
Reproduced with permission from BNA’s Health Law Reporter, 20 HLR 1662, 11/10/2011. Copyright � 2011 by The
Bureau of National Affairs, Inc. (800-372-1033) http://www.bna.com

The Medicare Shared Savings Program Final Rule:
Observations at the Nexus of Policy, Business, and Law, Part III

BY DOUGLAS A. HASTINGS

O n Oct. 20, the Centers for Medicare & Medicaid
Services released its final rule implementing the
voluntary Medicare Shared Savings Program

(program) for accountable care organizations (ACOs)
(20 HLR 1581, 10/27/11). The final rule was released in
conjunction with revised antitrust guidance from the
Federal Trade Commission and the Department of Jus-
tice, as well as with the establishment by CMS and the
Department of Health and Human Services’ Office of
Inspector General (OIG) of several waivers from vari-
ous fraud and abuse laws. As part of this interagency ef-

fort to facilitate participation in the program, the Inter-
nal Revenue Service also issued a fact sheet regarding
nonprofit organizations’ participation in ACOs.

CMS’s implementation of the very specific provisions
of Section 3022 of the Affordable Care Act constitutes a
thoughtful and comprehensive effort that will (1) create
more consistency in the treatment of ACOs by all pay-
ers, (2) foster a better understanding of the minimum
requirements to qualify as a Medicare ACO, and (3) in-
dicate how enforcement agencies will view ACO activi-
ties in both the Medicare and commercial markets.
With the final rule, CMS again has made a significant
contribution to the national dialogue on accountable
care and the important role ACOs can have in helping
to achieve the ‘‘triple aim’’ (i.e., better care for individu-
als, better health for populations, and lower growth in
expenditures). Moreover, while all stakeholders may
not agree with every revision made in the final rule,
CMS clearly has responded carefully and thoughtfully
to the over 1,300 comments received by stakeholders on
the proposed rule. At the very least, this represents a
healthy public-private dialogue on an important topic,
which is how rulemaking is supposed to work.

Regardless of one’s view of the provisions in the final
rule, the lengthy preamble to the final rule represents a
tremendously rich and intelligent discussion of the op-
tions that commenters suggested and the pros and cons
that CMS considered. The analysis in the preamble will
be instructive to state and commercial market ACO ef-
forts even where different options and provisions are
chosen.

Notwithstanding the fact that Section 3022 estab-
lishes a permanent program rather than a pilot or dem-
onstration, the program will evolve over time, and it is
only one component of the Affordable Care Act and of
an overall, societal-wide period of testing and experi-
mentation to find pathways for diverse providers to
work together and with payers to deliver more account-
able care. Along with the Pioneer ACO Model and state
and private payer ACO programs, as well as the many
other value-based payment initiatives blossoming
throughout the United States, there is a legitimate basis
for some optimism that we are making progress in pay-
ment and delivery reform despite the complexity.

Much has changed already since the March 31 issu-
ance of the proposed rule (20 HLR 528, 4/7/11). At that
point, there were, in my view, unrealistic expectations
in the marketplace that CMS could succinctly outline a
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program that could easily accommodate providers at
widely different stages of development. There has been
enough subsequent development of value-based pro-
grams and education around care coordination and
clinical integration in the seven months since March 31
that the final rule is being issued in a more balanced en-
vironment.

Moreover, while the widespread negative reaction to
the proposed rule may have been somewhat of an over-
reaction to CMS’s attempt to set the bar to ACO entry
high enough to advance the ball, there clearly were
problems with it. In the final rule, CMS has gone a long
way to addressing those problems while still keeping
the bar reasonably high. Indeed, one can see some of
the evolving thinking at CMS that went into the Pioneer
ACO Model in the final rule.

Application Timeline and Agreement Term
For providers considering participation in the pro-

gram, the final rule establishes a more detailed timeline
than the proposed rule for applying to the program. Ap-
plications will be accepted beginning in January 2012,
with April 1, 2012, and July 1, 2012, being the available
start dates for participation in the first performance
year. For 2013 and subsequent years, the start date will
be Jan. 1.

As originally included in the proposed rule, program
agreements will have a minimum term of three years.
However, for ACO participants starting on April 1,
2012, the term of the agreement will be three years and
nine months. For ACO participants starting July 1,
2012, the term of the agreement will be three years and
six months. These ACOs may opt for an interim pay-
ment calculation to determine shared savings and
losses at the end of their first 12 months of participa-
tion. For ACO participants starting in subsequent years,
the ‘‘performance year’’ (for purposes of calculating
shared savings and scoring quality performance) will be
12 months, from Jan. 1 to Dec. 31.

