sharing in a higher
percentage of the savings, and certain other benefits.

Oncethe ACO isinthe position of assuming risk under the one-sided model (i.e. inyear three), itis
treated essentially the same as under the two-sided model.

The Benchmar k

The benchmark against which the ACO’s savings or losses are calculated is based on per capita
expendituresfor applicable beneficiaries. Itiscomputed by looking at the M edicare fee-for-service
beneficiaries who would have been assigned to the ACO under the plurality assignment rule
addressed in the proposed regul ationsfor the three yearsimmediately preceding the ACO agreement
term. Medicare will then determine aper patient amount for Medicare expenditures under Parts A
and B for those beneficiaries during the benchmark years. The calculation does not include
Medicare Part C (managed care) or Medicare Part D (prescription drugs).

Such per capita benchmark expenditures will be adjusted by (a) the annual growth in national per
capita Medicare Part A and Part B, and (b) a health risk factor to reflect the health status of the
applicable beneficiaries, which CMS is proposing to base on the CMS-HCC models used in the
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Medicare Advantage Program. In addition, therewill beaweighting for the three benchmark years,
to emphasize the value of the more recent data, as follows: 10 percent weighting for year one, 30
percent for year two, and 60 percent for year three.

CMSwill exclude per capitaexpenditures at the 99th percentile. In other words, outlier patientswill
be excluded to avoid distortions. Also, CMSwill exclude certain expenditures in determining the
benchmarks (i.e. expenditures tied to physician quality reporting, electronic prescribing and
HITECH incentivesfor eligibleprofessionals). CM S, however, will not make adjustmentsfor such
items as Medicare DSH payments, indirect and graduate medical education payments, and changes
to the wage index.

Calculating Expenditures During Contract Period

After each year during the ACO agreement, CM Swill look at the actual Medicare Part A and Part B
expenditures for the Medicare fee-for-service beneficiaries who are retroactively assigned to the
ACO for such performance year. The performance year expenditures will be adjusted for certain
beneficiary characteristics, primarily involving demographic characteristics.

However, CMS has decided that, for purposes of comparing actual expenditures under the ACO
contract to the benchmark, changes in the health status of assigned ACO beneficiaries during the
contract period will be excluded from the determination of whether the ACO has achieved the
benchmark, dueto CM S concernsthat those changes could result s mply from coding improvements,
rather than actual changesin condition.

As with the benchmark, outlier claims will also be excluded from the calculation of expenditures
during the contract period. The average Medicare per capita expenditures during each year of the
ACO contract term, as so calculated, will then be compared to the benchmark per capita
expenditures to determine whether there is a savings or loss for the applicable contract year.

Deter mining Shared Savings

In order for the ACO to share in savings, the savings amount must exceed what is being called a
“minimum savingsrate,” (“MSR”). Under theone-sidemodel, the MSR isbased onadiding scale,
with the M SR decreasing from 3.9 percent and two percent as the number of assigned beneficiaries
increases from 5,000 to 60,000. Under the two sided model, as one of the benefitsin exchange for
taking immediate risk, the MSR is aflat 2 percent, regardless of how many beneficiaries the ACO
has.

Under the one-sided model, once the ACO achieves savings in excess of the applicable MSR, the
ACO will sharein savings in excess of 2 percent. In other words, for the one-sided model, even
after the requisite MSR is met, there is still a “deductible” for which the ACO does not share in
savings. Alternatively, under the two-sided model, if the ACO savings exceed the MSR, the ACO
shares in the savings from the first dollar, without any deductible.

The percentage of shared savings an ACO receives, once the MSR is met and the deductible (if
applicable) isapplied, isdetermined based on the number of quality performance standardsthe ACO
achieves. In the extreme, if the ACO failed to pass any quality performance standards, the ACO
would sharein none of the savings.
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The maximum percentage of savings availableto an ACO under the one-sided model, assuming all
quality targets are met, is 52.5 percent, which includes a 50 percent “base” sharing rate, plus an
additional 2.5 percent if the ACO includes the requisite involvement by a Rural Health Center
(“RHC”) or a Federally Qudified Health Center (“FQHC”) as an ACO provider.

The maximum percentage of shared savingsavailableto an ACO under thetwo-sided model is65%,
which includes a 60 percent base rate plus an additional 5 percent if the ACO includestherequisite
involvement by aRHC or a FQHC.

Inany case, however, shared savings are subject to the cap equal to 7.5 percent of the benchmark for
the one-sided model, and 10 percent of the benchmark for the two-sided model.

Deter mination of Shared L osses

The required sharing of losses, of downside risk, by the ACO is a feature that was generally
unexpected. This approach may have been in lieu of incorporation of any “partial capitation” or
similar risk component, as would have been permitted under the statute. Instead, this shared loss
approach will require ACOs ultimately to participate in downside risk by sharing in the “losses’
resulting from expenditures in the applicable ACO contract year which are higher than the
benchmarks established by CMS.

Asnoted above, loss sharing beginsimmediately if the ACO electsto participate under thetwo-sided
model. If, however, the ACO dectstoinitially participate under the one-sided model, it will haveto
shareinlossesbeginning only inthethird year. Inany case, after theinitial ACO contract, al ACOs
will have to participate in downside risk under the two-sided model.

There is dso a minimum loss rate which must be hit before the ACO is required to participate in
losses. The ACOisresponsiblefor lossesonly if the per capitaexpenditures exceed the benchmark
by at least 2 percent. However, once the minimum loss rate threshold is reached, the ACO is
responsible for sharing in losses from the first dollar. In other words, there is no deductible
applicable to the shared | osses.

The percentage of losses which the ACO must shareis set asthe inverse of the shared savingsrate
percentage applicable to the ACO. For example, if an ACO is at a 60 percent level for shared
savings, such ACO would share in losses at the rate of 40 percent.

The shared losses will aso be subject to caps of 5 percent, 7.5 percent, and 10 percent of the
benchmark for each of thethree yearsof the contract, respectively. For an ACO participating under
the one-sided model, the cap applicable during the third year, when it first assumes downside risk,
will be set at 5 percent of the benchmark.

