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The passage of the Patient Protection
and Accountable Care Act (“PPACA”)!
has already had a substantial impact on
American medicine. Whatever repeals,
reformations, defundings, or modifications
lie in the future for healthcare reform, the
concepts and trends represented by this
legislation and its progeny clearly will
have an enormous impact on healthcare
delivery and the entire healthcare indus-
try. However, no sector of the healthcare
industry will be as heavily impacted as the
American physician. To risk being
accused of hyperbole, PPACA is poten-
tially the final event in a long series of
occurrences which will fundamentally
transform the structure of the American
healthcare industry and the role of the
physician in the same. The likelihood of
this change has long been expected, but
physicians have been amazingly resistant
to the predictions. The pressures created
by PPACA and the changes it represents
may be impossible to overcome.

To understand the potential and
probable impact of PPACA for

physicians, it is important to understand
the backdrop against which it arrives.

Pre-PPACA Physician

Environment

Declining Physician
Reimbursement

Due to a number of factors, physi-
cian reimbursement declined by 25
percent from 1995 to 2008.% In the past
year alone, physicians have anguished
while waiting for Congress to force a
delay to the sustainable growth rate
(“SGR”), which repeatedly threatened
to further reduce Medicare payments to
physicians by at least 25 percent. Relief
finally came in late 2010 for a one-year
period and again in December 2011 for
another two months,’ but these tempo-
rary fixes leave a specter of uncertainty
hanging over physician practices.

This decline in reimbursement nat-
urally has resulted in a corresponding
decline in physicians’ compensation.
According to the most recent data
available, from 1995 to 2003 a physi-
cian’s net income adjusted for
inflation declined seven percent for
many specialties.* This decline has
been both consistent and exponen-
tially increasing.

continued on page 3



Chair’s Corner

A Bridge Over Troubled Water

Not long ago, I had dinner
with my friend Beth Schermer,
who related her experiences in
being recruited by then-Arizona
governor Janet Napolitano to
assist in bringing divergent forces
together to establish a new four-
year medical school in Phoenix.
The interested parties included the two major state uni-
versities, numerous hospitals and medical groups,
research organizations, and foundations — all with their
own vision, priorities and needs. Multiple obstacles were
encountered en route to a resolution. To Beth the proj-
ect was both challenging and exhilarating. It led her to
rethink the role of leaders and lawyers in navigating con-
flict and bringing many parties to a single goal, and
ultimately led to her refocusing her efforts from the tradi-
tional practice of law to business consulting.

My conversation with Beth has led me to rethink
how I as a lawyer approach conflict resolution. As law-
yers, we are usually engaged by individual clients to
represent their interests in litigation or negotiations with
other parties. Each side’s objective is usually to maximize
its self-interest, and we perceive our role to be serving as
the client’s instrumentality in achieving that goal. Our
rules of professional responsibility are to a large extent
predicated on this perceived role of the lawyer. Arbitra-
tion and mediation, as alternatives to litigation in the
resolution of disputes, nonetheless operate in the same
paradigm of the lawyer seeking to maximize his or her
client’s position.

While the traditional role works well for most of our
efforts on behalf of clients, recent changes in the way
healthcare is organized, paid for and delivered raise the
question of whether new approaches to conflict resolu-
tion are needed. Today, the government, private insurers,
and patient safety advocates, among others, are calling
for a degree of collaboration among stakeholders not pre-
viously seen. All of us have first-hand experience with
the enmity and suspicion that often characterize rela-
tionships among hospitals, physicians, payors and
consumers. Yet, without effective collaboration, ideas
such as accountable care organizations, care management
agreements and gainsharing seem destined for failure.

Consider these examples:

e A patient and family aren’t ready for discharge, have
nowhere to go, and set up camp in the hospital.

continued on page 37
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Physicians Post-PPACA: Not Going Bust at the Healthcare Buffet

continued from page 1

Perhaps the greatest factor con-
tributing to declining physician
reimbursement is the struggle to
reduce the insupportable rate of
healthcare inflation, by both private
insurers and the government. The
physician compensation component of
these costs is perhaps the easiest cost
factor to reduce because physicians are
generally organized into small, inde-
pendent practices that cannot jointly
negotiate for higher fees due to Ameri-
can antitrust laws. In this battle,
physicians have very little ability to
negotiate higher rates from insurers
because physicians have been slow to
consolidate, whereas hospitals and
insurers have consolidated quickly,
enabling them to better negotiate to
protect their interests. In many states,
only one insurer dominates the mar-
ket.” In many towns, only one hospital
operates. Consolidation in these mar-
kets gives both the hospitals and the
insurance companies an enormous
advantage over physicians, who have
to negotiate as individual small prac-
tices, whereas the much larger
insurance companies are able to exert
irresistible leverage in negotiations to
reduce the rates paid to doctors for
their medical services. Meanwhile, the
consolidated hospital systems have a
negotiating advantage in their com-
pensation discussions with insurers as
well as with physicians for call pay and
other physician compensation.

Another factor creating the
decline in physicians’ income is their
reduced ability to benefit from ancil-
lary services. As physicians’ fees have
decreased, they have looked to the
revenues from ancillary services to
supplement their compensation.
However, the federal government has
limited physicians’ ability to utilize
ancillary services to supplement their
income through further narrowing the
opportunities available to physicians
under the federal Anti-Kickback
(“AKS”)¢ and Stark laws.” These

diversification efforts are often viewed
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by the government as efforts to over-
utilize ancillary services to increase
physician revenue. In fact, the fre-
quently used in-office exception to the
Stark law, which allows a physician to
refer a patient to the physician’s office
if it is for in-office MRI, CT, PET or
other radiology services, has been
modified by PPACA to require physi-
cians to notify the patient of similar
services offered by other providers in
the area.® Additionally, both Medicare
and private payors have reduced the
fees paid for ancillary services provided
by doctors on an outpatient basis.’

In addition to diminishing com-
pensation, physicians have been
subject to continuing operating cost
increases. Not only have rent, labor,
and malpractice insurance costs
continued to rise,'® but increased
administrative costs demanded by
insistent regulatory requirements
have overwhelmed medical groups."!
The physicians are caught in the
squeeze between decreasing reim-
bursement and increasing costs with
no clear solution in sight.

Regulatory Pressure

The regulatory pressures on physi-
cians are overwhelming. Pressures to
comply with false claims provisions,
compliance plans, AKS and Stark reg-
ulations, The Health Insurance
Portability and Accountability Act
(“HIPAA”), the Occupational Safety
and Health Act, the Controlled Sub-
stances Act and licensing requirements,
coupled with potential recovery audit
contractor (“RAC”) audits and Med-
icaid fraud unit investigations and
increased scrutiny from the Centers for
Medicare & Medicaid Services
(“CMS”) as well as potential for prose-
cution by the U.S. attorneys offices all
combine to exhaust the resources of
even the largest healthcare providers.
To smaller medical groups, the
resources that must be dedicated to
these regulatory demands are impossi-
ble to financially support.
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Another factor discouraging physi-
cians is the reality that even technical
violations can support both civil and
criminal prosecution that is both costly
and frightening. For example, the fail-
ure to sign a written contract can, and
has, resulted in a claim for refund of all
Medicare dollars paid to the hospital as
the result of referrals from the doctor
that didn’t sign the contract. Further,
this is not an uncommon claim in the
present compliance environment.

Culture Change

Another fundamental change in
the physician’s environment has been a
change in the culture of American
medicine. Very little room exists in
modern American medicine for TV
doctor Marcus Welby, whose idyllic
practice never bothered with numbers
issues like costs. Today’s regulatory
requirements and economic pressures
demand a highly efficient business
model for a physician practice. In the
past, the physicians could give free care
because they were generating revenue
sufficient to subsidize that care. In
today’s world, that margin does not
exist. Consequently, physicians are
required to work long hours, see
many patients, and spend substantial
amounts of time on non-patient
activities, such as medical teaching,
administration and research.

Meanwhile, younger physicians
graduating from medical school have
a different view of their career than
their seniors. Generally, these
younger physicians are interested in
shorter work hours, reduced adminis-
trative responsibilities, and fewer
leadership requirements. They typi-
cally are more interested in working
as physician-employees than in creat-
ing an independent practice with all
its corresponding responsibilities.'”
These factors, plus a daunting number
of actual and anticipated physician
baby boomer retirements, create
increasing pressure on physicians to
find a new business model."

continued on page 4
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continued from page 3

Lack of Capital

A number of physicians have and
are making efforts to respond to the
changing healthcare landscape in
innovative and creative ways, imple-
menting cost-cutting measures for
their patients and implementing elec-
tronic health record (“EHR”) systems.
However, in addition to the regula-
tory constraints, physicians are
impeded significantly in these efforts
by a lack of access to capital. Physi-
cian practices do not provide a
structure to develop capital resources,
since most of the profit is paid in
compensation to their doctors.'* As a
result, physicians are either aban-
doning these innovative efforts in
frustration or having to partner with
others to survive."”

Federal Policy Pressure

The final element in the pre-
healthcare reform physician
environment is the clear federal regu-
latory policy designed to encourage
physician groups to move into inte-
grated systems or larger physician
groups. The examples of this policy
are numerous: (i) the loopholes or
exceptions that have been developed
which allow hospital-owned groups to
circumvent certain AKS and Stark
requirements;'® (ii) the quality bonus
programs developed by Medicare,
which are from a practical standpoint
only available to large physician orga-
nizations because only these large
practices have the infrastructure to
measure for these quality metrics and
deliver them across a large patient
population; (iii) the requirement to
move to EHRs, which is an expense
outside the realm of possibility for
most small physician groups; (iv) the
ACE Demonstration pilot program,
which bundles physician-hospital
payments;'? and (v) the push to
Accountable Care Organizations

(“ACOs")."

As a consequence of many of
these changes in the culture

4

and economics of physician practice,
medical practices have already begun
to change dramatically. Large inte-
grated systems have begun to develop,
and their preferred methodology for
integration has been employment of
physicians. The push toward physi-
cian hospital employment is a new
trend. In the recent past, managed
care organizations experienced
increasing enrollment rates in the late
1980s and early 1990s and more phy-
sicians left private practice in favor of
employment opportunities as hospi-
tals tried to build larger integrated
systems."” However, as Health Main-
tenance Organization (“HMO”)
enrollment slowed, the impetus for
integrated care diminished. Addition-
ally, the hospitals discovered that these
physician groups were expensive and
difficult to operate. Consequently, by
the turn of the century, many of these
hospital groups had been disbanded
and the doctors returned to private
practice.”’ By 2000, only slightly more
than 7.5 percent of all physicians
were employed by hospitals.*!

This state of affairs has dramati-
cally changed. In 2008, 13 percent of
all physicians were employed by hos-
pitals.”? A survey of residents in 2008
indicated that 22 percent expected to
be employed by hospitals, as opposed
to 2003, when only five percent had
the same expectation. This expecta-
tion was corroborated by survey results
from the Medical Group Management
Association (“MGMA”), which
reported that in 2009 more than half
(65 percent) of established physicians
were placed in hospital-owned prac-
tices and almost half (49 percent) of
physicians hired out of residency or
fellowship were placed within hospital-
owned practices.” Some preliminary
statistics from the last 12 months show
that this trend has continued through
2011, with 74 percent of hospital lead-
ers planning to hire even more doctors
in the near future.”* While many attri-

bute PPACA and the threatened cuts

The Health Lawyer

to Medicare as speeding up this trend,
the race to physician employment
actually began in 2009 with Medicare
cuts in imaging. However, it is difficult
to ignore the activities occurring right
now between physicians and hospitals
as they seek ever-more imaginative
ways to integrate their structures.

As can be seen, the long-standing
American physician business model
was under great pressure from environ-
mental factors before the passage of
healthcare reform. With diminishing
compensation, increasing regulatory
pressures, changing physician culture,
lack of access to capital, and federal
policy pressures, the small independent
practice that has dominated the
healthcare delivery system was already
on the ropes. However, PPACA has
created significant cause to ask whether
this business model can survive given
the future course of healthcare.

PPACA Provisions Directly
Impacting Physicians
Anti-Kickback Reforms

As mentioned earlier, the pre-
PPACA environment for physicians
reflected an ever-increasing regulatory
scrutiny by the federal government
and state governments for healthcare
fraud. However, the statutes and regu-
lations made some defenses available
to doctors to contest fraud claims
brought by the federal or state gov-
ernments. PPACA effectively
eliminated some of the government’s
barriers to prosecuting physicians by
clarifying previous rulings in circuit
courts and precluding defenses typi-
cally used by defense attorneys to
contest fraud claims.”’

One example is the change to the
AKS’ requirement that the govern-
ment prove a knowing and willful
violation of the statute.’® Prior to
PPACA, circuit courts disagreed on
the issue of whether a person had to
have actual knowledge that he was
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violating the AKS.?” PPACA added
the following language regarding sci-
enter: “With respect to violation of
this section, a person need not have
actual knowledge of this section or
specific intent to commit a violation
of this section.””® This change clarifies
that concern and reduces the burden
of proof for the prosecution, since the
prosecution does not have to prove a
predominant intent to violate the
AKS, but only that one motive of
defendant was to generate referrals.

Changes to the Stark Laws
Disclosure of Imaging Ownership

Federal regulators and policymak-
ers have long believed that allowing
physicians to receive revenue from
imaging owned by the physicians
invites over-utilization of those ser-
vices. Through various mechanisms,
including the federal anti-markup
provisions,” the elimination of shared
ownership of imaging facilities,”® and
the elimination of the per-click pay-
ment structure,’’ CMS has greatly
reduced the ability of the physicians
to own imaging facilities.

For example, as noted above,
PPACA requires physicians referring
patients for imaging services within
their group practice to give their
patients written notice that the
patient may obtain this service out-
side the physician’s group practice.*
This provision applies to MRI, CT,
and PT scans, as well as “any other
radiology and imaging equipment that
the Secretary determines appropri-
ate.”” In addition to this notification,
the physician is required to provide a
written list of alternative suppliers in
the area where the patient resides.’
The number of patients that will
change their mind and seek imaging
elsewhere is likely to be de minimis,
but the burden on physician practices
and the opportunity for a prosecutable
mistake or violation on the physician’s
part are significant, although the final
rule by CMS does ease some of the
administrative burdens on physi-
cians.” While this new rule can
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adversely impact physicians’ ability to
own and operate an imaging facility,
many also believe that the trade-off
in offering the patient the choice is
important and outweighs the poten-
tial impact on physicians.