The program application requirements remain
largely consistent with those set forth in the proposed
rule. Entities that wish to become an ACO are required
to submit an application to CMS along with a number
of certifications and supporting documentation. In addi-
tion, the ACO must agree that CMS can share a copy of
its application with the FTC and DOJ.

As part of the application, an ACO executive who has
the authority to legally bind the ACO must certify that
the information included in the application is accurate,
complete, and truthful. Additional required certifica-
tions include:

s That the ACO’s providers and suppliers have
agreed to be held accountable for the quality, cost,
and overall care of the beneficiaries assigned to
the ACO;

s That the ACO is recognized as a legal entity autho-
rized to conduct business in each area in which it
operates;

s Whether the ACO (or any providers and suppliers
that are part of the ACO) has participated in the
program under the same or a different name; and

s Whether the ACO is related to, or has an affiliation
with, another ACO participating in the program,
and, if such an affiliation exists, whether the re-

lated ACO agreement currently is active or has
been terminated.

In addition, supporting information that must be sub-
mitted to CMS with an ACO application includes docu-
ments that:

s Explain the ACO participants’ rights and obliga-
tions in the ACO, including how shared savings
will encourage quality assurance and program im-
provement (such as participation agreements and
operating policies);

s Describe how the ACO will implement the pro-
cesses and patient-centeredness criteria, including
penalties and remedial measures that will apply if
an ACO participant, provider, or supplier does not
implement the processes;

s Outline the ACO’s organization and management
structure;

s Provide evidence to show that the ACO’s govern-
ing body is an identifiable body that adheres to the
control requirements described below;

s Explain the ACO’s compliance plan; and

s Provide evidence to demonstrate that the ACO is
capable of repaying losses or other monies deter-
mined to be owed to CMS, such as evidence that
the ACO has acquired reinsurance, placed funds in
escrow, obtained surety bonds, established a line
of credit, or secured another appropriate repay-
ment mechanism.

Upon request, an ACO must submit documents to
CMS that demonstrate the ACO’s formation and opera-
tions. Such documents may include:

s Charters;

s By-laws;

s Articles of incorporation;

s A partnership agreement or joint venture agree-
ment;

s Management or asset purchase agreements;

s Financial statements and records; and

s Résumés and other documentation regarding the
leaders of the ACO.

Finally, an ACO also must provide information re-
garding the individual participants, providers, and sup-
pliers in the ACO, as well as a description of how it
plans to use shared savings payments to achieve spe-
cific program goals and to achieve the ‘‘triple aim.’’

Framework for Analyzing the Rule
As an approach to assessing the final rule, I would

pose the same five questions I used as a framework to
analyze the proposed rule:

1. How well do CMS’s requirements for ACO struc-
ture and governance balance the need for both
flexibility and real change?

2. Does the way CMS handles provider risk, from
both a financial and regulatory perspective, en-
courage ACO formation and participation in the
program?
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3. Will the nature of the ACO-beneficiary relation-
ship established under the final rule help avoid an-
other managed care backlash?

4. Does the final rule advance the ball in measuring
and promoting value in health care?

5. How well has CMS balanced the need to incentiv-
ize positive collaboration among providers to form
effective ACOs, while also coordinating with the
OIG, DOJ, FTC, and IRS in connection with their
ongoing enforcement of the various laws regulat-
ing ACO participants?

Structure and Governance
Consistent with the proposed rule, the final rule pro-

vides that ACOs can be formed by the following entities
or combinations of the following entities: hospitals and
ACO professionals, group practices, hospitals employ-
ing ACO professionals, certain critical access hospitals,
and networks of ACO professionals (which include phy-
sicians, nurse practitioners, physician assistants, and
clinical nurse specialists). In addition, the final rule
added federally qualified health centers (FQHCs) and
rural health clinics (RHCs) to the above list of providers
and suppliers eligible to form an ACO. The final rule
also gives ACOs more flexibility to address care man-
agement challenges that emerge during a performance
year by allowing the ACO to add to, or subtract from, its
list of participants.