The following chart summarizes, in table format, the key shared savings and |0ss components, as
addressed in the preceding discussion, and is largely taken directly from the Federal Register.
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Shared Savings/Losses Overview

Design Element

One-Sided Model
(performance years 1 & 2)

Two-Sided Model

Maximum Sharing Rate

52.5 percent

65 percent

Quality Scoring

Sharing rate up to 50 percent
based on quality performance

Sharing rate up to 60 percent
based on quality performance

FQHC/RHC
Participation Services

Up to 2.5 percentage points

Up to 5 percentage points

Minimum Savings Rate

Varies by population

Flat 2 percent regardless of
size

Minimum Loss Rate

None

Flat 2 percent regardless of
size

Maximum Sharing Cap

Payment capped at 7.5 percent of
ACO’s benchmark

Payments capped at 10
percent of ACO’s benchmark

Shared Savings

Savings shared once MSR is
exceeded; unless exempted, share
in savings net of a 2 percent

Savings shared once MSR is
exceeded: up to 65 percent of
gross savings up to cap

threshold: up to 52.5 percent of
net savings up to cap.

Other Considerations

There are other points of concern and consideration relative to the establishment and cal cul ation of
shared savings and | osses which we believe are worth noting. One concern relatesto the long-term
viability of the ACO model based on the concept of ratcheting down expenses for benchmark
purposes. As noted, the benchmarks are based on atrailing three years. Therefore, in the initid
three-year ACO agreement, the benchmark is based on thethree years preceding that agreement. In
the second ACO agreement, astheregulationsare currently written, the benchmark would be based
on per capitaexpendituresfor beneficiaries assigned to the ACO for thethree preceding years, which
would bethethree yearsunder thefirst ACO agreement. Presumably, during thoseinitial, preceding
three years, the ACO would have provided care as efficiently as possible and reduced any excess
expenses.

Accordingly, the benchmark against which savings or losses will be calcul ated for the second ACO
contract would then be based on areduced level of expenditures, making it that much harder for the
ACO to achieve any savings and realize any benefits during the term of the second contract. For
similar reason, the ACO will face greater risk that it will be unable to operate as efficiently in the
second agreement asit did during the initial agreement and, therefore, will have to share in losses.

If unaddressed in the final regulation we believe that this problem will call into question the long-
term viability of the ACO program as awhole.
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Another somewhat surprising and challenging feature is the proposed requirement that the ACOs
devise a mechanism to ensure CM S that the ACO will be ableto pay its share of any losses. CMS
canlook at the 25 percent withholdsfrom any prior shared savings paymentsto apply to later shared
losses. In addition, however, CM S will require that ACOs provide a “self-executing” method for
paying any shared losses. Although the regulations do not definitively establish how this
reguirement may be met, exampl es include mechani sms such as reinsurance, bonds, lines of credit,
escrowed funds or other similar readily available fund to pay for potential losses. The regulations
propose requiring such self-executing method to ensure payment equal to at | east one percent of per
capitaexpendituresfor al of the ACO’ s assigned beneficiaries, based on datafrom the most recently
available year.

This security requirement would apply to one-sided plans aswell astwo-sided plans from day one,
even though an ACO under aone-sided plan isn’t going to be responsible for losses until the third
year of theinitial agreement.

Additionally, CMS will have the right to carry forward any unpaid losses if the ACO is does not
make the loss repayment, and to offset unpaid losses from one year against future shared savings
payments.

Finally, even if ACOs are successful in achieving efficiencies and savings, their ability to sharein
the benefits from such savingswill still be dependent on the ACO’ s ability to meet detailed quality
targets, as addressed above. While many ACQOs, particularly those with strong managed care
experience, may feel they have effective tool sto manage expenses and efficiencies, it may be much
harder to develop and implement the tools needed for achieving the quality targets.

MONITORING AND ENFORCEMENT

Asdiscussed throughout thiswhite paper, thereis atremendous amount of information that the ACO
will be required to submit to CMS, including a detailed initial application describing the ACO
applicant, its ACO participants, its ACO providers/suppliers, how the ACO will be governed and
operated, how it will achieve cost savings, monitor quality, and distribute the savings that are
achieved. Thereare also substantial ongoing quality performance reporting requirementsrel aiveto
the ACO’s quality of care, outcomes, patient satisfaction, etc. CMS, in turn, has indicated in the
proposed regulationsthat it intends to monitor theinformation that the ACO submitstoit, aswell as
other information on the ACO and its performance. The proposed regulations indicate that CMS
will use many of the monitoring tools that are currently in use, such as using and analyzing data
reportedtoit, conducting sitevisits, investigating beneficiary (and other) complaints, and conducting
audits, which activities are intended to ensure that the ACO is operating properly within the
regul atory framework.

In particular, CMSwill befocused on acoupleof priority areas. First among these appearsto bethe
potential that an ACO might be engaging in avoidance of “at-risk” beneficiaries (i.e., those
beneficiarieswhose Medicare costsarelikely to be the highest). Thereissignificant concernthat an
ACO might try to avoid Medicare beneficiarieswhose careislikely to be greatest because they have
chronic, expensive conditions, or are very sick or elderly or otherwise at risk, and/or that the ACO
might try to shed these beneficiaries and discourage them from continuing to seetheir primary care
physician within the ACO, in an effort to shift their costs off the ACO’ s budget.
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CMS intends to actively monitor ACOs for this. If CMS determines that an ACO isavoiding “at
risk” beneficiaries, then the ACO will berequired to submit acorrective action plan, and will not be
entitled to any shared savings while the corrective action planisin place. If the conduct continues
despite the corrective action plan, then the ACO will be terminated from the SSP.

CMS proposesto bevery vigilant about, e.g., compliance with quality performance standards. Inthe
first year, the ACO isrequired only to accurately report quality data, and does not need to meet the
minimum quality performance thresholds. In year two, if the ACO fails to meet the minimum
thresholds for one or more quality of the five “quality domains,” then, under the proposed
regulations, the ACO will be issued awarning, and will be subject to reevaluation the subsequent
year. The ACO will be terminated if there is a continued failure to meet the minimum quality
standards.