Self-Disclosure Protocol

Under Section 6409 of PPACA,
the Department of Health and Human
Services (“HHS”) was authorized and
required to create a self-disclosure
protocol that allows physicians to
self-report Stark violations to the gov-
% This provision seemingly
will allow CMS to compromise or
waive Stark sanctions, which it had
heretofore not had the ability to do. It
was hoped that the regulations promul-
gated under this provision would give
some greater definition as to what
types of Stark violations would be sub-
ject to waiver or reduction in penalty.
However, the recently promulgated
regulations do little more than quote
the language of the statute and are
very unhelpful in determining how
these self-disclosures may impact phy-
sicians.’” In fact, to date only two
cases have been settled by CMS
under the new rules, with no guid-
ance as to how the settlements were
obtained and what, if any, further
action was taken against the self-
referring entities.*

ernment.

Physician Ownership of
Hospital Prohibition

Probably the most important
change to the Stark law contained
within PPACA is the prohibition
against physician ownership of hospi-
tals.” From its inception, the Stark
law had contained a provision that
allowed physician ownership of hospi-
tals under certain circumstances. In
many states, this exception to the
Stark law has resulted in a rapid
growth of hospitals owned at least
partially by physicians. Opponents of
physician-owned hospitals argued
that this growth of physician-owned
hospitals resulted in higher utiliza-
tion or “cherry-picking” of patients.
Consequently, proposals were made

The Health Lawyer

to eliminate cherry-picking or
over-utilization.*

However, PPACA opted for
complete prohibition, subject to a
grandfathering provision. The final
result is that a physician-owned
hospital holding a Medicare provider
number prior to March 23, 2010 (the
date of PPACA’s enactment) cannot
expand the number of beds, proce-
dure rooms, and operating rooms for
which it was licensed on that date.*
PPACA grants a small exception for
hospitals that were in construction
and that did not have their Medicare
provider number on March 23,
2010.* Those hospitals were allowed
to continue construction and operate
as long as they completed their con-
struction before December 31, 2010
and obtained their Medicare provider
number before that date.* In addi-
tion, no physician-owned hospital
may expand the percentage of owner-
ship in the hospital after the date of

enactment.*

The consequence of this change
will be the eventual elimination of
any hospitals developed by physician
owners. Those hospitals that pres-
ently have physician ownership will
be able to continue for some
unknown period of time. Their
inability to expand will likely require
many of them to divest their physi-
cian ownership or ultimately fail
economically.*

The irony of this change is that it
eliminates one method for integrating
physicians and hospitals. Another irony
is the reality that much of the competi-
tion for existing hospital systems has
been created by expansion of physician-
owned hospitals.* The elimination of
this competition combined with the
continued concentration of the hospital
industry will ensure that hospitals will
not have as many competitive pressures
to reduce their rates or perform services
more efficiently.*” The only pressure on
hospitals to reduce rates and perform
services efficiently will come from the
payment methodology. These same

continued on page 6
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continued from page 5

payment methodologies if applied to
physician-owned hospitals would gener-
ate the same incentives to provide more
quality services at higher efficiency,
without the anti-competitive impact.®®

False Claims Act
The False Claims Act (“FCA”)¥

has become the statute of choice for
federal prosecutors in the enforcement
of the AKS and Stark law. While the
penalties and remedies in the FCA
already give the prosecutor a substan-
tial advantage, PPACA further
strengthened the FCA in several ways:

1. PPACA affirmatively requires provid-
ers to report and return overpayments
and to report in writing the reason the
overpayment occurred.”® No longer
can physician practices arguably
engage in a cost-benefit analysis of
repayment and hope to “fly under the
radar.” While the federal government
has long held that overpayments must
be refunded, PPACA dramatically
increases the requirements for and
consequences of overpayments.”’ The
new law creates an affirmative and
express obligation to make repayment,
and the failure to do so is now another
violation of the FCA.* A report of an
overpayment must be made within 60
days after discovery of the overpay-
ment.”” Failure to do so is deemed to
be a false claim.

2. PPACA amends the AKS to clarify
that claims for services resulting from
the kickback constitute a false claim.**

3. PPACA expands the reach of the
FCA to payments made in connec-
tion with any insurance plan issued
under the new health benefit
exchanges.”” Therefore, the FCA
will not apply just to Medicare or
Medicaid, but to any private insur-
ance plans issued under the
exchanges. This is a substantial

expansion of the types of payments
subject to the FCA.

4. The qui tam provisions of the FCA
were also expanded so that it is now

6

easier for whistleblowers to collect
from these claims. First, the law
changed the limitations of public
disclosure. In the past, if facts used
to demonstrate a violation of the
FCA were already made in state
proceedings or private litigation,
they were not available for a relator
to utilize in a whistleblower claim
and the whistleblower would not
be entitled to recovery. Under
PPACA, revelations in a state pro-
ceeding or private litigation are no
longer public disclosures that would
disqualify a relator from recovering
under a whistleblower claim.”

The original source exception was
broadened, as well. Prior to
PPACA, the whistleblower had to
have knowledge of the facts under-
lying the allegation that was “direct
and independent....””” The lan-
guage is now changed to say that
knowledge that is “independent of
and materially adds to the publicly
disclosed allegations” is and will
entitle the whistleblower to
recover.”®

Other Provisions Strengthening
Compliance Authority

In addition to the changes to the
FCA, PPACA strengthened the gov-
ernment’s compliance resources in
other ways:

1. PPACA expanded administrative
penalties available to CMS. Now,
Medicare and Medicaid payments to
a provider can be suspended “pend-
ing an investigation of a credible
allegation of fraud.””’ Further, CMS
can exclude any entity that know-
ingly makes or causes to be made a
false statement or omission in an
application agreement, bid, or con-
tract to participate as a provider
under a federal healthcare program.®

2. PPACA authorized the Secretary of
HHS to mandate providers to have
a compliance program.®" These
mandatory compliance programs
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will apparently be rolled out to dif-
ferent categories of providers over
the next several years. However, it is
very likely that physicians will be
included in these mandated compli-
ance programs.

3. PPACA expanded the resources
available to prosecute fraud and
abuse.®” Three hundred million
dollars was added to the funds
available to prosecute fraud and
abuse over the next 10 years.
PPACA authorized increased
provider scanning and enhanced
oversight of providers. It expanded
the use of RAC audits for Medicaid
and Medicare Parts C and D. It
also broadened HHS’ subpoena
power to apply to cases involving
allegations that a party is defraud-
ing federal healthcare programs.
Nor did healthcare reform ignore
the criminal penalties for health-
care fraud. PPACA required that
federal sentencing guidelines be
amended to increase sentences for
defendants convicted of federal
healthcare offenses and added vio-
lations of the AKS to the category
of offense.

These enhancements to the
prosecution are considered by the
government to be important tools
needed to reduce fraud and abuse and,
thus, reduce healthcare costs. That
may very well be true, but the
increased compliance costs they cre-
ate adds exponentially to the costs of
practicing medicine. These changes
further increase the pressure on the
small practice to seek protection from
a larger organization that can afford
the resources necessary to comply
with the labyrinth of federal and state
regulations.

PPACA Reforms Beneficial
to Physicians

Although there are a number of
healthcare PPACA provisions that
could be viewed as detrimental to phy-
sicians, PPACA did provide certain
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benefits to physicians, particularly
in the area of reimbursement for
primary care.

1. Primary care physicians will receive
a 10 percent incentive payment for
all Medicare charges.”® This pay-
ment is inclusive for primary care
practitioners, defined by Section
5501 as a physician with a specialty
in family medicine, internal medi-
cine, geriatrics, and pediatrics.

2. General surgeons performing major
procedures in health professional
shortage areas from 2011 to 2015
will receive a 10 percent incentive
payment.*

3. Psychotherapy services were subject
to a five percent incentive payment

through December 31, 2010.©

4. PPACA authorizes the Secretary of
HHS to establish geographic pay-
ment adjustments for physicians in
56 localities, which include 42
states, Puerto Rico, and the Virgin
Islands.®® These provisions allow
the geographic practice cost index
(“GPCI”) to be adjusted as follows:
For 2010, the law reinstated a floor
of 1.00 on the work GPCI that
expired December 31, 2009. For
2010 and 2011, Medicare increased
the practice expense GPCI in all
payment locales that had a practice
expense GPCI below the floor of
1.00 (Montana, North Dakota,
South Dakota, Utah, and Wyo-
ming). These changes had the
effect of payment increases in a
number of states.

5. The Medicare quality reporting
incentive payments of one percent
was paid in 2011 and 0.5 percent
will be paid from 2012 to 2014 for
voluntary participation in patient
quality reporting.®” Additionally, a
0.5 percent payment will be made
to physicians who participate in a
qualified maintenance of certifica-
tion program.®® However, the
physician payment will be reduced
1.5 percent in 2015 for physicians
who do not successfully participate
in the patient quality reporting
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program. In 2016, a two percent
penalty may be assessed for failure
to participate.

6. Medicaid payments for primary
care physicians were raised to

Medicare rates for 2013 and 2014.%°

Of course, one major potential
benefit created by PPACA to physi-
cians is the substantial expansion of
insurance coverage to the large num-
bers of patients who presently do not
have healthcare insurance. Some
already estimate that between an
aging population and overall popu-
lation growth, U.S. physicians’
workload will increase by 29 percent
from 2005 to 2025.7 Theoretically,
the further expansion of potential
payments and payor sources by an
increased number of insured patients
should be a benefit to doctors.

However, in reality many physi-
cians around the country are already
fully occupied in providing patient
care. They are not missing the patient
volume, but they are being squeezed
by reduced reimbursement for those
patients and increased cost of care
as described earlier. The increased
demand for access to doctors may
only bring more criticism on the doc-
tors as they develop long delays for
appointments or limit their practices.
This is what occurred in Massachu-
setts when universal insurance was
implemented.”

Indirect Implications of PPACA
for the Physician Industry

One of the major new initiatives
legislated in PPACA is payment
methodology reforms and incentives
to create new types of integrated
delivery organizations, such as
ACQOs.™ Except for ACOs, the stat-
ute does not describe in detail what
these organizations will look like.
However, an examination of the vari-
ous proposed structures leaves little
doubt that these innovations will
drive the healthcare industry in gen-
eral and physicians in particular to
significant integration.

The Health Lawyer

Medicare Shared Savings Program

PPACA’s ACO program is called
the “Medicare Shared Savings Pro-
gram” or “MSSP”. Generally speaking,
an ACO is an organization of physi-
cians and other healthcare providers
held accountable for the overall
quality and cost of care delivered to a
defined population of traditional fee-
for-service Medicare beneficiaries, who
are assigned by CMS to an ACO.”
The theory behind the ACO concept
is that coordination of care (and thus
cost-savings) is difficult to achieve
without integration among the pro-
viders that deliver patient care.
Therefore, ACOs are incented, in the
form of “shared savings” discussed
herein, to manage care in a manner
that results in cost savings.” The
ACOQO also holds providers accountable
for clinical outcomes by required clini-
cal outcomes reporting and other
performance measures.”

While extremely similar to the
players in the alphabet soup of managed
care players in the 1990s — the indepen-
dent physician associations (“IPA”s),
the physician-hospital organizations
(“PHO”s), and the HMO? — ACOs
differ significantly in that the account-
ability rests with the providers, rather
than the insurers; no health plan inter-
mediary is required to contract with the
provider organization; ACOs have
great flexibility in their provider com-
position; and ACOs allow for payment
under a fee-for-service arrangement.

The ACO Shared Savings con-
cept gets heightened attention under
PPACA. PPACA established an
ACO program for Medicare, which is
scheduled to begin in 2012.7 While
the MSSP applies only to Medicare,
many anticipate that third party pay-
ors likely will follow this trend.” In
fact, PPACA allows for preferential
participation in the Medicare ACO
program for organizations that have
ACO arrangements with third party
payors.”

One of the other initiatives cre-

ated by PPACA was legislative

continued on page 8
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direction to the Secretary of HHS to
create and begin operation of the
Center for Medicare & Medicaid
Innovation (“CMI”) no later than
January 1, 2011.%° PPACA charges
CMI with testing innovative payment
and service delivery models to reduce
program expenditures under Medicare
and Medicaid while preserving or
enhancing the quality of care. In
selecting such models, HHS must
give preference to models that also
improve the coordination, quality,
and efficiency of healthcare services
furnished to Medicare or Medicaid
beneficiaries or beneficiaries of both
programs. PPACA also gives HHS the
authority to waive certain laws such
as the AKS and Stark law while test-
ing payment models.

National Pilot Program on
Payment Bundling

PPACA calls for the Secretary to
establish a pilot program for integrated
care, using episodic payments centered
around hospitalization.%! This pilot
program will be available to entities
comprised of providers of services and
suppliers including a hospital, a physi-
cian group, a skilled nursing facility,
and a home health agency. These enti-
ties will be required to submit an
application to the Secretary of HHS to
provide applicable services. The Secre-
tary is authorized to develop various
payment methods for these pilot pro-
grams.*” Those payment methods can
include bundled payments and bids
from entities for episodes of care.

Family Medical Homes

The federal government has partic-
ipated in family medical home pilot
projects for several years, as noted
below. PPACA authorizes HHS to pro-
vide grants or contract directly with
states to establish community-based
interdisciplinary, interprofessional
teams to support primary care prac-
tices.® These teams must agree to
provide services to eligible individuals
with chronic conditions.
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PPACA sets out a number of
requirements for a family medical
home. Since these entities are not
hospital centric, they require personal
physicians to lead other health pro-
viders in caring for the patients. It is
assumed that care will be coordinated
through all of the providers using
integrated healthcare technology,
which some argue must be updated to
meet the new demands.®* Interest-
ingly, it has a requirement that
payments recognize the primary care
value and should reflect both physi-
cian and non-physician value,
including non-face-to-face visits in
care management.