CMS has adopted most of the governance require-
ments set forth in the proposed rule. Specifically, the
ACO must be a legal entity capable of receiving and dis-
tributing shared savings, repaying shared losses, and
reporting quality performance data. The governing
body is required to include ACO provider/supplier par-
ticipants (ACO participants) or their designees who
would have at least a 75 percent control of the govern-
ing body. Generally, the governing body of the ACO
must include Medicare beneficiary representation. If
the ACO is comprised of multiple independent entities,
the governing board must be separate and unique to the
ACO. For example, an ACO consisting of a hospital and
a large independent primary care group practice could
not have the same governing body as either the hospital
or the primary care group practice.

The final rule, however, provides certain exceptions
to these requirements to allow for greater flexibility in
the manner in which ACOs are governed. Most signifi-
cantly, the final rule provides an exception to the re-
quirements that ACO participants have at least a 75 per-
cent control of the ACO’s governing body and benefi-
ciary representation on the ACO’s governing body. To
qualify for this exception, the ACO must explain why it
is not meeting the 75 percent control and/or beneficiary
representation requirement, and how it will otherwise
meaningfully involve ACO participants and/or Medicare
beneficiaries in the ACO’s governance. Moreover, and
importantly, the requirement of ‘‘proportionate con-
trol’’ by each ACO participant is eliminated by the final
rule. In addition, there is a useful discussion in the pre-
amble about the oversight responsibilities of governing
board members. As I and others have commented,
board members will be fiduciaries of the entire ACO en-
terprise, not representatives of a faction.

Greater quality data reporting and transparency will
require board oversight to assure that reporting is accu-
rate, and compliance plans will need to be enhanced to

address these expanded concerns. ACO boards and
ACO sponsoring organization boards will need to en-
sure that appropriate and effective management and
clinical personnel and protocols are in place to meet
CMS requirements and to achieve the ACO’s quality
and financial goals. Health systems will need to con-
sider which entity—one that currently exists or one to
be formed—will serve as the ACO (including how many
ACOs it may want to form or work with), and how to
coordinate the ACO board or boards with other boards
within the system. And finally, ACO boards and ACO
sponsoring organization boards will need to review
their committee structures related to quality in order to
ensure that the board or board committee’s charter re-
quires attention to effectiveness, efficiency, and patient-
centeredness in addition to patient safety.

Provider Financial Risk
Some providers viewed CMS’s requirement in the

proposed rule that ACOs bear risk under both the Track
1 and Track 2 models as a significant barrier to pro-
gram participation. Although under the proposed rule,
Track 1 ACOs would have been responsible for shared
losses beginning in year three of the agreement term,
CMS responded in the final rule by eliminating shared-
loss risk from the Track 1 model.

The final rule gives each ACO the option to choose
whether it will be subject to shared-loss risk during its
initial performance year. ACOs that do not want to ini-
tially assume shared-loss risk have the option of choos-
ing Track 1. ACOs that would like an opportunity to re-
ceive a greater amount of shared savings than the maxi-
mum amount available under Track 1 and are willing to
share losses, if any are incurred, can choose Track 2.

The elimination of ‘‘downside risk’’ for Track 1 ACOs
during the initial agreement term will permit ACO par-
ticipants more flexibility to gradually ramp up their
care management infrastructure over time. Although
ACOs participating in Track 1 will not bear shared-loss
risk during the initial agreement term, CMS states in
the preamble to the final rule that all ACOs must par-
ticipate in the Track 2 model in subsequent agreement
periods.

The final rule defines ‘‘savings’’ as the difference be-
tween (1) actual Parts A and B spending during the rel-
evant time period, and (2) CMS’s predetermined spend-
ing ‘‘benchmark’’ for the particular ACO. The bench-
mark is risk adjusted, based on historical expenditures
attributable to the ACO’s assigned beneficiaries. Nota-
bly, whereas the proposed rule based the risk-adjusted
benchmark on historical expenditure data for assigned
beneficiaries, under the final rule, CMS will restate the
risk-adjusted benchmark for each performance year,
based on risk-adjusted severity and case-mix scores for
assigned beneficiaries.

Generally, the final rule tracks the proposed rule’s
methodology for calculating shared savings. However,
certain variables have been adjusted, such as the shared
savings cap, the shared losses cap under Track 2, and
the maximum percentage of shared savings. In many
cases, these changes may enable ACO participants to
receive a greater share of savings under both Track 1
and Track 2.