The ACO can also getintroubleisif it doesnot report datathat is required to be reported, and does
not have a “reasonable explanation” for that failure. The failure to report the required quality
performance data could subject the ACO to termination from the SSP.

All of the ACO’ sactivitieswill be potentially subject to monitoring, and if the ACO failsto continue
to meet al the ACO digibility requirements, or its activities are inconsistent with applicable
regulatory requirements, then the ACO would be subject to various penalties up to and including
termination under the proposed regulations.

Termination

Prior to terminating an ACO that has breached the applicableregulatory or contractua requirements,
CMSmay, initssolediscretion, chooseto issue awarning notice, request acorrective action planor
place the ACO on a special monitoring plan. If the ACO does not remedy the problem after that,
then CM S may terminate the ACO from continued participation in the SSP. The potentia grounds
for termination include breach of the ACO’s agreement with CMS, failure to satisfy the ACO
requirements, breaches of other laws by the ACO, etc.

If an ACOisterminated, it can reapply later, but only after the end of the original three-year contract
term hasended. The other consequence of an ACO being terminated before the three-year termin
the agreement has ended isthat the ACO forfeits the 25% withhold of shared savings that the ACO
earned previously, which CMS holds to offset potential payments the ACO owesto CMS.

Reconsider ation/Appeal Rights

There are a number of specific determinations affecting an ACO that are not subject to any type of
reconsideration, appeal or review of any type whatsoever.® Thislist of CMS decisions that are not

® Thesix (6) CMS decisions that are not subject to review are: (1) specification of ACO quality
and performance standards, (2) assessment of quality of care furnished by an ACO, (3) assignment
of beneficiaries, (4) calculation of shared savings due to ACO, (5) the percent of shared savings
availableto an ACO and any limits on same, and (6) the termination of an ACO for failure to meet
quality standards. In addition, CMS proposes that the determination by an antitrust agency to
challenge an ACO will not be subject to review.
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subject to review is actually directly from PPACA, so it presumably was not something that CMS
viewed as discretionary when preparing the proposed regulations.

Onthe other hand, if theinitial submissionto CMSto participatein the ACO programisdenied and
the applicant is not awarded a three-year contract, that decision can be appealed. Likewise, a
termination based on something other than the ACO’s quality can also be appealed.

However, the reconsideration review processis not especially robust. First, the ACO must request
review within 15 days of the adverse decision that the ACO wishesto havereviewed, so thereisvery
little time to respond. Also, the review process is relatively informal. The request for review is
heard by a“reconsideration official.” Inthisinformal hearing, the burden of proof, of course, ison
the ACO to demonstrate that the decision by CMS was wrong. Then, the decision by the
reconsideration official can be appealedto CMS. At that point, CMS'sdecision, after reviewing the
reconsideration official’s recommendation, is final and binding.

Auditing/Record Retention

Under the proposed regulations, CM Swould require ACOsto agreeto grant CM Svery broad rights
to audit the ACO aswell asall of the ACO participantsand the ACO’ sprovidersor suppliers. CMS
also proposes to require ACOs to maintain books and records for at least ten years, which can be
extended for another six years, on 30 days' notice from CMS, if there has been atermination or a
dispute or sometype of allegation of fraud or asimilar fault by the ACO or any of its participants or
contracted entities.

In addition, the proposed regul ations provide that the ACO has the ultimate responsibility for these
record retention requirements, soif any of an ACO’ s participants, providers, or suppliersfail to meet
these requirements, then the ACO is held responsible for that failure.

ANTITRUST

Antitrust risk isamajor concern for ACO devel opment asmost ACOswill involve competitors. The
Federal Trade Commission (“FTC”) and the Department of Justice (“D0OJ”), the federal antitrust
authorities, have expressed particular concern with ACOs being used for the commercia market and
competitors collaborating on prices through the ACO. Accordingly, ACO developers will have to
engage in potentially complex and costly antitrust analysis.

Limited Antitrust Protections

The proposed regulations were accompanied by a proposed Statement of Antitrust Enforcement
Policy Regarding ACOs to be issued by the FTC and the DOJ (the “Policy Statement”). The
proposed antitrust guidance provides a “safety zone” for ACOs (based on the market share of the
ACO participants), “danger zones” inwhich certain ACOsareat risk, and amiddle ground inwhich
ACOs are not within asafety zone but are not definitely at risk and can operate, although the ACO
may want to seek an advisory opinion to ensure that it is operating in a manner acceptable to the
FTC/DOJ.

Hospitalsand ambul atory surgery centers (“ASCs’) must not be required or agreeto beexclusiveto
any ACO, irrespective of their market share, although this does not mean that a hospital or ASC
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must participate in more than one ACO. The proposed antitrust guidance does not preclude private
rights of action against an ACO for alleged antitrust violations event if the ACO iswithin a safety
zone.

The Policy Statement appliesto health care collaborations among otherwise independent providers
and provider groups formed after March 23, 2010 (the date of enactment of PPACA) that seek to
participateas ACOsin Medicare. It would create anew antitrust “ safety zone” for qualifying ACOs.

The Policy Statement recognizes that providers are more likely to form ACOsiif they can also use
the ACOsfor commercially insured patients. However, ACOs operating in the commercial market
would reguire agreement among otherwise competing providers on pricing, and perhaps market
allocation — agreements that typically raise antitrust concerns.

The FTC and the DOJ have issued prior antitrust enforcement policy statements. These laid the
ground rules for financial and clinical integration as a basis for collaboration, and created several
“safety zones,” within which the agencies will not ordinarily challenge a collaborative venture.
Collaborationsfalling outside asafety zone are not necessarily illega; theagencieswill apply a“rule
of reason” or balancing test if the providersarefinancially or clinically integrated and the agreement
on priceisreasonably necessary to accomplish the pro-competitive benefits of theintegration. Using
this approach, the FTC has declined to challenge several clinical integration programson the ground
that they had the potential to improvethe quality and cost-effectiveness of care, and that agreement
on price was necessary to this end. However, thereis no bright-line test for clinical integration.