Presently, there are estimated 26
ongoing medical home pilots encom-
passing more than 14,000 physicians
in over 4,500 practices, treating five
million patients.® So far, the results
have been mixed. Overall, not all
physicians and other providers adapt
quickly to this change in their prac-
tice. Further, many times patients do
not perceive this change to be benefi-
cial. In particular, the use of nurse
practitioners and paraprofessionals
often are perceived by the patients to
be a restriction on their access to
care. However, data does suggest that
patient outcomes improve and costs
become lower with use of a medical
home, but it requires substantial
investment in technologies and infra-
structure to obtain this success.*

Other Programs

PPACA is a cornucopia of inno-
vative delivery models. These models
include demonstration projects such
as Integrated Hospitalization Care,”
Medicaid Global Payment Project,*
and the Pediatric Accountable Care
Program.” CMI* has 20 models listed
for testing, including the patient-cen-
tered medical home, payment and
practice reform in primary care, and
direct contracting with providers.”
PPACA provides six billion dollars of

federal money to develop nonprofit,

The Health Lawyer

member-run health insurance programs
to compete with the existing programs.
[t authorizes payment changes to hospi-
tals, which would require doctor
participation to achieve. These changes
include value-based purchasing,
reductions in payments for hospital
infections, and reductions in payments
for hospital re-admissions.

Although these proposed programs
may appear, at first, like a helter-skelter
fashioning of a lab experiment with the
American healthcare system as the
guinea pig, most of these proposed
programs involve integration among
providers in some fashion, whether
through legal entities or contractual
relationships. These integration efforts
will require the ability of participants to
develop cross-professional and facility
organization that will involve adminis-
tration and technology. Moreover,
most of these programs involve the use
of electronic communications of health
records among these participants.

These programs also involve
reformed payment structures that
eschew the fee-for-service model for
other joint payments that must be
shared by the various providers through
some formulaic or other methodology.
If these models expand and proliferate,
the role of the physician in these
models is critical. The current, frag-
mented physician structure of the
industry will have a difficult time
positioning to provide this type of
integrated care because it cannot gen-
erate the necessary capital, nor
provide the infrastructure, the leader-
ship, or the operational administration
to cope with these requirements with-
out collaboration among themselves.

Options for Physician Roles

after Healthcare Reform
Given the current environment

and the implication of healthcare

reform, what will be the role of the
physician in the future? This question
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is quite different from what should be
the role of the physician in the future.
The economic difficulties, combined
with the policy imperatives embodied
in PPACA, create a strong probability
for a new reality in the immediate
future. Physicians will have to decide
whether and how they want to partic-
ipate in the new delivery models.
Some physicians may choose to retire.
Others may practice in rural areas
that may not be greatly impacted.
However, most will be required to
change their practices if they are to
continue practicing. Physicians may
consider the following options avail-
able to them:

Remain as Independent,
Small Practitioners

As noted above, physicians in
small practices are under extreme eco-
nomic pressure. They are entrapped in
a web of the following potentially
debilitating circumstances:

1. A fragmented, unaffiliated profes-
sional group with no ability to gain
market leverage;

2. Highly regulated reimbursement
rates in an environment emphasiz-
ing cost reductions;

3. Ever increasing layers of regulation
directed at reducing their ability to
generate supplementary revenue;

4. A highly complex set of regulations
demanding costly technology and
infrastructure; and

5. A substantial number of impending
retirements with young replacement
lacking entrepreneurial incentives.

In the face of this harsh environ-
ment, it will be difficult for physicians
to maintain the existing fragmented
practice.

Concierge Medicine

An increasing number of phy-
sicians have turned to concierge
medicine, also known as retainer or
boutique medicine, to retain their
individual practices. Physicians pro-
viding concierge medicine charge their
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patients directly, usually on a flat fee
basis, for basic primary care medical
services. These direct payments from
the patients can be used as the sole
source of income for the physicians,
who take no insurance, or they can be
used as supplementary payments to
those physicians who take insurance,
in addition to the concierge payments.

This business model has several
limitations. First, the model typically
works best for people in good health,
since specialty and hospital care are
not covered. Second, this model is
harder (though not impossible) to
apply to the low-income population.
Third, as payment methodologies
change from fee-for-service to bun-
dled payments, shared savings, and
other payment structures, the fee-for-
service model utilized by many
concierge doctors as the basic under-
pinnings of their economic viability
may not be available. For example, a
concierge physician who takes com-
mercial insurance on a fee-for-service
basis but receives supplemental pay-
ments from the patients will, in many
cases, lose the ability to obtain those
fee-for-service payments because of
provisions in the insurers’ provider
contracts prohibiting balance bill-
ing.”” Fourth, the government and
private payors may push to preclude
concierge medicine, which has been
regarded with some disfavor as a
model favoring the wealthy. Also,
some payors won’t contract with a
physician offering concierge medicine
since it’s seen as violative of his or her
contract. On the other hand, some
medical home pilots for chronic
patients look much like a concierge
model with longer visits and closer
attention from the doctor. If the
healthcare system continues to inte-
grate, concierge medicine’s role is
unclear, although it may become part
of the options available.

Large Medical Groups

Another possible structure for
physicians in this new reform world is
the large physician-owned medical
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group. These groups may be single-
specialty or multi-specialty. If this
group is large enough, it will be able
to use its leverage in the market to
partner with hospitals in the develop-
ment of an integrated delivery system.
Their ability to deliver large numbers
of physicians to an integrated system
in a coherent and organized fashion
will make them an attractive partner
for hospitals seeking to develop large
delivery systems. Because of this value
to the integrated delivery system,
these larger medical groups should be
able to negotiate better economic
positions for them in the system as
well as greater roles in the ownership
and governance of these systems,
although the regulatory limitations for
this kind of partnership is unclear and
depends largely on the Secretary of
HHS and her action or inaction on the
authority granted to her regarding waiv-
ers of the AKS and antitrust laws.”

However, large medical groups are
not without challenges. Over the last
few decades, physicians have resisted
self-governed integrated organizations.
These opportunities include chances
for dissension and disagreement
between the personalities owning
the group over compensation and
control, particularly if the group is
multi-specialty. To keep pace with the
other players, the group will require
access to capital. Physician organiza-
tions have been unable to develop
internal capital and have no methods
to obtain outside investor capital.
Finally, the rapid integration of a
fragmented medical community into a
large medical group requires extraordi-
nary leadership. Physicians have not
been trained to provide that type of
leadership, and natural-born physician
leaders are too few to develop many of
these organizations in a short period of
time. As a result, either the concept of
physician leadership in the healthcare
market will need to be redefined based
on new models of organization or
potentially only those large medical
groups already in existence will be able
to pursue this option.”

continued on page 10
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Management or Service
Line Companies

Another model for physicians
involves using management or service
line companies with adjunct medical
groups.” Many large specialty groups
today, particularly hospital-based phy-
sicians, have organized and compete
against each other for hospital con-
tracts. Many hospitals find it very
simple to contract with a group that
will do a turn-key job and provide all
of the outsourced medical and related
administrative services for the hospi-
tal on a contract basis, as opposed to
developing its own hospital-based
group. These groups may contract on
a regional basis or even develop into a
standard corporate structure without
substantial physician ownership.
Rather, they will be run much like
their hospital clients, with limited
physician input. These groups will
need to be able to manage physicians
and provide effective medical ser-

vices, which historically they have
failed to do.

Options for Rural Physicians

While rural physicians must over-
come the difficulties inherent in being
small independent practitioners, rural
physicians may be strong players in
their locale. Because of the rural hospi-
tals’ need for physicians, those
physicians, if united, even outside a sin-
gle medical group, can exert enormous
pressure on a hospital. Consequently,
rural physicians may be able to con-
tinue in small groups with the hospital
as the only coalescing entity in the
community. The hospital’s role will be
increasingly complicated as it receives
payments in a bundled or short-shared
savings form but has to pay physicians
in a standard fee-for-service mode.
While frustrating for hospital adminis-
trators, this scenario may be the only
one in which they likely are able to
retain their present business model of
the independent practice. This model
is not without antitrust, AKS, and
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Stark concerns since it relies on pay-
ments by the hospital in order to
maintain the physician’s practice.
However, the extreme need in these
communities will require either policy
changes or more lenient prosecution
at some point.

Hospital Employees

By far, the quickest method of
creating integrated delivery systems is
the hospital employment of physi-
cians. An increasing number of
physicians are looking for employ-
ment from hospitals as a stop-gap
measure against reduced compensa-
tion. Hospitals are comfortable with
the employer-employee relationship
and believe that they will be better
able to position themselves in a
changing marketplace and control
physicians as employees rather than
as partners or contracted physicians.”
Additionally, physician employment
reduces many of the complexities of
the AKS and Stark laws.”” Clearly,
under Stark the compensation for the
physicians would still have to be mea-
sured by fair market value. However,
this model eliminates such complicat-
ing concerns as ancillary service
income, stand-in-the-shoes restric-
tions, and physician ownership of
facilities.

What the employment model
does not do is eliminate a potential
future fraud and abuse concern. Spe-
cifically, as reimbursement continues
to decline for physicians, many hospi-
tal-employed physicians may not be
profitable individually. It may cost
more to hire them and to pay their
expenses than the amount of revenue
they generate in their practices. In
effect, the hospital would have to sub-
sidize the physician’s practice. At
least one federal prosecutor has taken
the position that a payment to a doc-
tor that would put the physician’s
medical practice in a losing posture is
automatically a violation of the Stark
law.” This conundrum may evaporate

The Health Lawyer

as healthcare reform progresses and the
Secretary grants waivers to the Stark
law and AKS. However, in the interim,
this problem is a real concern for rural
hospitals in particular because the
reimbursement for physicians in rural
areas is largely low-paying Medicare
and Medicaid. Therefore, in order to
attract physicians to rural areas, hos-
pitals often need to subsidize the
physician practice. Stark and anti-kick-
back issues create obstacles to those
subsidies when the doctor is unable to
generate enough revenue to support
his or her own salary. The question
becomes “Why is the hospital paying
the doctor more than he can earn?”
One assumes that the hospital needs
the doctor to refer to the hospital.
The problem with this answer in a
world with Stark and anti-kickback
laws is obvious.

Employment will result in a trans-
formation of the physician’s practice.
Physicians will clearly have less con-
trol over their office operations and
clinical methods. On the other hand,
they will no longer be saddled with the
administrative and operational duties
of running the practice. Essentially,
the physician looks more like part of
the labor force that must negotiate
with its employer for compensation
changes.

Employed physicians also face the
significant question of what roles they
play in governance of the hospital.
Most of the highly respected inte-
grated systems in the country have
developed from physician-centric
organizations, and physicians presently
retain a substantial role in the gover-
nance of those delivery systems.
However, hospital-centric organiza-
tions have not developed that type of
physician participation and gover-
nance. Of course, they have their
medical directors and public relations
doctors. Nonetheless, the medical
staffs have been the core of the physi-
cian leadership. In integrated delivery
systems, many physicians are not
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involved in the hospital at all but
perform strictly outpatient roles. In
hospital-employment situations,
physicians will have a hard time
negotiating meaningful leadership
roles in the delivery systems unless
the hospital administration is recep-
tive. Perhaps changing payment
methodologies will convince hospi-
tal administration that physicians
have to take an important role.
However, more likely, those changes
may exacerbate tensions and hospital
administrators will continue to oper-
ate their top-down organizational
structures, expecting physicians to
perform as employees.

Partnering with Health Insurers

Recently, several of the large
health insurance companies have
ventured into the acquisitions of
providers. United Healthcare
acquired Monarch, a large physician
network in California. Humana
acquired Concentra, a large provider
of worker’s compensation care
nationally. Cigna has acquired a
medical group in Phoenix and a large
physician management organization,
HealthSmart, in the South and
Southeast. Meanwhile, Blue Cross
Blue Shield in Pennsylvania and
West Virginia has acquired a six-hos-
pital system.

This new trend creates possible
options for physicians. Obviously,
insurers are at least experimenting with
the idea that they can better control
costs if they control the physician
through employment or other mecha-
nisms. Thus, a possible option is to
partner with an insurance company
through employment or other contrac-
tual means. In some cases, this may be
a very positive option for physicians.
However, it should be noted that in
the 1970s and 1980s, Prudential was a
major player in healthcare through its
subsidiary, PruCare. PruCare had asso-
ciated medical groups, which were
exclusive to PruCare, in many of its
markets. This ultimately was a failed
model and should be studied to make
sure that it does not occur again.
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Insurance CO-OPs

One of the more obscure provi-
sions in PPACA was the funding of
so-called insurance CO-OPs, which
enable communities to set up insurers
locally. PPACA also provided sub-
stantial funding to allow these
CO-OPs to organize. Presently, these
seem to be developing in the Midwest
as local communities struggle to find
competitors in their insurance mar-
kets. Although these organizations
cannot be controlled by providers,
certainly physicians could take a
major role in organization of these
CO-OPs and provide services to the
members of these organizations.”

Caveats
Physician Shortages

A major unknown in this portrait
of American medicine’s future is the
impact of the impending physician
shortage. The United States is begin-
ning to experience a dramatic
shortage of physicians. Presently, the
United States has 352,908 primary
care physicians, and the Association
of American Medical Colleges esti-
mates that 45,000 more will be
needed by 2020.'” Recently, the
Association of American Medical
Colleges projected that nationwide
physician shortages would rise to

62,900 doctors in five years and
91,500 by 2020.™

These shortages are not only in
primary care. A national survey con-
ducted by the National Association of
Children’s Hospitals and Related
Institutions found that the top pedi-
atric specialist shortages were in
neurology, developmental-behavioral
pediatrics, gastroenterology, general
surgery, and pulmonology.'®* More-
over, this shortage will be exacerbated
by the increase in demand. To some
degree this physician shortage may be
moderated by the use of physician
extenders. Also, some people argue
that a reduction in specialists will be
a good development as unnecessary
procedures will be reduced. However,
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with the increased demand and
already existing shortage, doctors will
be at a premium in many locations.

The impact of this shortage on the
physician landscape after reform is
hard to project. This shortage likely
would increase the leverage of physi-
cians in securing positions. However,
the present regulatory scheme may
create limitations on this economic
pressure. Presently, compensation of
physicians is limited to fair market
value. The fair market value is deter-
mined by consultants who look at
compensation for similar physicians in
the same region. If that present com-
pensation has been depressed because
of regulatory limitations on reimburse-
ment, no clear mechanism will allow
higher compensation to be paid to a
new physician than is already paid in
the market. No doubt, the government
and/or the valuation consultants will
eventually articulate a methodology
that will allow this increase, but it may
be delayed. Further, this physician
shortage likely will not change the
overall trend toward hospital employ-
ment of physicians rather than
partnership between hospitals and
physicians, because many of the factors
discussed earlier which lead to a resur-
gence of physician employment still
remain. The physician shortage will
most likely eventually result in stabiliz-
ing and, perhaps even increasing
physician compensation, but it will
probably not change the trend toward
integration of the providers into large
delivery systems.