Track 1
According to the final rule, a Track 1 ACO, depend-

ing on its quality scores discussed below, is eligible to
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share up to 50 percent of the savings it achieves. How-
ever, the total amount that a Track 1 ACO will receive
under the formula is limited to 10 percent of the ACO’s
benchmark. The required minimum savings rate, which
must be met or exceeded in order for an ACO to share
in savings, for a Track 1 ACO varies between 2 percent
and 3.9 percent, depending on the number of Medicare
beneficiaries assigned to the ACO, with a lower level of
Medicare beneficiaries correlating with a higher mini-
mum savings rate (e.g., an ACO with 5,000 Medicare
beneficiaries will have a minimum savings rate of 3.9
percent, and an ACO with 60,000+ Medicare beneficia-
ries will have a minimum savings rate of 2 percent).

Similar to the methodology used for calculating
shared savings for Track 2 ACOs under the proposed
rule, the final rule, for Track 1 ACOs, converts the mini-
mum savings rate from a deductible to a ‘‘basket’’ that,
once filled, permits first-dollar savings to be subject to
the shared savings formula.

Track 2
According to the final rule, the required minimum

savings rate for all Track 2 ACOs is 2 percent. Assum-
ing that this basket/prerequisite has been satisfied,
Track 2 ACOs can share, on a first-dollar basis, up to 60
percent of the savings they achieve, although the pay-
ment earned can be reduced under the quality metrics
discussed below and it cannot exceed 15 percent of the
benchmark. Track 2 ACOs do bear downside risk, car-
rying exposure of up to 60 percent of the losses, pro-
vided that the share does not exceed 5 percent of the
benchmark in year one, 7.5 percent in year two, and 10
percent in year three. Consequently, Track 2 ACOs
must demonstrate their ability to share in losses by ob-
taining reinsurance, placing funds in escrow, obtaining
surety bonds, or establishing a line of credit as evi-
denced by a letter of credit that CMS can draw upon.

Under the final rule, CMS will not withhold 25 per-
cent of shared savings payments in order to help ensure
repayment of future losses. However, the final rule re-
quires Track 2 ACOs to fully repay any shared losses to
CMS within 90 days of being notified.

Finally, there are no material changes in the final rule
relating to the regulation of provider risk-sharing, only
the recognition that shared savings does not involve in-
surance risk. This nonchange leaves risk-sharing ACOs
(even those with modest exposure under Track 2 or
other limited risk models) subject to varying state laws
and interpretations by state insurance commissioners
both as to Medicare ACO participation as well as state
and commercial market ACO participation. This issue
represents a source of uncertainty and lack of unifor-
mity that may be a real problem for some providers.

ACO-Beneficiary Relationship
CMS retains in the final rule the requirement that an

ACO must have a strong primary care base and that a
minimum of 5,000 beneficiaries must receive a plurality
of their primary care from the ACO. In other words, to
be ‘‘assigned’’ to an ACO, a beneficiary must receive
more of his or her primary care from the ACO than
from any other entity outside the ACO. Medicare ben-
eficiaries are ‘‘assigned’’ to an ACO at the end of the re-
porting year (i.e., retrospectively).

In response to significant concerns that retrospective
assignment would discourage provider participation in
the program and impede efforts by providers to effec-

tively target and focus the care management efforts of
the ACO on the assigned beneficiaries, CMS has
adopted a preliminary form of prospective assignment
in the final rule as a supplement to retrospective assign-
ment. While the actual assignment of beneficiaries un-
der the final rule will remain retrospective for purposes
of calculating the savings, CMS now will provide the
ACO with quarterly reports based on the most recent
data available, beginning with a report at the start of a
performance year, listing the names, dates of birth, sex,
and Medicare identifiers of beneficiaries who are on
track to be assigned to the ACO.

The final rule also addresses concerns that limiting
assignments to beneficiaries treated by primary care
physicians will make it difficult for many provider
groups to reach the 5,000-beneficiary threshold neces-
sary to qualify as an ACO under the program. Whereas
the proposed rule recognized primary care services pro-
vided by only primary care physicians, the final rule
recognizes primary care services provided by special-
ists, physician assistants, clinical nurse specialists, and
nurse practitioners in situations where the beneficiaries
did not receive primary care services from a primary
care physician. This change might make it possible for
more provider groups to participate in the program,
such as multispecialty group practices that rely on spe-
cialists to provide some primary care services to Medi-
care beneficiaries.