The New Safety Zone

The Policy Statement would create a new safety zone for ACOs that meet the CMS dligibility
criteriato participatein the SSP. ACOs within the safety zone would have no obligation to contact
the antitrust agencies. ACOsfalling outside the safety zone would not be presumptively unlawful.
In certain cases they would be required to submit to antitrust review by the FTC and DOJ. Those
falling outside the safety zone but not triggering the mandatory review requirement would havethe
option of requesting review; otherwise, they would be subject to enforcement action if the FTC or
the DOJ determined that their formation or conduct was anti-competitive. The Policy Statement
provides examples of anticompetitive conduct, and states that an ACO that avoids these types of
conduct is highly unlikely to present competitive concerns.

The Policy Statement would create a new safety zone for ACOs where independent ACO
participants providing the same service have a combined share of 30% or less of each common
service in each participant’s Primary Service Area (“PSA”). The PSA is the lowest number of
contiguous zip codes from which the participant draws at least 75% of itspatientsfor the service. To
fit within the safety zone, hospitals, ambulatory surgery centers and dominant providers must be
non-exclusiveto the ACO, regardless of market share. A dominant provider isa participant with a
greater than 50% sharein its PSA of any servicethat no other participant provideswithinthe PSA (if
another participant also provides the service within the PSA, the 30% limit would apply).

Significantly, the market share analysisis on aservice-specific basis. For physicians, theserviceis

based on the specialty indentified by the Medicare Specialty Code (“M SC”). For hospital inpatient
services, the serviceis based on the Major Diagnostic Condition (“MDC”).
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For example, suppose that an ACO has three orthopedic surgeons. To determine whether it meets
the safety zone, it would first define the PSA of each of the surgeons. It would then determine
whether two or more of them provided servicesin any of the PSAs. If two or more of the surgeons
provided services to patients in the same PSA, the ACO would calculate its participants share of
orthopedic surgery in each such PSA asapercentage of total allowed chargesfor orthopedic surgery
for all Medicare beneficiaries in the PSA. To aid this calculation, CMS would make available
aggregate fee-for-service allowed charges by service and zip code.

The ACO would haveto perform thisanalysisfor the PSA of each of its participantsin which two or
more of its participants provided acommon service. If the aggregate shares were 30% or less, and
hospitals, ASCs and dominant providers were not exclusive to the ACO, it would meet the safety
zone, and would not require antitrust review. Inaddition, an ACO with adominant provider may not
restrict the ability of acommercial payer to deal with other ACOs or provider networks.

It appearslikely that ACOs that include as participants two or more hospitals providing servicesin
the same PSA will not satisfy the 30% limit to be within the safety zone, and will often exceed the
50% threshold discussed bel ow which leads to mandatory review. Accordingly, we would expect
many ACOs will have only one hospital participant, or only one hospital participant furnishing
servicesin the same service area.

Thereis an exception to 30% safety zone limit for ACOs operating in rural counties, as defined by
the Census Bureau. These ACOs may include rura hospitals and one physician per specialty per
county on anon-exclusivebasis, evenif theinclusion of the hospital or physician causesthe ACO’s
share of acommon servicein a PSA to exceed 30%.

ACOs Outside the Safety Zone

If the share of two or more participants in any common service provided by the ACO in any PSA
exceeds 50%, the ACO would be required to submit to review by the FTC and DOJ. The agencies
promise review within 90 days of submission of the required documentation. Thereviewing agency
will advise the ACO either that it has no present intent to challenge the ACO, or that it islikely to
challengethe ACO. A no-action letter may be conditioned on the ACO’ saddressing concernsraised
by the agency. For an ACO that meets the 50% mandatory review threshold, a no-action letter is
required for enrollment in the Medicare ACO program.

If the share of two or more participants in any common service provided by the ACO in any PSA
exceeded 30% but not 50%, the ACO would be outside the safety zone, but not required to obtain
agency review. It could, however, obtain that review voluntarily to obtain comfort that the FTC and
DOJwould not take enforcement action. The Policy Statement &l so provides guidelines on conduct
the avoidance of which will make enforcement action unlikely. These types of conduct include:

e Preventing or discouraging commercia payers from directing or incentivizing patients to
choose other providers;

e Tyingsalestothe payer’ s purchase of servicesfrom non-ACO participants (and viceversa) —

for example, ahospital system’srequiring apayer to contract with the al system’ shospitals
in order to participate in an ACO to which asingle hospital belongs;
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e Requiring providers (other than primary care physicians) to be exclusive to the ACO;
e Restricting availability to payers of cost, quality, efficiency and performance data;

e Sharing competitively sensitive price or other datathat could be used to set pricesor terms of
service outside the ACO.

The Policy Statement provides for the first time something in the nature of a bright-line test for
clinical integration. A challengeof clinical integration has always been the intensely factual nature
of the analysis—the approving advisory opinion that the FT Cissued to TriState Health Partner, Inc.
in 2009, for example, contained 37 pages of discussion. On the other hand, the participant-by-
participant market-share analysis that the Policy Statement would require of ACOs to determine
whether they meet the new test appears daunting. And by limiting the availability of the saf ety zone
to ACOs formed after the enactment of PPACA, the Policy Statement would exclude established
provider networks. Moreover, the Policy Statement would provide no direct protection against
antitrust challenges by payers or competing providers that believed an ACO was acting anti-
competitively.