Intractable Management Issues

One of the reasons that it has
been so difficult to consolidate physi-
cians is the difficulty of managing
them. As early as 2003 studies have
shown that lack of cooperation by phy-
sicians and lack of leadership rank
among the most frequently cited barri-
ers to forming large medical groups.'”
The large, integrated systems like Mayo
Clinic, Permanente, and Geisinger are
historical anomalies that developed in
unique communities under unique cir-
cumstances.'® The industry has

continued on page 12
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already witnessed the debacle of phy-
sician management companies efforts
to corral physicians into manageable
organizations at the end of the century,
as most of these companies are now
defunct or out of the management
business. Hospitals have also made a
hash of managing physicians for the
most part in the past.

Presently, it appears that hospitals
and other non-physician organizations
are rushing into ACOs and other inte-
grated entities by trying to capture as
many physicians as possible and mak-
ing hurried decisions to implement
the ACO without creating effective
management.'® Some physician-run
organizations are being implemented
successfully, but those examples are few
and far between for the reasons cited
above. Not much thought is going into
how those organizations can best be
organized to insure the loyalty and
cooperation of the physicians. The
pressures of change likely will not allow
for any cautious contemplation of new
organizational structures that will avoid
the past problems. For example, should
doctor leaders from the acquired groups
be given major decision power over the
groups? Should the members of the
group be able to select their own lead-
ers of the employed group? Does the
existing hospital medical staff model
have potential application to these
medical groups? Should the manage-
ment group administering the medical
group be the boss of the medical group
or vice versa! It will take years to
develop a new workable model. As
usual, the industry likely will try to fix
this after the great consolidation slows
down. Those entities trying to react to
this consolidating imperative should
direct some resources to sharply ques-
tioning the existing ideas on how to
make these groups effective, efficient
delivery systems.

The “Quality Conundrum”

Finally, one very important caveat
is the push to new “quality” frontiers in
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medicine. These initiatives range from
safety guidelines to hospital infection
control to medication error prevention
to “quality” profiles and measures.
While the country’s current healthcare
system clearly needs to strive for
improved quality, outcomes, and effi-
ciencies, some of the new proposed
measures seem geared to drive the
industry toward protocol-driven
medicine rather than striving for
innovation and improvement.!%
Such “cookbook” medicine is con-
troversial in medical circles and its
contribution to quality is questioned
by many.

Conclusion

After implementation of health-
care reform, it is difficult to imagine any
significant survival of the present frag-
mented physician industry structure,
except in rural areas. The most likely
portrait of physician life in the United
States 10 years from now will include
some large integrated systems in which
physicians play an important role as
partners. However, the majority of phy-
sicians will be employees of these
integrated systems without any particu-
lar governance role. It remains to be
seen how much physicians will partic-
ipate in those organizations and at what
compensation level they will be paid.
Likely they will have roles akin to the
medical staff in present hospitals. They
will be much less entrepreneurial and
much more of an employed labor mind-
set. Organized medicine will have
declined substantially, perhaps to be
replaced by unions. Depending on how
the regulatory scheme develops, con-
cierge medicine may or may not be an
important part of the delivery system.

If the delivery systems are able to
accommodate this form of healthcare,
it may flourish. However, if it is seen
as ineffective at reducing costs and
providing care, those systems will not
survive. All in all, it is hard not to
conclude that the age of the fiercely
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independent, entrepreneurial physician
will rapidly decline over the next five
years. Whether this is a good or bad
thing for the health of the United
States is not clear, but it will have a
substantial impact on how doctors
see themselves and how patients see
their doctors.
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Healthcare providers have long
been advised (and sometimes required)
by federal and state authorities to self-
disclose any overpayments received
from governmental healthcare pro-
grams. Historically, disclosure
obligations have not always been clear,
especially if the overpayment resulted
from a healthcare provider’s uninten-
tional act or lack of actual knowledge
of improper billing or referral prac-
tices. Recent federal legislation,
however, has clarified that even a pro-
vider who does not act with actual
knowledge in failing to refund over-
payments may nevertheless face
substantial liability. Moreover, such
legislation has also imposed a specific
60-day time limit for reporting and
refunding identified overpayments
received from the Medicare and
Medicaid Programs.

Even with the new legislation,
however, there are still many factors
to consider — and some still unresolved
issues that must be navigated — in
deciding when and how to pursue a
self-disclosure. This article will pro-
vide an overview of: (1) the scope
and nature of the legal obligation to
disclose and refund overpayments,
especially as clarified under the recent
federal legislation and as provided in
long-standing guidance from federal
agencies; and (2) the options and
processes for disclosing overpay-
ments to government agencies.

The Legal Obligation
To Disclose And Refund

The Social Security Act imposes
criminal penalties on providers who
knowingly keep overpayments received
from federal healthcare programs.' The
government has relied on such penalty
provisions to support the premise that,
when a healthcare provider has knowl-
edge of an overpayment, there is an
affirmative legal obligation to refund
the money to the government. In fact,
the Office of the Inspector General in
the Department of Health and Human
Services (“OIG”) has cited to this pro-
vision in the Social Security Act and
stated that the failure to repay overpay-
ments within a reasonable period of
time could be interpreted as an inten-
tional attempt to conceal the
overpayment from the government,
thereby establishing an independent
basis for a criminal violation under
this statute.”

Congress clarified the scope of
the obligation to refund in 2009 in
the Fraud Enforcement and Recovery
Act (“FERA”),” and then again in
2010, as part of the Healthcare reform
legislation under the Patient Protec-
tion and Affordable Care Act
(“PPACA”).* FERA and PPACA,
among other things, amended two
other federal statutes — the civil False
Claims Act (“FCA”)° and the Civil
Monetary Penalties Law (“CMPL”)¢ —
to expand the scope of the obligation
to refund and impose potentially
severe monetary penalties for any
violation of that obligation.

The Amendments to
the FCA under FERA

Prior to the 2009 enactment of
FERA, the FCA provided for the
imposition of treble damages’ and
monetary penalties on a person who,
among other acts, “knowingly makes,
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uses, or causes to be made or used, a
false record or statement to conceal,
avoid, or decrease an obligation to
pay or transmit money or property to
the Government.” The Department
of Justice (“DQO]J”) has regularly
argued that this provision created
“reverse” false claims liability that
covered the knowing retention of
payments from federal programs when
the person had no right to them.’

In FERA, Congress resolved any
possible controversy over this “reverse”
false claims theory by making explicit
in the FCA statutory language two
provisions: first, FCA liability arises
when a person “knowingly conceals or
knowingly and improperly avoids or
decreases an obligation to pay or
transmit money or property to the
Government” (emphasis added);"° and
second, an “obligation” to pay includes
“an established duty, whether or not
fixed, arising . . . from the retention of
any overpayment.”'! These two
changes were intended, according to
the Congressional history, to clarify
that the retention of overpayments are
actionable under the FCA. Indeed, the
Senate Report accompanying FERA
specifies that it was a DOJ recom-
mendation that Congress make it a
violation of the FCA “once an over-
payment is knowingly and improperly
retained, without notice to the Gov-
ernment about the overpayment.”'?
Accordingly, as the Senate Report
stresses, “any knowing and improper
retention” of an overpayment would
be actionable, if the overpayment is
retained “beyond the final submission
of payment as required by statute or
regulation.”"’

These FERA amendments are far
reaching, given that under the FCA,
the terms “knowing” and “knowingly”
are defined very broadly. Specifically,
these terms include not only having
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“actual knowledge,” but also acting in
“deliberate ignorance” or in “reckless
disregard of the truth or falsity” of infor-
mation in a claim or record. Moreover,
the statute expressly provides that “no
proof of specific intent to defraud is
required.”™* As there is an expectation
that providers will stay current with all
Medicare requirements,” these lower
thresholds traditionally have been
proven if, for instance, Medicare dis-
seminated specific information
updating how to document and code a
particular service and a provider of that
service did not incorporate that
updated information into its documen-
tation and coding practices and
consequently submitted false claims.
Therefore, even if a healthcare provider
does not act with actual knowledge in
retaining an overpayment, but receives
and retains an overpayment from a fed-
eral healthcare program (which
includes Medicare and Medicaid)
through “deliberate ignorance” or in
“reckless disregard,” that provider may
still be subject to FCA liability. In prac-
tical terms, this means that providers
have an obligation to monitor pay-
ments received from federal healthcare
programs and have reasonable processes
in place to identify overpayments and
credit balances.'

The Requirement to Disclose
and Refund Within 60 Days
under PPACA

With the enactment of PPACA,
Congress expanded its clarification of
the FCA and established, for the first
time, a time limit for healthcare
providers to disclose and return over-
payments. This time limit, however,
is not triggered until the overpayment
is “identified” and thus, presumably
the provider has actual knowledge of
its existence.

Specifically, under PPACA any
Medicare or Medicaid funds received or
retained to which a healthcare provider
is not entitled must be both reported
and refunded within 60 days from the
date the overpayment is “identified,” or
by the date any corresponding cost
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report is due (if applicable) to the
appropriate agency (e.g., Medicare or
Medicaid contractor or state oversight
agency). Moreover, the report must
include a written explanation of the
reason why the overpayment
occurred.'” This provision went into
effect immediately upon enactment on
March 23, 2010. PPACA broadly
defines “overpayment” to mean “any
funds that a person receives or retains
under” Medicare or Medicaid to which
the person, “after applicable reconcilia-
tion, is not entitled.”'® It is not yet clear
what “applicable reconciliation” may
mean, although, at the very least, it
likely includes various types of reim-
bursement reconciliation processes by
Medicare or Medicaid as is often
required by statute or regulations for
cost reports and rate setting processes."

Failure to report and refund
within 60 days, as required by this new
provision, will result in liability under
the FCA and the overpayments being
treated as false claims.”’ In addition to
linking potential penalties under the
FCA to the retention of overpay-
ments, PPACA also amended the
CMPL to allow treble damages and
additional administrative fines to be
imposed on persons who have knowl-
edge about an overpayment and fail to
make a timely report and refund.”! In
short, even if an identified overpay-
ment did not initially arise from a
violation of the FCA, the CMPL or
any other law, the act of failing to
report and refund the overpayment
within 60 days may, by itself, indepen-
dently give rise to liability. As a result,
healthcare providers who discover
they have been overpaid by Medicare
or Medicaid should act to report and
refund such funds within 60 days.

Unresolved Issues Concerning
the 60 Day Requirement

This new 60 day requirement pres-
ents a number of potential problems.

First, many overpayments can be
difficult to quantify and it can take — in
some cases — far longer than 60 days to
do so. Such difficulties may arise, for
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instance, when a possible overpayment
is discovered that involves numerous
services and bills, each of which must
be examined to determine whether
there was, in fact, an overpayment or
the extent of the overpayment. Such
cases may require the review of substan-
tial numbers of medical charts and
billing records, the hiring of an outside
consultant, or conducting a review of a
statistically valid random sample and
then performing an extrapolation. In
such cases, it may be physically impossi-
ble to complete, or unreasonable to
expect completion of, the review and
quantification of the overpayment
within the mandated 60 day time
period.

Although the provider in such
cases could certainly provide a pre-
liminary report to the appropriate
governmental agency, it would not be
able to actually refund the overpay-
ment in many cases until after the
amount had been quantified. The
PPACA provision, however, requires
both the disclosure of the overpayment
and the actual refund to occur within
the 60 days. Notably, the Centers for
Medicare & Medicaid Services
(“CMS”) appears to have already
acknowledged this issue, even though
regulations interpreting PPACA have
not yet been issued.”? As will be dis-
cussed below, when CMS promulgated
its self-disclosure protocol for overpay-
ments that arise under the federal
Stark Law, CMS expressly provided
that the overpayments would not have
to be refunded within 60 days under
PPACA, but only after the parties had
resolved the issue through the CMS

self-disclosure process.”’

Second, until implementing reg-
ulations are adopted, it is not clear
what exactly constitutes the identifi-
cation of an overpayment so as to
start the 60-day clock. Does it start
once the healthcare provider first has
any actual knowledge that an over-
payment has been received? This
might occur, for instance, when a
patient advises that he or she has
been billed for services not provided

continued on page 18
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or when a question is raised through
the provider’s compliance program
about possible overpayments. In such
cases, however, it may not be clear
until a much more extensive review is
conducted whether the allegation
involves an actual overpayment or, if it
does, whether the potential overpay-
ment involves only an isolated case or
is the result of a more systemic billing
error. Does the clock start running
after the provider receives the first
report, after it confirms that there is at
least some overpayment, or after it
determines the true size and scope of
the issue? With such high stakes
involved, a conservative interpretation
of when an overpayment is “identified”
may be advisable until guidance is pro-
vided by the federal government.**

Third, until the implementing
regulations are enacted, it is also
unclear whether there is a dollar
threshold that must be reached before
the 60 day requirement is triggered,
along with its requirement to not only
refund, but also to submit a written
report to the appropriate governmen-
tal entity. Many healthcare providers
routinely identify small overpayments
and automatically refund them as part
of their regular business practices (such
as through electronic bill adjust-
ments). Such routine refunds are
usually made without a written disclo-
sure and explanation, as is now
required under PPACA. It is unclear
whether such routine refunds must
now be made with a written disclosure
and explanation. Such a requirement
would arguably serve no useful public
policy, as it would likely make routine
refunds of small amounts much more
complicated and time consuming.

In New York, the Medicaid Inspec-
tor General has interpreted the
PPACA provision to require a written
disclosure to the state only when the
amount of the overpayment is, in the
aggregate, in excess of $5,000; routine
overpayments for amounts less than
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this may be refunded pursuant to the
normal electronic adjustments.?
While this interpretation is perhaps
reasonable, it is a temporary stop-gap
until the federal government issues its
own interpretive regulations.