In response to public comment, another issue ad-
dressed in the final rule is whether primary care provid-
ers must be exclusive to one ACO. CMS clarifies in the
final rule that this exclusivity restriction applies at the
level of the ACO participant (i.e., the entity with a
Medicare-enrolled tax identification number (TIN)) and
only for Medicare beneficiary assignment purposes.
Such exclusivity does not prohibit a primary care phy-
sician who is exclusive to one ACO from, for instance,
seeing patients in facilities that are part of another
ACO. Furthermore, if, for instance, a primary care phy-
sician medical group maintains multiple TINs, it may
participate in multiple ACOs if it bills within each ACO
utilizing a different TIN.

In the final rule, CMS states that it will share Medi-
care beneficiary claims data with an ACO upon request
to assist the ACO with managing population health, co-
ordinating care, and improving the quality and effi-
ciency of care. It was proposed that the ACO would not
receive the data in patient identifiable form until the
beneficiary had been seen by a primary care ACO pro-
vider during the performance year, was informed about
how the ACO intended to utilize the data, and had an
opportunity to opt out of such use.

Given the centrality of advance data analysis and
care management to address the utilization of data re-
lating to complex patients and patients suffering from
chronic conditions, many thought that this methodol-
ogy posed a serious barrier to the timely application of
lower-cost care paths for these beneficiaries. In the fi-
nal rule, CMS has modified the data-sharing proposal to
allow the ACO to contact beneficiaries before they are
seen by an ACO provider during the performance year,
using the quarterly list of beneficiaries likely to be as-
signed to the ACO provided by CMS. However, CMS
preserves the beneficiaries’ ability to opt out of data
sharing. Beneficiaries have 30 days to decline data shar-
ing and must be given the opportunity again during the
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next face-to-face encounter to decline to have their
claims data shared with the ACO.

Measuring and Providing Value
Quality-measure reporting and performance attain-

ment are important components of CMS’s oversight of
ACOs. To share in any savings generated through the
program, an ACO must satisfy certain quality perfor-
mance standards.

In response to concerns that the proposed rule im-
posed on providers an unmanageable number of qual-
ity measures for evaluating performance and calculat-
ing shared savings, CMS reduced the number of mea-
sures from 65 to 33 and the number of quality domains
from five to four in the final rule. The four quality do-
mains include patient/caregiver experience care,
coordination/patient safety, preventive health, and at-
risk population.

In the proposed rule, CMS suggested moving ACO
participants from ‘‘pay for reporting’’ in the first perfor-
mance year to ‘‘pay for performance’’ in subsequent
years. While the final rule maintains this same struc-
ture, payment based on achieving minimum attainment
levels will be phased in during the second and third per-
formance years. Eligibility for shared savings in year
two will depend on achieving minimum attainment lev-
els for 25 measures and the reporting of the additional
measures. By year three, eligibility will be based on
achieving minimum attainment levels for 32 measures
and the reporting of one additional measure.

To assist in the reporting of quality data to CMS and
to spur the adoption of electronic health records
(EHRs), CMS had proposed a requirement that at least
50 percent of an ACO’s primary care physicians be
‘‘meaningful users’’ of EHRs by the start of the second
performance year of the three-year agreement. How-
ever, CMS acknowledges in the final rule that the 50
percent meaningful use requirement may be a road-
block to participation and eliminated this requirement.
Nonetheless, to emphasize the importance of EHR
adoption, CMS has adopted one structural measure re-
lated to EHR incentive program participation and is re-
quiring that this measure be double weighted for pur-
poses of scoring and determining an ACO’s perfor-
mance.

To strike a balance between maintaining high perfor-
mance standards and setting feasible attainment goals,
CMS also has modified the program so that ACOs only
need to achieve the minimum attainment level on 70
percent of the measures in each domain. This brings an-
other level of comfort to providers that are worried that
savings earned could be compromised by the arbitrary
application of these metrics. However, to illustrate the
importance of the double weight applied to the EHR
measure, if an ACO fails to completely and accurately
report the EHR measure, the ACO would miss the 70
percent cutoff for the care coordination domain and,
thus, would not be eligible to share in savings.