PROPOSED FRAUD AND ABUSE WAIVERSFOR ACOS

ACA authorizesthe HHS Secretary to waive certain fraud and abuse laws to enable implementation
of ACOs. Accordingly, the April 7, 2011 joint notice (* Joint Notice”) from CM S and the Office of
the Inspector General (“OIG”)’ proposeswaiversof threefraud and abuselaws as applied to ACOs:
(1) the federal physician self-referral law (“Stark”)®; (2) the federal anti-kickback law (“*AK S")*;
and (3) thefederal civil monetary penadty law (“CM P”) prohibiting hospital paymentsto physicians
to reduce or limit services to Medicare or Medicaid beneficiaries.™

The Joint Notice solicits public comments (within 60 days) on thethree proposed waivers, additional
or different waivers that CMS and OIG should consider with respect to the SSP, and input from
stakeholderson other related considerations. The Joint Noticeindicatesthat final waiverslikely will
be issued concurrently with CM S's publication of the final ACO regulations.

The proposed waivers apply to three specific circumstances. Thetable below illustratesthesethree
scenarios and which waivers would apply to each scenario:

Scenario Stark | AKS | CMP

Distribution of shared savings within the ACO (e.g., to ACO X X X
participants or ACO providers/suppliers)

7 76 Fed. Reg. 19655-19660 (Apr. 7, 2011).
8 42 U.S.C. §1395nn(a).

® 42 U.S.C. § 1320a-7b(b)(1) and (2).

10 42 U.S.C. § 1320a-7a(b)(1) and (2).
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Distribution of shared savings outside the ACO (e.g., to non-contracted | X X
providers or suppliers)

Financial relationships necessary for and directly related to the ACO’s X X
participation in the SSP

Asathreshold requirement, to qualify for the waivers, the ACO and its participants, providers and
suppliers must comply with the three-year agreement with CMS, the ACO statute, and the
implementing ACO regulations.

The proposed waivers are very narrow. Importantly, the proposed waivers would not apply to any
other provisions of federal or state law, including state fraud and abuse laws. So, ACOs would be
responsiblefor complying with applicable state laws, including state self-referral and anti-kickback
restrictions, to the extent they are different from the federal laws. In addition, the proposed waivers
generally only apply to distribution of shared savings and certain financial relationships with
physicians. All other financial arrangements are not covered by the waiver, and would need to
comply with existinglaws. Thevery narrow nature of the proposed waivers may create obstaclesto
implementation of ACOs under both federal and state laws.

Proposed Stark Law Waiver

The proposed Stark law waiver would waive application of the Stark law to distributions of shared
savings received by an ACO from CMS under the SSP: (1) to or among ACO participants, ACO
providers/suppliers, and individuas and entities that were ACO participants or ACO
providers/suppliersduring the year in which the ACO earned the shared savings; or (2) for activities
“necessary for and directly related to” the ACO’ s participation in and operationsunder the SSP. The
waiver would apply to distributions of shared savings, even if the distributions occurred after the
expiration of the ACO’ sagreement with CMS. Any other typesof financial relationshipsamong or
between the parties must meet an existing Stark exception.

CMSand OIG indicated in the Joint Noticethat the proposed Stark waiver is not intended to protect
distributions of shared savings dollars to referring physicians outside of the ACO, unless those
referring physicians are being compensated (using shared savings) for activities necessary for and
directly related to the ACO’s participation in and operations under the SSP. “Other financial
relationships with referring physicians outside the ACO would need to meet an existing [ Stark law]
exception ....”

Proposed AK'S Waiver

The proposed AKS waiver would waive application of the AKS in two scenarios. First, the
proposed waiver would apply to distributions of shared savings (both within and outside the ACO)
that meet the requirements of the proposed Stark law waiver. Financia arrangements outside the
ACO that do not meet the proposed waiver criteria must otherwise comply with the AKS.

Second, the proposed waiver would also apply to any financia relationship within the ACO (i.e.,
between or among the ACO, its ACO participants, and its ACO providers/suppliers) “necessary for
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and directly related to” the ACO’ s participation in and operations under the SSP that implicatesthe
Stark law and fully complies with a Stark exception. Unlike the proposed waivers that apply to
distributions of shared savings (which apply after the expiration of the ACO’s agreement with
CMS), the second proposed AKS waiver scenario applies only during the term of the ACO’s
agreement with CMS.

Interestingly, the second scenario under the proposed AKS waiver is narrow and does not protect
any non-physician financial relationships, because that second scenario presupposes a Stark
relationship (i.e., aphysician financia relationship), whereas, the AKS potentially appliesto amuch
broader set of relationships. Inaddition, whilethe Stark law and the AK Saredifferent statutes, most
of thetimeif arelationship meets a Stark exception, risk under the AKSislikely to be low.

Proposed CM P Waiver

The proposed CM P waiver would waive application of the CMP with respect to two scenarios. First,
the proposed waiver would protect distribution of shared savings received by the ACO from CMS
under the SSP, where the hospital makes distributionsto aphysician, and (1) paymentsare not made
knowingly to induce physician to reduce or limit medically necessary itemsor services; and (2) both
the hospital and the physician are ACO participants or ACO providers/suppliers, or were during the
year in which the ACO earned the shared savings. As with the other waivers of shared savings
distributions, thisfirst proposed waiver would apply even if distribution occurs after the expiration
of the ACO’s agreement with CMS. This first proposed CMP waiver is very narrow; the only
concession CM S has madeis to add the modifier “medically necessary,” because the CMP statute
does not explicitly distingui sh between medically necessary items and services and other items and
services, and OIG hasinterpreted the CMP statute so broadly that even if apayment were narrowly
tailored to induce aphysician only to avoid providing unnecessary care, OIG still would belikely to
assert that the payment constituted a CMP violation.

Second, the proposed waiver would protect any financial rel ationship within the ACO “necessary for
and directly related to” the ACO’ s participation in and operations under the SSP that implicatesthe
Stark law and fully complies with a Stark exception.

Scope of the Proposed Waivers

The scope of the proposed waivers is surprisingly narrow. With limited exceptions, the waivers
apply only to distributions of shared savings, or to financial relationshipswith physicianswithinthe
ACO. The limited scope of the proposed waivers raises several issues providers contemplating
participation in an ACO should consider.