Overpayments and The Federal
Anti-Referral Laws

Overpayments can result not only
from errors in how services are billed,
but also from violations of the federal
anti-referral laws, which include the
Anti-Kickback Statute (“AKS”)* and
the Ethics in Patient Referrals Act (the
so-called “Stark Law”).?” Under these
laws, it can be illegal in some circum-
stances for one healthcare provider to
refer patients to or order services from
another provider, if there is remunera-
tion provided in exchange for the
referrals (under the AKS) or there are
certain financial relationships between
the providers that do not meet a speci-
fied exception (under the Stark Law). If
prohibited referrals are made under
these laws, then bills may not be sub-
mitted to Medicare and/or other federal
healthcare programs for the referred ser-
vices; and, if bills are nevertheless
submitted, any resulting payments will
be considered overpayments and may
also result in FCA liability.

The federal government has long
argued that bills submitted to Medi-
care or Medicaid for services referred
in violation of the AKS are false or
fraudulent under the FCA. A number
of federal courts upheld this argument,
reasoning that bills submitted to Medi-
care in particular contained express or
implied certifications that the services
were provided in compliance with all
federal laws and regulations, including
the AKS. As a result, if the services
were in fact obtained in violation of
the AKS, the certification was thereby
false, making the bill false and action-

able under the FCA.?

Under PPACA, Congress
expressly endorsed the holdings of
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these federal cases by amending the
AKS to expressly provide that, “in
addition to the penalties provided”
under the AKS itself, “a claim that
includes items or services resulting
from a violation of this section consti-
tutes a false or fraudulent claim for
purposes of” the FCA.? Under the
AKS itself, however, a violation is
established only when, as a factual
matter, there is proof beyond a rea-
sonable doubt (the AKS itself is a
criminal statute) that something of
value (“remuneration”) was provided
with an intent to induce the referral or
ordering of items or services reim-
bursed by federal healthcare programs
(primarily Medicare and Medicaid).*
While the FCA is a civil statute with a
lower burden of proof, some of the
prior federal cases held that a violation
of the AKS did not have to be proven
beyond a reasonable doubt in an FCA
case, but only by a preponderance of
the evidence as required under the
lower FCA civil burden of proof.’!

As for the Stark Law and its imple-
menting regulations, they have, since
their inception, expressly provided that
bills could not be submitted to Medi-
care for services that result from
prohibited referrals. If such bills are sub-
mitted, then any resulting Medicare
payments had to be refunded.” In addi-
tion, if a provider knows or should have
known that it was submitting claims in
violation of the Stark Law, then the
provider would also be subject to possi-
ble civil monetary penalties of $15,000
for each prohibited service claimed.*
Notably, the Stark Law also expressly
provides that such monetary penalties
apply when a provider knows or should
know that a refund was otherwise
required. Finally, a few federal courts
have held, as with AKS cases, that
claims submitted to Medicare in viola-
tion of the Stark Law can also be false
claims actionable under the FCA.**

In short, the obligation to disclose
and refund is not limited to only
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improper or erroneous billing that
results from a failure to provide, code
for, or bill for a service in compliance
with all applicable laws, regulations
or rules. Rather, payment for a service
that is otherwise properly rendered,
coded and billed in all regards may
still have to be refunded if the service
was the result of a referral that was
made in violation of either the AKS
or the Stark Law.

Overpayments and Potential
Criminal Liability

Overpayments can and do result
not only from improper billing and
referral practices, but also from acts of
fraud that constitute crimes under var-
ious federal or state healthcare penal
statutes. Moreover, some of these stat-
utes potentially make it a crime to
knowingly retain overpayments from
not only federal healthcare programs,
such as Medicare or Medicaid,” but
from non-governmental payors as well.
In some cases, the federal government
has relied on such criminal statutes to
pursue healthcare providers for know-
ingly retaining overpayments.

A settlement agreement announced
by the U.S. Attorney in the Eastern Dis-
trict of Tennessee with a large group of
cardiologists illustrates this point. The
underlying case was brought as a civil
qui tam suit under the FCA against the
physicians. The relators were two
employees of the group. After the U.S.
Attorney became involved, however,
the case expanded into a federal crimi-
nal investigation with allegations that
the group had failed to refund credit
balances due not only to government
healthcare programs, but to patients
and private insurers as well. According
to federal prosecutors, this failure con-
tinued for many years, even after the
group’s board of directors became aware
of the practice. The government
alleged that the group had a policy to
retain overpayments and to issue
refunds only if the health insurance
plan at issue specifically requested a
refund. As a result, the U.S. Attorney’s
Office brought criminal charges,
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alleging that the group had committed
the crimes of “Health Care Fraud” and
“Theft or Embezzlement in Connection
with Health Care” as a result of having
retained the overpayments.*®

The crime of Health Care Fraud’
occurs when a person knowingly and
willfully executes, or attempts to exe-
cute, a scheme or artifice to, among
other things, “defraud” any “health
care benefit program,” which is
defined broadly as including not only
federal healthcare programs, but pri-
vate insurance plans, as well.”® In the
case of the Tennessee cardiologists,
the U.S. Attorney’s Office viewed the
group’s purposeful failure to disclose
known overpayments to the third
party payors as a criminal intent to
“defraud,” thereby constituting the
crime of Health Care Fraud.” Simi-
larly, the U.S. Attorney’s Office
interpreted the crime of Theft or
Embezzlement in Connection with
Health Care® as also including the
knowing retention of an overpay-
ment. This crime prohibits, among
other things, the knowing and willful
conversion to one’s own use, without
authority, any funds or credits
received from a healthcare benefit
program in connection with the
delivery of or payment for healthcare

items or services.*!

The physician group denied
wrongdoing, cooperated in the inves-
tigation and was granted a pretrial
diversion pertaining to the criminal
charges. The eventual settlement agree-
ment with the Justice Department
resolved both the criminal allegations
(for approximately $1.2 million), as
well as the civil FCA action (for
approximately $1.7 million).*

Making A Disclosure
And Refund

Given the steep potential civil and
criminal liabilities for failing to disclose
and refund overpayments, and in light
of the new federal legislation, health-
care providers must carefully consider
when, to whom, and how they should
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make disclosures and refunds. Refunds
can be made, for instance, directly to a
Medicare Administrative Contractor
(“MAC”); through a self-disclosure to
the OIG or to an appropriate state or
federal agency (including the DOJ or a
U.S. Attorney’s Office);” or through
routine electronic billing adjustments.
Further, the distinction between a sim-
ple refund and a formal disclosure is not
always clear.

To the MAC
As a threshold matter, if a Medi-

care overpayment is identified, if the
amount is relatively small, and if it
appears to have been the result of an
inadvertent billing error, a direct refund
to the provider's MAC may be appro-
priate.* As already mentioned above,
however, there is no guidance as of yet
as to whether there is any threshold
amount below which a direct refund
without a formal self-disclosure is not
required. Similarly, there is not yet
guidance as to how extensive the
“explanation” of the overpayment must
be. For instance, it is not clear whether
it is sufficient to process a refund and
simply indicate “billing error” as the
reason for the overpayment.

Prior to PPACA, with its 60 day
requirement, CMS established proto-
cols in Medicare program manuals for
its contractors to identify, process,
track, and report unsolicited, volun-
tary refunds received from healthcare
providers and other entities. CMS
has also developed a standard refund
form that MACs may make available
for use by healthcare providers in mak-
ing voluntary Medicare refunds.* The
form requires the provider to specify
the reason for the overpayment by
indicating one of several “reason
codes” listed on the form itself.*” With-
out interpretive regulations from CMS
under PPACA, it is possible to argue
that simply completing the refund
form and indicating the appropriate
reason code is sufficient to satisfy PPA-
CA’s mandate to disclose, explain and
refund. If so, then using the refund
form may be sufficient in most, if not

continued on page 20
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all, cases to satisfy PPACA’s require-
ments. Otherwise, and to the extent
that there is doubt in this regard, a
provider can follow a more conserva-
tive approach and submit the form to
the MAC with a more extensive
explanatory cover letter.

MAG:s are required to advise pro-
viders annually that acceptance of a
voluntary refund does not in any way
limit CMS or any other federal agency
from pursuing any appropriate crimi-
nal, civil or administrative remedy
that may arise or relate to the underly-
ing claims submission.”® Thus, simply
paying back the money owed will not
forestall a fraud investigation. If a
MAC concludes that an overpayment
raises concerns about the integrity of
the provider, CMS has instructed its
contractors to refer the matter to the
OIG.¥ CMS also instructs its con-
tractors to handle refund checks
conditionally. As a result, if a provider
endorses a refund check as “paid in
full” or with similar language that
would indicate the provider has dis-
charged its debt obligation, the MACs
are instructed to send an immediate
rebuttal letter by certified mail indicat-
ing that the matter is being researched,
and that the amount of payment may

be insufficient to fully extinguish the
debt.*®

The OIG Self-Disclosure Protocol

If a healthcare provider deter-
mines that an overpayment from
Medicare or Medicaid was the result of
something more than a routine or
inadvertent billing error, then the pro-
vider also has the option of using the
OIG’s Self Disclosure Protocol (the
“OIG Protocol”) to disclose, explain
and refund the overpayment.’!

The OIG promulgated the OIG
Protocol in 1998, long before FERA
and PPACA were enacted, and it sets
forth a lengthy submission and review
process that, in many cases, can take

much longer than PPACA’s mandated
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60 day period before a refund is actu-
ally made. If a provider follows the
Protocol in good faith, however, it
arguably would be inappropriate and
inequitable for the OIG to recom-
mend an FCA action to the DO]J
solely on the basis that the provider
did not submit a refund check within
the 60 day period, because the pro-
vider was cooperating with the OIG
under the OIG Protocol. Indeed, the
OIG even specifies in the OIG Proto-
col itself that participating providers
should not make any refunds without
the OIG’s prior consent and that the
OIG itself will not accept payments
until its inquiry is completed.”

The OIG Protocol is premised on
the OIG’s belief that healthcare provid-
ers must be willing to “police themselves,
correct underlying problems and work
with the government to resolve these
matters.” There is no legal requirement
that a healthcare provider utilize the
OIG Protocol. Although the OIG has
stated that providers have a “legal duty
to ensure the integrity of their dealings”
with federal healthcare programs, the
decision to follow its “suggested” proto-
col rests exclusively with the provider.”

The OIG specifies that its Proto-
col is not an appropriate vehicle for
reporting simple overpayments that do
not involve violations of any laws.
Rather, these types of common errors
should be brought directly to the
attention of the MAC that processes
the providers’ claims, as discussed
above. The OIG Protocol should only
be followed when the provider has
performed an initial assessment and
reasonably believes that some practice
potentially violates federal criminal,
civil or administrative law.” Of course,
most overpayments — even if the result
of an inadvertent mistake — often still
involve a violation of Medicare or
Medicaid reimbursement regulations
or rules, at the very least. Thus, it is
not always fully clear when to use the

OIG Protocol.
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The benefits and risks associated
with using the OIG Protocol must be
carefully weighed. Potential benefits
include: (i) the possibility of minimizing
the potential cost and disruption of a
full-scale OIG investigation; (ii) the
opportunity to negotiate a fair settlement
that avoids more serious consequences,
including treble damages and substantial
penalties that might otherwise have
resulted; and (iii) the opportunity to
avoid a criminal prosecution or being
excluded from participation in federal
healthcare programs.

Conversely, the risks associated
with disclosure can be substantial. In
response to a disclosure, for instance,
the OIG provides no commitment as to
how a disclosure will be resolved or
what concrete benefits the disclosing
provider will achieve by disclosing. If
the provider discloses pursuant to the
OIG Protocol, the OIG avers only that
it will give data derived from the disclo-
sure substantial weight in determining
any program overpayments and in
recommendations to the DOJ for reso-
lution of the provider’s FCA or other
liability. Moreover, the OIG will not be
bound by any findings made by the dis-
closing provider’s audit or investigation,
and may conclude that the matter war-
rants referral to the DOJ for further
investigation and possible criminal
prosecution.’® Finally, if the OIG
uncovers new issues during its review
and verification of the provider’s disclo-
sure, the OIG can treat those issues
separately, and any potential benefit
that might otherwise accrue to the dis-
closed matter will generally not apply to
a newly uncovered issue.

Even if a healthcare provider
decides not to use the OIG Protocol,
for whatever reason, any overpayment
must still be disclosed, explained and
refunded within 60 days of identifica-
tion to an appropriate state or federal
agency. At the very least, this will
require a disclosure to the appropriate
MAC or state Medicaid agency.
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The CMS Stark Protocol

In two Open Letters to the health-
care community, issued by the OIG in
2006 and 2009, the OIG discussed
application of its Protocol to violations
of the AKS and Stark Law. In the 2006
Letter,’” the OIG stated that violations
of both of these laws could be disclosed
pursuant to the OIG Protocol.”® In the
2009 Letter,” the OIG retreated from
this position and limited the types of
cases it would accept under the OIG
Protocol, especially under the Stark Law.

Specifically, for AKS-related dis-
closures made after March 24, 2009,
the OIG required a minimum
$50,000 settlement to resolve the
matter. Although the OIG stated that
it would continue to accept disclo-
sures that involve “colorable
violations of the AKS, whether or not
it also involves colorable violations”
of the Stark Law, the OIG went on to
stress that it would no longer accept
disclosures that involved only poten-
tial liability under the Stark Law.

Congress filled the void left by
the OIG’s decision not to entertain
disclosures of Stark Law violations
under its Protocol when it enacted
PPACA. The legislation mandated
that the Secretary of the Department
of Health and Human Services
(“HHS”), in cooperation with the
OIG, establish a new and separate
disclosure protocol to enable provid-
ers to disclose actual and potential
Stark Law violations. It also autho-
rized HHS to reduce amounts owed
due to Stark Law violations, based on
consideration of, among other factors,
the timeliness of the self-disclosure.®®

In response to this Congressional
mandate, CMS released its voluntary
Self-Referral Disclosure Protocol on
September 23, 2010 (“CMS Proto-
col”).®! At the outset, it is important to
note that the CMS Protocol expressly
addresses the problematic PPACA
requirement that a refund must be
made within 60 days of the identifica-
tion of an overpayment. Implicitly
recognizing the complexity of many
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Stark Law issues and the fact that it
will likely take substantial time to
resolve a Stark Law disclosure, the
CMS Protocol provides that, once the
disclosing provider receives confirma-
tion that its electronic disclosure has
been received, CMS will suspend the
provider’s obligation to actually refund
any potential overpayment until either
a settlement is reached, the provider
withdraws from the CMS Protocol, or
CMS itself removes the provider from
the disclosure process. CMS also
stresses that the CMS Protocol should
not be utilized for potential or actual
Stark Law violations that also implicate
the OIG’s administrative authority to
impose civil monetary penalties for
violations of the AKS.% In such cases,
CMS advises providers to not disclose
under the CMS Protocol, but to use
the OIG’s Protocol only.’