Regulatory Oversight

Antitrust
Also on Oct. 20, the FTC and DOJ jointly released a

Final Statement of Antitrust Enforcement Policy Re-
garding Accountable Care Organizations Participating
in the Medicare Shared Savings Program (final state-
ment) (20 HLR 1584, 10/27/11). Consistent with the pro-

posed statement issued in April 2011 by the FTC and
DOJ (proposed statement), the final statement accords
presumptive ‘‘rule of reason’’ treatment to the con-
certed action of provider groups that are ‘‘eligible and
intend or have been approved to participate’’ in the pro-
gram. In other words, the antitrust agencies view CMS’s
eligibility criteria for ACOs as set forth in the final rule
as broadly consistent with the indicia of clinical integra-
tion that the agencies previously have set forth, and,
therefore, will provide rule of reason treatment, rather
than per se treatment, as it might under current law, if,
in the commercial market, the ACO uses the same gov-
ernance and leadership structure and the same clinical
and administration process that it uses to qualify and
participate in the program.

Notably, in a significant departure from the proposed
statement, the FTC and DOJ no longer are requiring
ACOs in which two or more independent participants
have a collective market of greater than 50 percent for
shared services to request a prior antitrust review. The
decision to remove this pre-clearance requirement
eliminates a possibly unworkable provision from a tim-
ing standpoint and creates a less prescriptive frame-
work for antitrust enforcement in connection with ACO
formation and operation. The antitrust agencies clearly
state that they will continue to protect competition in
markets served by ACOs that participate in the pro-
gram, including through monitoring of ACOs utilizing
aggregate claims data provided by CMS. Moreover, the
agencies will ‘‘vigorously monitor complaints’’ about
ACO formation and conduct. As with the proposed
statement, the final statement does not apply to merger
transactions, which will continue to be assessed under
current merger guidelines.

Consistent with the proposed statement, the final
statement also provides a safety zone for certain ACOs
if they meet the standards required by CMS and include
independent participants that do not have a collective
market share for shared services of greater than 30 per-
cent. The market share determination must be made
whenever two or more independent participants have a
shared service, and the assessment must take into ac-
count the ‘‘primary service area’’ of each of those par-
ticipants. Moreover, for an ACO to be within the safety
zone, the final statement requires all hospitals and am-
bulatory surgery centers to be nonexclusive and re-
quires any dominant provider (i.e., any provider with a
greater than a 50 percent market share in its ‘‘primary
service area’’) to be nonexclusive.

In addition, the final statement provides guidance for
those ACOs in which two or more independent partici-
pants have a collective market share of greater than 30
percent for shared services. Five types of conduct that
‘‘may raise competitive concerns’’ are identified, includ-
ing the improper sharing of competitively sensitive in-
formation and conduct that does or could ‘‘prevent pri-
vate payers from obtaining lower prices or better qual-
ity services for their enrollees,’’ such as the tying of an
ACO’s services to the private payer’s purchase of other
services from providers outside the ACO, most-favored
nations clauses, and exclusive contracts.

Finally, the agencies have created a voluntary expe-
dited (90 day) antitrust review process for those ACOs
seeking such review. Whether many organizations over
the 30 percent threshold avail themselves of this expe-
dited review process remains to be seen, but it may be
a helpful option in some cases.
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In general, I find the discussion of acceptable and
suspect behavior more useful than the discussion of
safety zones. I am somewhat of a skeptic about the
helpfulness of market-percentage based safety zones.
Besides the usual problems with market definition, they
inevitably tend to make safe activities that everyone al-
ready basically knows are safe and then to some extent
throw everything else into confusion. I find it more use-
ful for the agencies to describe activities or situations
that they generally would deem to be consistent with
the goals of the ‘‘triple aim’’ as set forth in the Afford-
able Care Act—clinically integrated care that improves
outcomes, patient satisfaction, and cost efficiency—as
well as, on the other hand, activities or situations that
they generally would deem to be problematic and of
concern. Then providers can assess on their own how to
proceed.

Market concentration and market power concerns re-
main the subject of an ongoing national policy debate.
New forms of contracting (rather than mergers) among
providers to accomplish accountable care goals through
bundled and global payments may help create antitrust-
acceptable pathways (i.e., if payment is based on mea-
surable value (quality over cost), where is the harm?).
The private sector would benefit from greater payer-
provider collaboration and acceleration of the move-
ment to accountable care. Failure to do so will put more
onus on government to regulate the prices of both and
to micromanage the contract provisions between them.