First, thelimited scope of the waivers may create challengesin structuring and financingthe ACOin
itsearly stages. Distributions of shared savings will not occur for at least 18 months after the start
date of the ACO’s agreement with CMS, due to the currently-proposed six-month claims run-out
period. Consequently, al of the financia relationships required to address the ACO’s (likely
substantial) up-front investment costs, infrastructure devel opment, and ongoing operating expenses,
would be outside of the scope of the proposed waivers and so would have to comply with generally
applicable federa fraud and abuse laws, in addition to state laws (which are not subject to any
waiver or federal preemption under the SSP). Accordingly, the proposed waivers are unlikely to
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encompass most financial arrangementsthat ACO participants might wish to construct to allocate or
require reimbursement for up-front costs and/or operating losses, unlessthosefinancial rel ationships
arewith aphysician and meet existing exceptions. In addition, financial arrangements that do not
involvedistribution of shared savings generally fall outsidethe scope of the proposed waivers. Asa
result, shared-risk, resource pooling, incentive payments, and other financial arrangementsan ACO
might want to establish internally to promote efficient operation of the ACO generaly also would be
unprotected.

Second, as noted above, the proposed waivers cover only ACOs under the SSP. Accordingly,
private payor shared-savingsdistribution programsare not protected and must comply with generally
applicable federal and state laws.

Third, mandating referralswithin the ACO isnot protected, unlessthe requirement can comply with
generally applicable federa and state laws (e.g., the limited Stark exception for conditioning a
physician’s compensation for personal services on the physician’sreferralsto particular provider,
practitioner or supplier, see 42 C.F.R. § 411.354(d)(4)).

Fourth, the Joint Notice has not proposed awaiver of thefederal statute that prohibitsinducementsto
beneficiaries. Such a waiver, had it been proposed, could potentialy have permitted ACOs to
implement mechanismsto provide financial incentivesto potentially assigned ACO beneficiariesto
remain within the ACO and prevent beneficiary “leakage.”

Finally, nothing in the Joint Notice proposes federal preemption of state laws. Accordingly, state
regulatory schemes still apply to ACOs, and ACOs must comply with these laws. For example,
many states, including California, have anti-kickback statutes or self-referral prohibitionsthat are not
the same as Stark or the AKS. Thus, an ACO must take into account and comply with these state
laws when structuring and operating the ACO, because complying with the proposed waivers for
Stark, the AKS, or the CMP statute will not necessarily mean that the ACO complies with
comparable state laws. Similarly, some states, like California, have strong corporate practice of
medicine prohibitions, which heavily restrict the ability of alay corporation to influence or control
the delivery of hedlth care. These prohibitions stand in tension with the goal s of the SSP; because
one of the elements of an ACO isthat the ACO implement evidence-based medicine standards and
impose those standards on its participants. Asaresult, notwithstanding the good intentions of the
federal program, more restrictive state laws may pose additional obstacles to the formation and
operation of ACOs.

Additional Proposed Waivers

The Joint Notice indicates that the proposed waivers would apply uniformly to all ACOs, ACO
participants, and ACO providers/suppliersparticipating in SSP. The Joint Notice requests comments
on the scope of the proposed waivers, the timing of waivers, and ten additional topics related to
potential waivers. Theten “additional waiver” topicsinclude several areas on which providers may
wish to submit comments, including topics related to the problem areasidentified above. Theseten
topicsinclude:
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e Arrangementsrelated to establishing the ACO (e.g., formation/startup costs; implementing
governance/administration requirements; building technological and administrative capacity,
including training activities).

e Non-shared savingsarrangementsamong ACO members(i.e., related to ongoing operations
of the ACO).

e Non-shared savings arrangementswith individuals or entities outside the ACO.
e Distributions of shared savingsor similar paymentsreceived from private payors.

e Other financial arrangementsfor which awaiver would be necessary (i.e., why no current
exception/safe harbor would apply, any applicable safeguards that should apply).

e Duration of waivers(e.g., only during ACO’s agreement with CM S versus extending beyond
expiration of ACO’s agreement with CMS).

e Additional safeguards necessary to protect federal health care programs.

e Scope of the proposed waivers (e.g., comments on the “necessary for and directly related to”
standard).

e Uniquefeaturesof two-sided risk model (e.g., relativerisk of over- or under-utilization under
the downsiderisk feature of two-sided model; whether different waivers necessary where ACO
participants, providers/suppliers are individually at risk for cost overages).

e Useof existing exception / safe harbor for EHR arrangements (i.e., whether CM S needs to
waive Stark and the AKS for ACO arrangements that meet existing exception/safe harbor for
EHR arrangements, but that are expected to occur after 2013 sunset date).

e Waiver of beneficiary inducement prohibition (i.e., circumstances under which Secretary
should waive the prohibition in connection with SSP; arrangements that require protection and
how they advance the goals of the SSP; necessary conditions/safeguards).

e Timingof final waivers(i.e., issued contemporaneously with, in advance of, or soon after Final
Rule regarding the SSP).

Unfortunately, the narrow proposed fraud and abuse waivers do not protect many of the financial
arrangementsan ACO likely would requireto acquire start-up capital, to fund operating costs and/or
losses, and to reward desired behavior during the first 18 months of operations (i.e., before shared
savings may be payable by CMS), because they protect only financia arrangements that involve
distribution of shared savings. Asaresult, start-up costs, working capital contributions, shared-risk
and incentive payments, and other financial arrangements an ACO might want to establish using
funding sources other than the shared savings payments from CM S, would be unprotected.
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TAX-EXEMPT ISSUES

ACOs raise a number of issues for tax-exempt hospitals. For example, tax-exempt hospitals will
want to know that ACO participation will not result in private inurement, more than incidental
private benefit or unrelated businessincome, al of which can result in adverse consequencesfor a
tax-exempt hospital. Fortunately, the IRS has provided someinitial commentary asto its proposed
treatment of ACOs that are participating in the ACO program.**

Initsnotice, the IRS acknowledged that many tax-exempt hospitalsand potentially other tax-exempt
entities (such as community clinics or medical foundations) would be participating in ACOs in
conjunction with “insiders” of such tax-exempt entities. Relationshipsbetween “insiders’ and tax-
exempt entities are subject to additional scrutiny and regulation to prevent private inurement and
non-incidental private benefit. Thisis particularly relevant in the ACO context for tax-exempt
hospital's, as physicians who are medical staff leaders or otherwise affiliated with the participating
hospital may be deemed to insiders of the hospital, and would be logical ACO partners.