Similar to the review process per-
taining to the OIG’s Protocol, once
CMS accepts a provider’s disclosure
under the CMS Protocol, CMS
expects the provider to act in good
faith and work diligently to resolve
the issue. Likewise, CMS makes no
promises as to how it will resolve a
disclosure or whether it will accept
the disclosing provider’s analysis.
Instead, CMS stresses that a particu-
lar matter may warrant referral to the
DOJ for possible criminal prosecution
or resolution of potential FCA liabil-
ity or to the OIG for resolution of
potential liability under the CMPL.

The CMS Protocol sets forth a
relatively straightforward process.
The provider must electronically sub-
mit a written disclosure to CMS
(with a copy by regular mail) that
includes, among other items, a
description of the violation, including
how it was discovered; measures
taken to prevent future abuses; a full
legal analysis explaining which ele-
ments of the applicable Stark
exceptions were met and not met;
and a financial analysis, including the
methodology used to calculate the
amounts due.
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CMS will then verify the disclo-
sure details and will make individual
determinations of whether any reduc-
tion in the amount due is warranted
based on the facts and circumstances
presented. CMS has no obligation,
however, to reduce any amounts due
and owing, but may consider: (1) the
nature and extent of the improper or
illegal practice; (2) the timeliness of
the self-disclosure; (3) the cooperation
in providing additional information
related to the disclosure; (4) the litiga-
tion risk associated with the matter
disclosed; and (5) the financial posi-
tion of the disclosing party.

While serving similar purposes, the
CMS and OIG Protocols have several
differences in how they are structured.
The CMS Protocol, for instance, is
silent as to whether the provider can
request that DOJ participate in settle-
ment negotiations. Both Protocols do
state, however, that the agency may dis-
close the matter to law enforcement if
warranted. The process in each Protocol,
moreover, is slightly different. By way of
example, and unlike the OIG Protocol,
the CMS Protocol specifies as noted
above that disclosures must be elec-
tronic; that a “complete legal analysis”
of the application of the Stark Law to
the matter must be provided, including
descriptions of any applicable exception
and why the elements of the exception
are not met; and that a financial analy-
sis must be submitted with the initial
disclosure that includes the full amount
itemized by year that is actually or
potentially due based under the applica-
ble Stark “look-back period” (i.e., the

period of non-compliance).

In addition, the risks associated
with making a disclosure under the
CMS Protocol must be carefully eval-
uated. In this regard, CMS has
virtually no public track record for
settling cases under its CMS Protocol
despite having set up a “Self-Referral
Disclosure Protocol Settlements” page
on its website.®* It is thus not clear
what kind of positions CMS might
take in a particular case and how it
might evaluate a disclosing provider’s

continued on page 22
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potential liability. This uncertainty is
of particular concern given that a
Stark violation can result in the disal-
lowance of Medicare payments for an
entire referral stream of cases. The
OIG, by contrast, has a substantial
and public track record that can be
reviewed in deciding whether to use

the OIG’s Protocol.®®

Deciding When and How
To Make a Disclosure

Deciding when and how to make
a voluntary self-disclosure can be
complicated and is not without risk.
Consultation with experienced health-
care counsel, especially in complex
disclosure cases, should be considered.
While a detailed discussion of the vari-
ous considerations that should be
considered is beyond the scope of this
article, there are a few basic guidelines
that can be helpful in evaluating
potential voluntary disclosures.

As a threshold matter, it is impor-
tant to confirm that there has, in fact,
been an overpayment from a third
party payor. While this may seem
obvious, it is not always easy to deter-
mine in all cases.

First, identify the exact error or
deficiency that appears to be
involved. It may, for instance, be
inadequate documentation of a medi-
cal service, incorrect coding, or some
error in the manner in which a ser-
vice was delivered or billed.

Next, analyze whether the error or
deficiency was one that actually
resulted in violation of a third party
payor rule or regulation that governs
reimbursement. In many instances, it
will be clear that there was an overpay-
ment that must be refunded, as when
there is a double payment, a payment
for a service that is not separately reim-
bursable, or a payment in an amount
greater that that provided for the ser-
vice rendered. In other instances,
however, it is not as clear that the defi-
ciency affects reimbursement, such as
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when the rule or regulation that is
violated is not an express condition of
reimbursement under the applicable
rules, and the underlying otherwise
reimbursable service was clearly pro-
vided. In these instances, a more
detailed legal analysis will be required,
and this analysis may vary to some
degree based on which third party
payors are involved.

If it is determined that there is an
overpayment that must be refunded,
the next step is to determine whether
the underlying error was an isolated
one or part of a larger pattern (and
thus requiring a retrospective review).
A review of the error must be done to
determine its underlying cause. Was
the error, for instance, an isolated and
inadvertent data entry mistake, the
result of a billing software glitch, or
the result of a coding employee’s mis-
understanding of the applicable coding
rules? The answers to these types of
questions may require focused internal
inquiry that includes interviews of
staff, review of systems, and some type
of sampling and review of records. If
the error appears to be part of a larger
pattern, it is important to determine
its scope: was it isolated, for instance,
to only one computer program, one
coder or one provider location? The
scope of any retrospective review and
refund needs to be tailored to the iden-
tified scope of the problem.

It is also important to identify
when the larger pattern began. When,
for instance, was the computer system
reprogrammed with the error, or when
was the new coder who misapplied the
rules employed? This analysis is crucial
to determine how far back a retrospec-
tive review and refund must go. In
addition to a cut-off date based on the
facts, it is also necessary to analyze the
applicable statute of limitations, the
allowed audit period for the applicable
governmental agency, or the look back
provisions under the applicable third
party payor contract.
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After identifying the time period
to be covered by the retrospective
review, the size of the potential uni-
verse of claims involved must be
determined. If the total number of
claims to be refunded can be readily
identified — through running a com-
puter program, for instance — then it
may be possible to calculate an exact
refund for each claim. If, on the other
hand, the universe of claims is
exceedingly large, and the claims to
be refunded can be identified only by
reviewing the records of each case,
then it may be necessary to review a
statistically valid random sample from
the universe, and to calculate a
refund based on extrapolation of the
resulting identified error rate.

Once the amount of the refund is
calculated for each payor, then it must
be determined to whom the disclosure
and refund must be made, taking into
account the discussion and overview
provided in the rest of this article. If a
governmental payor is involved, and
the 60 day time limit under PPACA
applies, then it is important to con-
clude the review and make the
disclosure and refund within that 60
day period. If, however, it is not possi-
ble to calculate the amount to be
refunded within the 60 days, then it is
advisable, at the very least, to make a
disclosure in writing to the appropriate
government agency, explaining the
issues involved, the status of the
review, and when the amount to be
refunded will be calculated.

The provider needs to carefully
evaluate the underlying reasons for the
overpayments and determine to which
agency it is best to make the disclosure.
If a simple inadvertent overpayment is
involved, for instance, a disclosure and
refund to the MAC may be all that is
required. On the other hand, if the
underlying reasons involve potential
malfeasance by provider staff, then it
may be advisable to consider following

the OIG or CMS Protocol.
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As a final note, whatever disclo-
sure avenue is chosen, it is imperative
that healthcare providers fully docu-
ment their efforts to comply with the
new reporting/refunding requirements
and how any issue was investigated
and, if substantiated, reported and
refunded within the new time limit.

Conclusion

Historically, there has been under
the Social Security Act, and arguably
under the FCA, an obligation to
refund any overpayments knowingly
received from a federally funded
healthcare program. Under the recent
federal laws discussed above, however,
that obligation has been reaffirmed,
clarified and subjected to more strin-
gent — and express — requirements,
including the sometimes onerous
60 day time limit. Under these laws,
it is also imperative that healthcare
providers keep up-to-date with Medi-
care and Medicaid program rules and
demonstrate their good-faith compli-
ance, in the first instance, with
program requirements. Then, when
potential overpayments are identified,
the provider must move decisively and
quickly to quantify the amount and
make a timely disclosure and refund.
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Endnotes

1

Social Security Act § 1128B (42 U.S.C.
1320a-7bl[a][3]) authorizes criminal penalties
when a person or entity has knowledge of the
occurrence of any event affecting the initial or
continued right to a benefit or payment from a
federal healthcare program, and conceals or
fails to disclose that event with a fraudulent
intent to secure the benefit or payment, either
in a greater amount or quantity than is due, or
when no such benefit or payment is authorized.
The maximum penalties for violating this
criminal statute is a fine of up to $25,000, or
imprisonment for up to five years, or both. Id.
Some states have similar provisions. In New
York, for instance, it is an “unacceptable prac-
tice” under the State Medicaid Program to
have knowledge of any event affecting the
right to payment of any person and to conceal
or fail to disclose the event with the intention
that a payment be made when not authorized
or in a greater amount than due. 18 N.Y.C.R.R.
§515.2 (b)(3).

Although this particular guidance from the
OIG was contained in its Compliance
Program Guidance for Hospitals (63 Federal
Register 8987, 8998 [February 23, 1998]), the
OIG’s point arguably applies to other health-
care entities and individual providers, as well.

Public Law No. 111-21, § 4.
Public Law No. 111-148, § 6402.
31 US.C. § 3729 et seq.

42 U.S.C § 1320a-7a.

The FCA already contains an incentive for
self-disclosure by allowing courts to reduce the
mandatory treble damages to “not less than 2
times the amount of damages which the gov-
ernment sustains” if the court finds that: (i) the
person committing the FCA violation fur-
nished all information known to that person to
government investigators within 30 days after
the date the information became known to
that person; (ii) the disclosing person cooper-
ated fully with the government investigation;
(iii) a criminal prosecution, civil action or
administrative action had not commenced
prior to the disclosure; and (iv) the disclosing
person had no actual knowledge of a govern-
mental investigation into the violation. 31

U.S.C. §3729(a)(2).
Former 31 U.S.C. §3729 at (a)(7) (2000).

Senate Report 111-10, Part 111, § 4 (E); see,
e.g., U.S. v. Bourseau, 531 E3d 1159 (9th

24

Circ. 2008); U.S. ex rel. Schmidt v. Zimmer,
Inc., 386 E3d 235 (3rd Circ. 2004); also see
DOJ Press Release, dated February 18, 2011
announcing $9.1 million false claims settle-
ment with Catholic Healthcare West
resolving allegations that included a failure on
the part of three hospitals in its system to
return overpayments received due to
Medicare processing errors when the errone-
ous payments were discovered. http://www.
justice.gov/usao/cae/news/docs/2011/02-18-
11CHW PressRelease.html. In United States v.
Yale University School of Medicine,
3:97CV02023 (D. Conn.) (as reported in the
FY 1998 DOJ Health Care Fraud Report
[htep://www.justice.gov/criminal/fraud/docu-
ments/reports/1998/heatlhcare.pdf], the U.S.
intervened in a qui tam action and obtained a
$1.2 million FCA recovery based on the gov-
ernment’s allegation that the school
improperly handled a significant amount of
credit balances.

31 U.S.C. §3729(a)(1)(G).
Id. at (b)(3).

Senate Report 111-10, Part I11, § 4 (E). avail-
able at http://thomas.loc.gov/cgi-bin/
cpquery/R2cpl11:FLD010:@1(sr010).
Alternatively, access to the Senate Report can
be obtained through a link found by searching
for the “Fraud Enforcement and Recovery
Act” on http://Thomas.gov.

Id.
31 U.S.C. §3729 (b)(1).

See Heckler v. Community Health Services Of
Crawford County, Inc., et.al. 467 U.S.
51(1984); 42 CFR § 411.406(e) (providers are
expected to be knowledgeable regarding
Medicare coverage of services through receipt
of CMS notices, including manual issuances,
bulletins, or other written guides or directives
and Federal Register publications); In the Case
of Stevens v. CMS (DAB CR1511 2006)
(rejecting petitioner’s claim that she was not
aware of new licensing requirements and
holding as “well-settled” that, as a participant
in the Medicare program, she had a duty to
familiarize herself with the legal requirements
for reimbursement).

Thus far, there is a split in the few courts that
have addressed whether the FERA reverse
false claims act provision is retroactive. See
Bahrani v. ConAgra, 624 F3d 1275 (10th Circ.
2010) (newly revised § 3729(a)(1)(G) was
not made retroactive by Congress); Stone v.
Omnicare, 2011 WL 2669659 (N.D. Il July 7,
2011) (claims regarding unlawful retention of
overpayment under federal programs in 2000-
2005 dismissed as FERA amendments are not
retroactive); U.S. ex rel. Sanders v. Allison
Engine Co., Inc., 667 FE.Supp.2d 747
(S.D.Ohio, 2009) (retroactive application of
amendments to FCA set forth in FERA vio-
lated the Ex Post Facto Clause); but see U.S.
ex rel Huey v. Summit HealthCare (2011 WL
814898 (D. Arizona March 3, 2011) (allowing
FCA claim based, inter alia, on 3729(a) (1)
(g) to survive motion to dismiss where
improper retention of overpayments spanned

from 2007 to 2009). Of course, even if FERA
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is not retroactive, providers still have, at the
very least, an affirmative obligation to return
any overpayments knowingly received.

Public Law No: 111-148, § 6402; see 42
U.S.C. § 1320a-7k(d).

42 U.S.C. § 1320a-7k(d)(4)(B).

Notably, under FERA, what is considered “the
final submission of payment” for purposes of
determining when an overpayment has
occurred includes the relevant statutory or
regulatory periods designated for the “recon-
ciliation of cost reports.” Given that such
reconciliation can take a substantial period of
time, any overpayment amount may not be
fixed until that reconciliation is finished.

Senate Report 111-10, Parc 111, § 4 (E).
42 U.S.C. § 1320a-7k(d)(3).

Public Law No: 111-148, § 6402 (adding new
subsection a(10) to 42 U.S.C § 1320a-7a).

Although government agencies commonly
promulgate regulations that correspond to the
statutes for which they have implementation
or oversight responsibility, not every statute
has corresponding regulations. In this
instance, the OIG has not proposed any rule
making activity in this area and the
Department of Health and Human Services’
latest regulatory agenda (76 FR 40052,
published July 7, 2011) does not contain
any reference to such rules being under
development.