Fraud and Abuse
In a comparison document to the final rule, CMS and

OIG issued an interim final rule with a comment period
Oct. 20 (20 HLR 1589, 10/27/11) that establishes five
waivers of application of the physician self-referral law
(Stark law), the federal anti-kickback statute, the civil
monetary penalty (CMP) provisions prohibiting hospi-
tal payments to physicians to reduce or limit services
(the gainsharing CMP), and the CMP law prohibiting
inducements to beneficiaries (the beneficiary induce-
ments CMP) involving ACOs under the program, in-
cluding ACOs participating in the Advance Payment
ACO Model to be administered by the Center for Medi-
care and Medicaid Innovation (CMMI). However, CMS
and OIG specifically note that these waivers do not ap-
ply to other demonstration programs sponsored by
CMMI (e.g., Pioneer ACOs); instead, any waivers re-
quired under these programs will be addressed sepa-
rately.

As previously noted, CMS and OIG are issuing the
waivers as an ‘‘Interim Final Rule with comment pe-
riod.’’ The public will have 60 days from the date of
publication in the Federal Register to submit com-
ments. Although the Social Security Act generally re-
quires that at least 30 days pass before a final rule be-
comes effective after the issuance or publication of the
rule, the secretary of the Department of Health and Hu-
man Services proposes to waive the 30-day delayed ef-
fective date on the grounds that such as delay would be
contrary to the public interest. In the preamble to the in-
terim final rule with comment period, CMS and OIG in-
dicate that a number of commenters stated that ACO
applicants would ‘‘forego applying until final waivers
have become effective and sufficient time has elapsed
to allow the applicants to use the waivers in a manner
that would support their applications and the purposes
of the program.’’ In light of those comments, the HHS

secretary (through these agencies) stated that ‘‘a 30-day
delay in the effective date for the final waivers could
jeopardize an ACO’s ability to submit timely an applica-
tion for a participation agreement commencing in
2012.’’

In response to the many commenters who asked for
more than the two waivers included in the proposed
rule, the interim final rule includes three additional
waivers for a total of five, which address several differ-
ent circumstances:

1. An ‘‘ACO pre-participation’’ waiver of the Stark
law, the anti-kickback statute, and the gainsharing
CMP, which applies to ACO-related start-up ar-
rangements in anticipation of participating in the
program, subject to certain limitations, including
limits on the duration of the waiver and the types
of parties covered;

2. An ‘‘ACO participation’’ waiver of the Stark law,
the anti-kickback statute, and the gainsharing
CMP, which applies broadly to ACO-related ar-
rangements during the term of the ACO’s partici-
pation agreement under the program and for a
specified time thereafter;

3. A ‘‘shared savings distributions’’ waiver of the
Stark law, anti-kickback statute, and gainsharing
CMP, which applies to distributions and uses of
shared savings payments earned under the pro-
gram;

4. A ‘‘compliance with the Physician Self-Referral
Law’’ waiver of the gainsharing CMP and the anti-
kickback statute, which applies to ACO arrange-
ments that implicate the Stark law and meet an ex-
isting exception; and

5. A ‘‘patient incentive’’ waiver of the beneficiary in-
ducements CMP and the anti-kickback statute,
which applies to medically related incentives of-
fered by ACOs under the program to beneficiaries
to encourage preventive care and compliance with
treatment regimes.

Again, it appears that the rulemaking process worked
well here, and that CMS/OIG listened and provided ad-
ditional flexibility in seeking to achieve the goals of the
Affordable Care Act while also preserving their ability
to conduct aggressive enforcement where warranted.

Procedurally, in contrast to the issuance of most final
rules (including interim final rules) in which the text of
the actual rule is defined as being located in a particu-
lar section of the Code of Federal Regulations, CMS and
OIG stated in the preamble to the interim final rule with
comment period that the text of the waivers will simply
be included in the Federal Register and posted on the
agencies’ websites, but not actually be codified into the
regulations. The agencies requested comments from
the public on this approach:

For ease of reference, the entire set of waivers
and applicable requirements is set forth in section
IV.B. of this [Interim Final Rule with comment pe-
riod]. We will also make the waiver text available
on both the CMS and OIG Web sites. Because the
waivers cover multiple legal authorities and to en-
sure that the waivers, if modified, remain consis-
tent over time and across relevant laws, we are
not codifying the waivers in the Code of Federal
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Regulations. We solicit comments about this ap-
proach.