Thankfully, theIRShasindicated that if the ACO isproperly structured it should not result in private
inurement or non-incidental private benefit. AlthoughthelRS generaly indicated that it will review
ACO arrangements on a case-by-case basis, based on al the facts and circumstances, the IRS also
explained that a tax-exempt organization’s participation in an ACO will not generally result in
private inurement or non-incidental private benefit if the following conditions are satisfied:

e The terms of the tax-exempt organization’s participation in the ACO (including its share of
profitsor losses and expenses) are set forth in advancein awritten agreement negotiated at arm’s
length.

e CMS has accepted the ACO into and has not terminated the ACO from the ACO program.

e Thetax-exempt organization’s share of economic benefitsderived fromthe ACO (includingits
share of profits) is proportional to the benefits or contributions the tax-exempt organization
provides to the ACO.

e Theownershipinterest received by the tax-exempt organization in the ACO is proportional and
equal invaluetoitscapital contributionsto the ACO and all ACO returnsof capital, allocations,
and distributions are made in proportion to such ownership interest.

e The tax-exempt organization's share of the ACO’s losses do not exceed the share of ACO
economic benefits to which the tax-exempt organization is entitled.

e All contractsand transactions entered into by the tax-exempt organization withthe ACO and the
ACO' s participants, and by the ACO with the ACO’ s participants and any other parties, are at
fair market value.

1 IRS Notice 2011-20.
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As discussed above with respect to proportionate control (see “GOVERNANCE OF THE ACO —
Governing Body”), the provisions addressing sharing of profitsand losses and capital contributions
may raise challenges where atax-exempt hospital has provided the bulk of the up-front of capital for
the ACO, but ACO primary care physicians are generating the bulk of the savings through their
ongoing efforts. Likewise, therequirement that paymentsfor servicesbe consistent with fair market
value may also be challenging, as questions arise as to whether fair market value is more
appropriately determined by the hours of time expended by physicians boosting quality and
controlling costs, or by the dollars of cost savingsthose efforts actually yield, which result in shared
savings paid to the ACO. In many circumstances, these requirements regarding fair returns on
capital invested and fair paymentsfor servicesprovided may require protracted negotiations between
tax-exempt hospitals and their physician partners, and may provide practical impediments to
constructing and operating a successful ACO.

Unréeated Business |ncome Tax

The IRS aso addressed a tax-exempt organization’s portion of the bonus payments received by
virtue of its participation in an ACO would be subject to unrelated businessincometax. (Unrelated
business income generally results when the activities generating the income are not “substantially
related” to the performance of the tax-exempt organization’s charitable purposes) The IRS
indicated in its guidance that ACO participation could be structured to avoid unrelated business
income, assuming that private inurement and private benefit are not present, and provided the ACO
meetsall of the éligibility requirements established by CM Sfor participation in the ACO program.
In such cases, any payments received by the tax-exempt organization from an ACO would derive
from activitiesthat are substantially related to the performance of the charitabl e purpose of lessening
the burdens of government (by reducing Medicare program costs), which has been previously
recognized by the IRS on the rationale that Medicare is the burden of the federal government.

Non-Program Activities of the ACO

ThelRS sguidance waslimited to participation in the ACO program and does not extend to protect
outside activities (such as entering into and operating under shared savings arrangements with
private health insurance payers). The IRS indicated that these types of activities are unlikely to
lessen the burdens of government and that negotiation with private health insurers on behalf of
unrelated parties is generaly not a charitable activity, regardless of whether such an agreement
involves a program aimed at achieving cost savings in hedth care delivery. The IRS, however,
recognized that there are certain non-program activitiesthat may further or be substantially related to
an exempt purpose of atax-exempt organization. By way of example, the IRS indicated that an
ACO participating in shared savings arrangementswith Medicaid may further the charitable purpose
of relieving the poor or underprivileged.

Giventhislack of clarity regarding the treatment of ACOsin the private payer context, tax-exempt
hospital s may wish to structure their ACOsin such away so that they would be unlikely to resultin
private inurement, non-incidental private benefit and unrelated business income, regardless of the
IRS guidance. In order to achieve this, tax-exempt hospitals should follow the general guidance
regarding other joint ventures, which involveinsiders, such asancillary service ventures, ambulatory
surgery centers, and other joint ventures. Thus, tax-exempt hospitals should strongly consider
maintaining majority control of the governance of and profit participation of the ACOs, aswell as
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ensuring that the organizational documents of the ACOs provide for covenants that are consi stent
with the tax-exempt hospitals' charitable purposes.

CALIFORNIA STATE LAW ISSUES

The formation of ACOs under the proposed regulations raises many difficult state law issues.
Neither the ACO statutory provisions, the proposed regul ations, the antitrust guidance, nor thefraud
and abuse waiver guidance pre-empts state law. ACOswhich comply with the proposed regulations,
fall within the antitrust safety zone, and would not violate the federal fraud and abuse lawsin view
of theavailablewaivers, may neverthelessviolate statelaw. We perceivethisasamajor flaw inthe
ACO scheme; onewhich could be an obstacl e to the devel opment of ACOsin many states, including
California.

We discuss briefly several of the important Californialaw issues below.
Cor porate Practice of Medicine

Cdifornia law contains a very strong prohibition on the corporate practice of medicine. This
doctrine prohibits lay entities from practicing medicine, with limited exceptions. The prohibition
may be violated where a lay entity exerts an impermissible level of control over a physician's
medical judgment, or where a lay entity profits directly from a physician's practice of his or her
professions.

We anticipate that most ACOswill belay entities. In particular, any ACO that includes hospitalsas
an owner will almost certainly be alay entity that is prohibited from practicing medicine.