This approach by CMS is similar to the histori-
cal approach announced on March 12, 2009 by
former New York State Medicaid Inspector
General, James Sheehan, in self-disclosure
guidance for Medicaid providers for purposes of
Medicaid refunds. In that guidance, the Office
of the Medicaid Inspector General (“OMIG”)
states that while “repayment is encouraged/
accepted as early in the [self-disclosure] process
as possible, . . . the OMIG will not accept
money as full and final payment for self-
disclosures prior to finalizing the audit/
investigatory process.” http://www.omig.state.
ny.us/data/images/stories/self_disclosure/omig_
provider_self_disclosure_guidance.pdf.
Subsequently, in a webinar presented on
September 14, 2010, OMIG explained that
refunds should not be made until OMIG com-
pletes its verification process. http://www.omig.
ny.gov/data/content/view/204/294/.

In New York, the Medicaid Inspector General
has taken a narrow view of when an overpay-
ment is identified under PPACA, defining
“identification” to include when (i) an
employee or contractor identifies an overpay-
ment in a hotline call or email; (ii) a patient
advises that service was not received; (iii) a
recovery audit contractor (“RAC”) advises
that a dual eligible Medicare overpayment has
been found; (iv) OMIG informs the provider
regarding claims submitted for deceased
patients; (v) learning that an employee or
ordering physician is unlicensed or excluded
from participating in federal healthcare pro-
grams; (vi) a qui tam action is filed or a
government agency brings a lawsuit; or (vii)
the filing of an indictment or other instru-
ment alleging criminal charges. Thus, former

Volume 24, Number 3, February 2012



25

26

21

28

29

30

31

Volume 24, Number 3, February 2012

Medicaid Inspector General James Sheehan
has defined “overpayment” as the “fact of the
overpayment” and “not the amount of the
overpayment.” See OMIG Webinar #2:
Mandatory Reporting of Government
Overpayments Under the Obama Health
Program (presented July 14, 2010), available
at http://www.omig.ny.gov/data/content/
view/204/294/.

New York State OMIG Compliance Webinar
#2 (presented July 14, 2010) — Questions and
Answers, available at: http://www.omig.
ny.gov/data/content/view/209/294.

42U.S.C. § 1320a-7b(b).
42 U.S.C. § 1395nn.

See, e.g., U.S. ex rel. Duxbury v. Ortho Biotech
Products, L.P., 579 E3d 13 (1st Circ. 2009);
U.S. ex rel. Kosenske v. Carlisle HMA, Inc.
554 F3d 88 (3rd Circ. 2009); United States ex
rel. Schmidt v. Zimmer, Inc., 386 E3d 235, 243
(3d Circ. 2004); U.S. ex rel. Thompson v.
Columbia/HCA Healthcare Corp., 125 E3d 899
(5th Circ. 1997).

Public Law 111-148, Section 6402; 42 U.S.C
§1320a-7b(g).

It is the government’s burden to prove every
element of the charged offense beyond a rea-
sonable doubt. U.S. v. Medina, 485 E3d 1291
(I1th Circ. 2007), citing Christoffel v. United
States, 338 U.S. 84, 89 (1949); See e.g. U.S.
v. Jackson, 220 Fed.Appx. 317 (5th Circ.
2007) (evidence that defendant wrote the
particular checks in issue as payment for refer-
rals of Medicare or Medicaid patients allowed
jury to conclude defendant guilty beyond a
reasonable doubt; U.S. v. McClatchey, 217
E3d 823 (10th Circ. 2000) (reversing district
court’s grant of acquittal upon finding that the
evidence presented would have permitted any
reasonable jury to find beyond a reasonable
doubt that hospital executive knowingly, vol-
untarily, and purposefully entered into an
agreement with the specific intent to offer or
pay remuneration to induce two physicians to
refer Medicaid patients to the hospital).

See Sedima, SPRL v. Imrex Co., Inc., 473 U.S.
479, 491 (1985) (a RICO prosecution in
which the Court held “in a number of set-
tings, conduct that can be punished as
criminal only upon proof beyond a reasonable
doubt will support civil sanctions under a pre-
ponderance standard”); U.S. v. Rogan, 459
ESupp.2d 692, 716, n12 (N.D. Illinois 2006)
(a False Claims Act case in which the trial
court applied the Sedima holding, stating that,
“the criminality of predicate offenses in any
underlying civil statute . . . does not mandate
application of a higher burden of proof in a
civil case”).

42 U.S.C. §1395nn (g).
Id. at (h).

See U.S. ex rel. Kosenske v. Carlisle HMA,
Inc., 554 F3d 88 (3rd Circ. 2009); U.S. ex rel.
Schmidt v. Zimmer, Inc., 386 E3d 235 (3rd
Circ. 2004); United States ex rel. Thompson v.
Columbia/HCA Healthcare Corp., 125 E3d
899, 902 (5th Cir.1997).

Although Medicaid Programs are adminis-
tered by the states, they are jointly funded by
the states and the federal government. 42

C.FR. 430.0.
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“ETHC Agrees to Pay $2.9 Million,” Cox,
Brian, Farragut Press (January 11, 2007).
“Doctors Group to Pay $2.9 Million in
Penalties,” Satterfield, Jamie, The Knoxville
News-Sentinel (January 5, 2007); 2007
WLNR 240256.

18U.S.C. § 1347.

As a result of the breadth of this crime, it has
been used by federal prosecutors to prosecute
not only frauds committed against the
Medicare and Medicaid programs, but frauds
against private insurance plans, including, for
instance, a state no-fault automobile insur-
ance program (U.S. v. Lucien, 347 E3d 45
[2nd Circ. 2003]), and the submission of false
invoices to a nonprofit health maintenance
organization (U.S. v. Baldwin, 277 ESupp.2d
67 [D.C. District 2003]).

PPACA significantly amended the Health
Care Fraud statute, potentially making it eas-
ier for prosecutors to prove a case by lowering
the intent threshold. Specifically, a person
need not have actual knowledge of the statute
or specific intent to commit a violation of it
in order to be proven guilty. See Public Law

11-148, Section 10606.
18 U.S.C. § 669.

Other federal criminal statutes that the fed-
eral government potentially could use to
establish a legal duty to disclose an overpay-
ment, and to prosecute the fraudulent
retention of such, might also include:
Embezzlement of Public Money or Property,
which makes it a felony to “knowingly con-
vert” a thing of value of the United States or
any department or agency to another person’s
use (18 U.S.C. § 641); and False Statements
Relating to Health Care Matters, which
makes it a felony for a healthcare provider to
knowingly and willfully conceal or cover up a
material fact by any trick, scheme, or device
or to make materially false, fictitious or fraud-
ulent statements or representations in
connection with the delivery of healthcare

(18 U.S.C § 1035).
2007 WLNR 240256.

Whether to disclose or not to the DOJ or a
specific US Attorney’s Office is beyond the
scope of this article and requires a careful anal-
ysis of the severity and cause of the
overpayment (e.g., was it the result of criminal
behavior or intentional fraud) and the poten-
tial advantages to being transparent at an early
stage with the federal prosecutorial authorities.
The US Attorney’s Manual, for instance, pro-
vides guidance to US Attorneys regarding how
they should evaluate potential prosecutions of
corporate entities, including giving credit (e.g.,
reduced sanctions) due to voluntary disclosure
or choosing alternatives to criminal prosecu-
tions (e.g., civil or regulatory actions).

Refunding state Medicaid funds can be
accomplished by following state-specific rules
or by using the OIG’s self-disclosure Protocol
(discussed below). As states implement addi-
tional Medicaid integrity measures, they too are
devising formal systems for providers to self-dis-
close overpayments. For instance, Georgia, New
Jersey, New York, Pennsylvania, and Texas all
have issued guidance and protocols for providers
to report overpayments received from their
respective Medicaid Programs:
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GA: http://www.georgia.gov/00/channel_title/
0,2094,31446711_118367597,00.html;

NJ: http://www.state.nj.us/njomig/disclosure/;

NY: http://www.omig.ny.gov/data/content/
blogsection/25/208/;

PA:http://www.dpw.state.pa.us/learnabout
dpw/fraudandabuse/medicalassistance
providerselfauditprotocol/index.htm;

TX: https://oig.hhsc.state.tx.us/providerself
reporting/self_reporting.aspx.

Medicare Financial Management Manual

(Publication 100-06), Ch. 5, §410.
Id. at §411.1.

A provider must indicate on the refund form
information necessary for the proper identifi-
cation and processing of the refund, including
the patient name, Medicare claim number,
reason code for claim adjustment, and cost
report year (if applicable). The standard form
also asks whether the refund is being submit-
ted by an individual or entity that is subject
to a Corporate Integrity Agreement (“CIA”)
with the OIG, or is a participant in the OIG
self-disclosure Protocol.

Medicare Financial Management Manual
(Publication 100-06), Ch. 5, §410.10.

Medicare Program Integrity Manual, Pub.
100-08, Chapter 4, §4.18.1.

Medicare Financial Management Manual,

Pub. 100-06, Chapter 5, § 410.5.

The Protocol has several required steps. The
provider must conduct an internal investi-
gation and self-assessment, including a
calculation of any overpayments, and prepare a
written submission to the OIG; The provider
should also document the circumstances under
which the disclosed matter was discovered and
the measures taken to address the problem and
prevent future abuses. In reviewing the disclo-
sure, the OIG will verify the provider’s
calculation of federal healthcare program
losses, and strongly recommends that the
assessment follow its guidelines. The breadth of
the OIG’s review is dependent on the “quality
and thoroughness of the internal investigative
and self assessment reports.” 63 Federal

Register 58399, 58403 (October 30, 1998).
63 Fed. Reg. at 58403.

Id. at 58399.

Id. at 58400.

The OIG also specifies, however, that provid-
ers who uncover an “ongoing fraud scheme”
should not use the OIG Protocol, but instead
should directly contact the OIG immediately.
63 Federal Register at 58400. The OIG has
indicated in its compliance program guidance
documents that some violations may be so
serious that they warrant immediate notifica-
tion to governmental authorities, prior to, or
simultaneous with, commencing an internal
investigation. For example, the OIG believes a
provider should immediately report misconduct
that: (i) is a clear violation of administrative, civil,
or criminal laws; (i) has a significant adverse effect
on the quality of care provided to federal health-
care program beneficiaries; or (iii) indicates
evidence of a systemic failure to comply with
applicable laws or an existing corporate integrity
agreement, regardless of the financial impact on
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federal healthcare programs. See, e.g., 63 Federal
Register 8987, 8998, n. 58 (February 23, 1998).

In deciding whether to bring charges against
an organization, the DOJ’s “Principals of Federal
Prosecution of Business Organizations” instructs
U.S. attorneys to consider, among other things,
whether the organization made a voluntary and
timely disclosure. U.S. Attorney’s Manual
9-28-700.

An Open Letter to Health Care Providers,
April 24, 2006 (available on the OIG’s website
at http://oig.hhs.gov/fraud/selfdisclosure.asp).

In particular, the OIG stated that its Protocol
would be acceptable for reporting impermissi-
ble financial arrangements involving an
benefit knowingly conferred by one health-
care provider upon another referring provider
(e.g., an arrangement under which a physician
pays a hospital below market value for leasing
office space). The OIG also expressed a will-
ingness to settle such self-disclosed matters at
the “lower end” of a continuum based on the
number and dollar value of improper claims.

An Open Letter to Health Care Providers,
March 24, 2009 (available on the OIG’s website
at http://oig.hhs.gov/fraud/selfdisclosure.asp).

Public Law No. 111-148, Section 6409.

Available on CMS’s website at: http://www.
cms.gov/PhysicianSelfReferral/65_Self_
Referral_Disclosure_Protocol.asp#To.

62

63

64

Under the CMPL, the OIG has administra-
tive authority to impose monetary penalties
for violations of the AKS. 42 U.S.C.
§1320a-7a(a)(7).

If, however, a provider is operating under a CIA
or Certification of Compliance Agreement
(“CCA”) with the OIG, then the CMS
Protocol specifies that the disclosure under
the CMS Protocol should be copied to the
provider’s OIG monitor assigned under the

CIA or CCA.

See https://www.cms.gov/PhysicianSelfReferral/
DPS/list.asp#TopOfPage. The website advises
that only “select” resolved self-disclosures will be
listed and that the list will be updated on a quar-
terly basis, but there are currently only two
settlements posted, despite reports indicating
that CMS officials acknowledged receiving 109
self-disclosure cases as of September 2011.
(Veiled Disclosures: Providers Eager to Know
Extent Of CMS’ Leniency for Stark Law
Violators, Modern Healthcare, September 26,
2011). The first settlement posted, however, was
initially announced to the public in a press
release issued by Saints Medical Center in
Lowell, Mass. That settlement involved a “one-
time payment to CMS of $579,000.” The press
release indicates that amount was “less than
the reserve . . . set aside . . . to address this issue.”
Unnamed sources in a related news story say
that the alleged Stark violation involved night
coverage, stipends, and medical directorships

65

and that the liability could have been as high as
$14 million. AIS Health, Report on Medicare
Compliance (citing the Lowell Sun), Feb. 21,
2011. The second settlement listed, dated
November 11, 2011, announces the settlement
of “several violations” of the physician self-refer-
ral statute disclosed by an unnamed critical
access hospital located in Mississippi that
involved the failure to satisfy the requirements
of the personal services arrangements exception
for arrangements with certain hospital and
emergency room physicians. The violations
disclosed were settled for $130,000.

The OIG reports to Congress on a semi-annual
basis regarding all of its accomplishments. In the
Fall 2011 report (posted at http://oig.hhs.gov/
reports-and-publications/semiannual/index.asp
on November 22, 2011 for the period covering
April 1, 2011 to September 30, 2011), the OIG
reported that self-disclosure cases overall
resulted in $8.4 million in receivables. For the
prior period, the OIG reported $20 million in
self-disclosure receivables. The types of issues
self-disclosed included a substantial number of
CMPL cases involving excluded persons; a
few involving claims with misused provider
identification numbers; and a few claims
involving services not provided as claimed.
Also, from 2010 to present, OIG posted 15
instances of self-disclosures involving AKS
and/or Stark violations.

NOTES AND ERRATA

transposed. The Health Lawyer regrets the error.