Tax-Exempt Organization Issues
The IRS also released Oct. 20 a fact sheet (FS-2011-

11) updating and clarifying its initial analysis in Notice
2011-20 regarding the participation by Section
501(c)(3) tax-exempt organizations in the program
through an ACO (20 HLR 1605, 10/27/11). The fact
sheet is a helpful update on the IRS’s thinking about
ACO activities and provides clarification of some of the
guidance in Notice 2011-20, which should give tax-
exempt organizations enhanced comfort when partici-
pating in ACOs.

Importantly, the fact sheet clarifies that the list of fac-
tors from Notice 2011-20 that the IRS provided as dem-
onstrating that a tax-exempt organization’s participa-
tion in an ACO does not result in private inurement or
private benefit is disjunctive, and that ‘‘no particular
factor must be satisfied in all circumstances to prevent
inurement or impermissible private benefit.’’ The IRS
reiterated that whether impermissible inurement or pri-
vate benefit occurred will depend on the entirety of
facts and circumstances and that strict or literal compli-
ance with the factors is not always required.

The fact sheet is particularly valuable in that it dem-
onstrates that the IRS will be reasonably flexible in ap-
plying tax restrictions to Section 501(c)(3) organiza-
tions participating in an ACO. In particular, the IRS is
more forceful than in Notice 2011-20 that not only is the
IRS likely to view participation in the program consis-
tent with charitable purposes, the IRS also is prepared
to recognize that participation in a nonprogram ACO
also can be consistent with charitable purpose and ex-
empt status under certain circumstances.

Advance Payment ACO Model
With the final rule, CMMI announced the testing of

an ‘‘Advance Payment ACO Model,’’ an initiative to pro-
vide selected participants in the program with advance
payments to invest in the infrastructure necessary for
ACO operations. This model is available to two types of
organizations: (1) ACOs that do not include any inpa-
tient facilities and have less than $50 million in total an-
nual revenue, and (2) ACOs in which the only inpatient
facilities are critical access hospitals and/or Medicare
low-volume rural hospitals and have less than $80 mil-
lion in total annual revenue. ACOs that are co-owned
with a health plan are ineligible for participation in the
model.

Participants in the model will receive three types of
payment: (1) an up-front, fixed payment; (2) an up-

front, variable payment based on the number of histori-
cally assigned beneficiaries; and (3) a monthly payment
based on the number of historically assigned beneficia-
ries. CMS will recoup the advance payments from the
shared savings earned by the ACO. Applications to par-
ticipate in the model will be made available shortly and
are due with the program application.

Conclusion
If the goal of this next period of payment and deliv-

ery reform is to test multiple models and achieve rea-
sonably broad participation so that the best practices
can be identified and brought to scale, the changes
made in the final rule appear consistent with that goal.
Coupled with the ‘‘closer to capitation’’ structure of the
Pioneer ACO Model, we have three logical, distinct risk
models—pure shared savings, two-sided risk, and par-
tial or full capitation. Moreover, with the program’s op-
erational start date pushed back in the final rule until
April 1 and July 1, 2012, the initial roll-out of Medicare
ACOs will be sequenced logically, with the Pioneer pro-
gram beginning in January followed by the program.
With the Advance Payment ACO Model for ACOs in
need of prepaid savings to build their ACO systems,
CMS has implemented yet another trigger to incent par-
ticipation in Medicare ACOs. CMS estimates 50 to 270
participants in the program. Elsewhere, CMMI contin-
ues to suggest that the Pioneer program is oversub-
scribed. We will see what level of participation actually
ensues.

With this final rule, CMS has addressed the most stri-
dent concerns expressed by stakeholders and policy
commentators about the program, and commentary al-
ready is generally favorable. However, these changes
certainly do not guarantee widespread participation.
Developing an effectively functioning ACO is expensive
and complex and takes time—many, of course, have
been years in the making. But the final rule, in my view,
should cause many organizations to at least take a sec-
ond look. Even though a great deal of challenging re-
quirements remain, and the financial models are uncer-
tain and may not be especially attractive to many pro-
viders, there may well be mission reasons,
organizational focus reasons, experience gaining rea-
sons, legal protection reasons and other reasons for
participating. At the very least, I would argue, the pro-
gram has a legitimate place in the constellation of ACO
and other value-based payment options being devel-
oped in the public and private sectors that together,
over time, will continue to lead to progress on the road
to accountable care.
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