ACOs will be required to engage in activities which may be characterized as practicing medicine.
For example, an ACO is required to utilize evidence-based medicine. The adoption of clinical
guidelines, and the imposition of such guidelines on physicians participating in an ACO, at least
arguably, exertsalevel of control over aphysician'sclinical judgment and therefore constitutesthe
practice of medicine.

Unlike hedth plans that are licensed under the Knox-Keene Act, there is no exception from
Cdifornia's corporate practice of medicineprohibitionfor ACOsas ACOswill not belicensed health
plans. ACOs in Cdifornia will have to be carefully structured to avoid violating the corporate
practice prohibition. It isnot obviousthat an ACO can simultaneously comply with the corporate
practice prohibition and the proposed ACO regulations.

California Anti-Kickback L aws

Cadlifornialaw (Business and Professions Code § 650, Health and Safety Code § 445) prohibits
paymentsfor patient referrals. Asdiscussed above, thewaiver of thefederal anti-kickback statuteis
somewhat narrow and appliesonly to distributions of the shared savings or other activities necessary
for the ACO that comply with a Stark exception.

However, an approach to distributing the shared savings or other ACO relationshipsthat are within
thefederal waiver may still violate California's anti-kickback statutes. For example, distribution of
the shared savingsto physicians as an inducement for the physiciansto makereferralsto aparticular
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entity could violate state law. Thus, ACO arrangements must be analyzed for compliance with
Cdlifornia's anti-kickback statutes regardless of whether they satisfy afederal waiver.

California's Self-Referral Law

Californias Physician Ownership and Referral Act (" PORA™ ) prohibitsreferralsby physiciansfor
certain services to entities in which the physicians have a financial interest. There is a broad
exception under PORA for referralsto health facilities, like hospitals, and entities owned by health
facilities. However, it is possible that an ACO structure could create a financial interest of a
physicianin an entity furnishing services subject to PORA that isnot ahealth facility or owned by a
health facility, such as afreestanding imaging center. Compliance with a Stark waiver or exception
does not ensure compliance with PORA.

California Antitrust L aws

Cdlifornialaw includesantitrust lawsthat are similar to federal antitrust laws, such asthe Cartwright
Act. Satisfaction of a federal safety zone, or a favorable FTC or DOJ letter, does not provide
immunity from aviolation of California'santitrust laws. However, it doesreducethelikelihood of a
state antitrust enforcement action.

The Knox-K eene Act

The Knox-Keene Act requires that a health care service plan obtains a license to operate and
complies with a detailed regulatory scheme. There was concern prior to the promulgation of the
proposed regul ations that California ACOswould have to obtain a Knox-Keenelicense. However,
the Department of Managed Health Care hasindicated that an ACO under the proposed regulations
would not require a Knox-Keenelicense because it would not receive pre-paid capitated paymentsin
return for the provision of health care services. Thissituation could have been different if CMShad
included a partial capitation option in the proposed regulations.

CONCLUSIONS

ACOs are the most recent devel opment in the ongoing convergence of reimbursement and quality
under the Medicare program. Despite beinga“permanent” program, the SSP, as currently proposed,
isclearly atransitional play by CMS. ACOs are one of several strategies CM S is employing that
indicate abroader shift toward arisk-based reimbursement model under the Medicare program with
an emphasis on care integration and quality performance measures. Other examples include
incentive programs like the PGP, Acute Care Episode (“ACE”), value-based purchasing, and
national payment bundling demonstrations, and reimbursement penalties for hospital-acquired
conditions (“HACS").

The proposed regulationswill likely generate substantial commentsfrom would-be ACO participants
and their consultants and advisors. Giventhe political stakes associated with the success of the SSP,
it remains unclear to what degree CM Swill substantially revise the shape of the programintheFind
Rule. We would advise providers to review the Final Rule to see whether CMS adequately
addressesthe current barriers outlined in the proposed regul ationsin away that makes participation
more attractive.
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Given the short ramp-up period for ACOsto meet theinitial implementation date of January 1, 2012,
we believeit is possible that CMS may delay the full implementation of the SSP to alow time to
rework the program’s requirements. Even in the proposed regulations, CM S indicated a possible
“interim” start date of July 1, 2012. In thisregard, providers may want to consider waiting six to
twelve months from the commencement of the SSP before making afinal decision about whether to
take on the risk of becoming an ACO participant (ACOs can add or remove “ACO
providers/suppliers’ throughout the three-year agreement, but cannot add “ ACO participants”).

If the Find Rule on Medicare ACOs looks similar to the proposed regulations, the universe of
providers for whom participation under the SSP is attractive — or even feasible—may berelatively
small. Accordingly, providers should view ACOs as one of a number of potential strategies
availableto help aprovider driveitsorganization’ sclinical integration efforts. Whether and to what
extent participating in an ACO makes sense will depend on avariety of market-specific factors. In
the final analysis, many providers may determine that it is either too costly or too uncertain a
proposition to participate in an ACO.

However, regardless of whether aprovider participatesin an ACO, the el ements of the proposed SSP
offer awindow into the probabl e future shape of the Medicare program. For example, the proposed
regulations specifically mention telehealth, remote patient monitoring, and electronic records as
“modern technologies’ that CM S expects ACOs to implement “to continually reinvent carein the
modern age.” Thus, even for those who decide not to participatein the SSP, finding opportunitiesto
strengthen an organization’s competencies in clinical integration, patient-centeredness, and care
management should pay dividends as Medicare' s payment model ultimately movesin a direction
that demands such skills to succeed.

If you have questions, or would like additional information, please contact one of the following
members of HLB's ACO Task Force:

Los Angeles San Francisco San Diego Washington, D.C.
310.551.8111 415.875.8500 619.744.7300 202.587.2590
Charles Oppenheim Stephen Phillips Kitty Juniper Tish Wirth
(Chair) Paul Smith Stephen Treadgold

Lloyd Bookman Paul Deeringer

Robert Lundy

Todd Swanson

Jordan Keville

David Hatch

Karl Schmitz
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