Our December 2011 issue (Vol. 24, No. 2, p16) included an article by A. Brian Albritton, entitled
“Can They Do That? Government Threats to ‘Come Down and Look Around’ to Force Settlement
in Qui Tam Cases.” He may be reached at brian.albritton@phelps.com. Mr. Albritton blogs on the
subject of the False Claims Act and Qui Tam actions at www.falseclaimsactlaw.blogspot.com.

In “Another Round of Contractors: The Medicaid RAC Final Rule” (December 2011, Vol. 24,
No. 2, p20), the photographs of authors Jessica Lange and Jennifer Colagiovanni were accidentally
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VALUATION OF PROFESSIONAL SERVICES
ARRANGEMENTS: AN ALTERNATIVE TO THE
TRADITIONAL PHYSICIAN EMPLOYMENT MODEL

Scott M. Safriet, MBA, AVA

Albert “Chip” Hutzler, JD, MBA, AVA
HealthCare Appraisers, Inc.

Delray Beach, FL

As the hospital/physician land-
scape continues to evolve, both parties
are continually looking for ways to
improve their alignment opportunities.
The goals of such improved alignment
are often focused on better clinical
outcomes and improved financial
integration.

One area that is gaining increased
traction is the professional services
arrangement (“PSA”), with a particu-
lar emphasis on implementing the
PSA model in lieu of a traditional
employment arrangement. Sometimes
referred to as a “foundation model” or
a “synthetic employment arrange-
ment,” the PSA allows the target
physicians to maintain their autonomy
as a free standing group practice,
receiving compensation from the hos-
pital in exchange for providing clinical
services, but without the day-to-day
obligations of running a business.

From the hospital’s perspective, the
model allows for a significant degree of
flexibility in aligning with a group while
avoiding physician concerns over loss
of autonomy or inability to easily
“unwind” the arrangement should the
relationship not work out as planned.
In a typical PSA model, the hospital
will employ all non-physician staff of
the group, and will contract with the
group practice to provide professional,
clinical services to its patients. In
exchange, the group receives a set rate
of compensation, typically paid on a
“per unit” basis, often calculated to
include employment taxes, benefits
and certain other retained practice
expenses.

This article discusses this emerging
compensation arrangement, with a
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particular emphasis on the rationale
of the structure, determination of the
appropriate “per unit” compensation
rate, and varying issues that can affect

the fair market value! (“FMV”) com-
pensation in such arrangements.

Rationale for The PSA
Model

With the possible exception of
television stars, it seems that no one in
business re-invents themselves more
than physicians and hospitals. In
response to ever changing regulations,’
whether actually implemented or sim-
ply proposed, these two parties are
continually exploring new ways to
relate with one another, offset changes
in reimbursement structures and address
the payors’ (and patients’) demands for
ever improving clinical outcomes.

Existing against the backdrop of
these environmental dynamics is an
issue of lifestyle. Physicians are simply
placing less and less emphasis on the
days of old (e.g., maintaining weekend
office hours, taking many days of call
coverage each month, etc.), and focus-
ing on spending more time with family,
while educating themselves on techno-
logical practice advancements. Enter
the PSA: a contractual vehicle that is
gaining in popularity in response to this
market imperative to integrate for qual-
ity and efficiency improvement, while
addressing some physicians’ aversion to
making the leap to full-employment.

Structured properly, the PSA is a
potential financial and operational win/
win. The hospital gets to leverage its
infrastructure, payor contracts and pro-
vider-based status (for billing of
ancillaries), while the physicians
receive FMV compensation for clinical
services (and can distribute such com-
pensation within their practice group
as they see fit, subject to certain
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constraints), a market based allowance
for benefits and malpractice insurance,
plus the opportunity to contract with
the hospital for staffing and/or manage-
ment services integral to the effective
operation of the service line.

There are three main reasons why
the PSA model is on the rise: (i) the
decline of the independent physician
model due to decreasing or uncertain
reimbursement trends, increasing risk
for physicians, and lifestyle consider-
ations; (ii) the emergence of integrated
health strategies, accountable care orga-
nizations (“ACOs”), and shared savings
programs, including the Medicare
Shared Savings Program (“MSSP”)
with the intent of collaborative efforts
improving outcomes and reducing
costs; and (iii) the offer of a viable
alternative to the employment model,
which cannot be used in many states
and has drawbacks such as the relative
lack of physician autonomy.

While the PSA model may not
be desirable or even possible in all
states, the corporate practice of medi-
cine restrictions in some states may
“completely bar” the employment
model, making the PSA model the
only viable alternative to indepen-
dent practice. Many states do have
exceptions for hospital-physician
arrangements or some other legal
vehicle (such as the foundation
model in California) that allows for a
similar type of PSA model relation-
ship to be utilized.

Productivity Metrics and
The Various Valuation
Approaches

The typical underpinning of the
PSA model is that in lieu of a tradi-
tional employment arrangement, the
physician (or group, as applicable)
maintains its group practice entity. The

continued on page 28
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physician enters into an arrangement
under which a hospital purchases the
tangible assets and/or leases certain
non-clinical staff from the physician,
and then provides compensation to the
physician in exchange for the provision
of clinical services. Whereas a tradi-
tional employment arrangement has
the ability to include a variety of com-
pensation approaches, the PSA is
typically based upon personally per-
formed productivity, largely to avoid
any possible concern over the physi-
cians having an ownership interest in
the entity performing the designated
health services (“DHS”) under the
Stark law.” The most commonly used
(and likely most supportable) metric is
the use of work relative value units
(“wRVUs”), as not only do they directly
relate to the work effort of the physi-
cian, but as appropriate, also allow the
hospital to “gross-up” the rate to
include taxes and benefits as well as
retained practice expenses (i.e., mal-
practice insurance, CME costs, etc).*

The development of the applicable
wRVU rate necessitates careful evalua-
tion of FMV, and is the main area
where hospitals have tended (to their
potential detriment) to overestimate the
use of a single methodology (e.g., sim-
ply relying on median rates from the
benchmark compensation surveys, or
only relying on an internally calculated
market approach, and ignoring the
results of a cost or income approach).’

By way of background, nearly all
transactions between hospitals and
referring physicians implicate the Stark
Law.® Therefore, they are required to fit
into an applicable Stark law exception,
otherwise they are prohibited.” The
potential penalties for failing to meet
the Stark law requirements include
repayment of all tainted claims and
punitive payments, as well as possible
loss of Medicare eligibility. The excep-
tions to the Stark Law which are
applicable to PSA model arrangements
all require the compensation under
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compliant transactions to be consis-
tent with FMV (as do exceptions
related to employment arrangements),
and importantly, the Stark law defines
FMV differently from traditional
notions of the term in other settings
(most importantly, the IRS definition),
thereby affecting the valuation
approaches that can be utilized to
value a particular arrangement.® Nev-
ertheless, valuators generally consider
the same three approaches that are
applied to assets when valuing service
arrangements under the Stark FMV
standard. The major approaches to
value include the Cost, Income and
Market Approaches, and their appli-
cation to PSA model arrangements
will be described in greater detail
below.”

In many respects, the valuation
of PSAs is analogous to valuation of
employment arrangements, since
both models share many common
characteristics. Many of the same
approaches and techniques are uti-
lized, with the major difference being
that the physicians maintain their
own practice entity and direct respon-
sibility for certain costs (e.g., taxes,
benefits, etc.) requiring appropriate
adjustment in the analysis.

The determination of FMV with
regard to the wRVU rate will often
require the valuator to undertake mul-
tiple approaches, as there could be
anomalies in the underlying data that
negates (or mitigates) reliance on one
approach over another. For example,
sole reliance on a Market Approach
may not take into consideration the
high percentage of poor payors in the
area and/or the atypical cost structure
of the target physician’s practice. On
the other hand, an Income Approach
may yield over-inflated indications of
value if the valuation firm overlooks
the need to incorporate an “owner’s
return” in the calculations. Further-
more, the Income Approach may not
be able to be performed at all if the
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target physician practice is unable to
provide usable financial information.

With regard to a Market Approach,
while in many ways it is the most
straightforward (and relied upon)
methodology in the context of mak-
ing an FMV determination of a PSA,
it is not without its drawbacks, the
biggest of which is its singular depen-
dence on making a comparison to
available survey data.

Essentially, a Market Approach
involves a process under which a
target physician’s performance is
compared against available bench-
mark data. Unfortunately, data from
otherwise reliable sources can be
“misused” in a variety of ways, and in
the context of a PSA or employment
agreement analysis, there is potential
for (i) over-emphasis on regional
compensation differences; (ii) “cherry
picking” from among different surveys
or survey tables; (iii) failure to con-
sider ownership/ancillary profits that
may be inherent in 90th percentile
compensation reported by market sur-
vey data;'® and (iv) assuming that
there is always correlation between
the reported data for compensation
and productivity. As such, it is pru-
dent to review and analyze multiple
metrics of productivity, including
wRVUs, professional collections,
median compensation per wWRVU, etc.
Through the use of a “percentile
matching technique,” the valuator
will match up each productivity vari-
able with the corresponding expected
level of compensation. Since each
variable has certain characteristics
that may yield unintended results, the
valuator will make a “weighting”
determination, primarily based on the
unique facts of the arrangement as
well as the validity of the data.

The general correlation of reported
compensation and productivity is well
documented in Medical Group Man-

agement Association (“MGMA”) and
other physician compensation surveys,
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though the degree and strength of
correlation varies depending on phy-
sician specialty and circumstances.
This is an inherently logical and fair
result. However, while compensation
and productivity are often correlated,
parties are often surprised to learn that
compensation is inversely correlated
with reported productivity ratios. This
result suggests that the correlation
between compensation and productiv-
ity data is simply not linear (i.e., when
compensation is plotted against produc-
tivity on a graph, the result is a curve
shaped relationship — meaning that as
productivity increases, compensation
still increases, but not as rapidly at
higher levels as it increases at lower
productivity levels). This counter-
intuitive result is where substantial
confusion lies, and risks the possibil-
ity of a significant valuation error.

In contrast to the Market Approach,
the consideration and use of the Cost
and Income Approaches can serve to
offset and mitigate the limitations of
the Market Approach. While sufficient
data is not always available to allow
the use of all three approaches, partic-
ularly with the valuation of PSAs and
employment arrangements, the use of
multiple approaches allows the valuator
to consider the totality of marketplace
considerations in appraising a service
arrangement. Furthermore, the Cost
and Income Approaches allow a view
into the local marketplace, as the valu-
ator can incorporate into the analysis a
full array of economic factors that may
be affecting compensation of the tar-
get physician.

Under the Cost Approach, a val-
uator endeavors to understand the
historical compensation levels of the
target physician in order to make a
determination about the FMV of a
proposed compensation arrangement.
However, the relevance of a physi-
cian’s historical compensation
depends on the degree of “compara-
bility” between the physician’s
practice and the proposed employ-
ment arrangement. Historical
compensation can be considered as an
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indication of the FMV for the ser-
vices provided by a physician as long
as the service arrangement and corre-
sponding compensation meet certain
criteria. These criteria include the
following:

® The physician and the entity con-
tracting with the physician for
services did not have a referral rela-
tionship that resulted in a
non-arm’s-length compensation for
purposes of establishing FMV under
applicable healthcare regulations."

e The services provided historically
are substantially similar to those
services that will be provided under
the proposed service arrangement.

¢ The services are provided in an
operational and/or clinical setting
that is comparable to the setting
under the proposed arrangement.

To undertake the analysis, the val-
uator will obtain “historical” practice
financials for the target physician, and
then make a series of normalizing
adjustments to allow for an effective
comparison. The adjustments to histor-
ical compensation include those that
make the historical service arrangement
comparable to the proposed arrange-
ment in terms of the scope of services
provided, the benefits paid in addition
to cash compensation, and certain nor-
malized operating costs associated with
the provision of the services. The
adjustments for normalized benefits and
operating costs are made so as to place
the key economics of the arrangement
on a comparable basis with those
expected in the marketplace."

Similar to the Cost Approach, the
Income Approach also requires certain
financial data, but instead of normaliz-
ing historical information, the valuator
will request a practice pro-forma state-
ment of operations to be developed by
the hospital.” The Income Approach
can be used to forecast the “distribut-
able earnings” available for physician
compensation in a practice. From this
amount, the valuator would make a
deduction from the distributable earn-
ings for an estimate of market-level
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benefits for the physicians. In addition,
recognizing that there is a carrying
cost to the deployment of required
assets required to operate a practice,
the valuator would also make a deduc-
tion from distributable earnings to
account for an appropriate “owner’s
return on invested capital” in order to
arrive at the guideline level of com-
pensation for physician services. The
valuation concept behind this
approach is that a forecast of the dis-
tributable earnings reflects the future
value of the physician services pro-
vided to the practice. The forecast,
however, should be prepared consis-
tent with the conceptual framework
of FMV, which entails the assump-
tion that the practice will be
operated by a hypothetical, typical
employer entity.

Once all applicable approaches
are completed, the valuator must syn-
thesize the results to arrive at the
applicable indication of FMV compen-
sation. In performing this synthesis,
the valuator should consider whether
one or more approaches yielded values
that do not appropriately reflect the
intent of the agreement, and each
approach is assessed in terms of its rel-
ative strengths and limitations. For
example, the valuator may believe that
the Cost Approach, reflective solely of
past expense structure and physician
earnings, may not be reflective of
future expenses and reimbursement
levels (and thus future compensation)
under a proposed arrangement. Alter-
natively, the valuator may ascertain
that the pro-forma developed by the
hospital may appear to include unrea-
sonable assumptions. Regardless, the
valuator will typically identify one or
more of the approaches as yielding rel-
evant values, and will determine the
appropriate “weighting” to apply to
each in order to calculate the applica-
ble level of FMV compensation. This
resulting compensation range is then
converted into the proposed com-
pensation structure to allow for a
meaningful comparison.

continued on page 30

29



Valuation of Professional Services Arrangements

continued from page 29

Potential Problems with
the Valuation Process

Potential Misuse of Survey Data

In reviewing salary survey data
(e.g., MGMA"), it is important to
note that while such surveys are
heavily relied upon, they are not
always the definitive snapshot of
physician compensation in the mar-
ketplace. The widely used reference
compensation surveys from MGMA,
AMGA,” and other associations and
organizations are based on voluntary
participation by the respondents,
without the use of any statistical sam-
pling methods or means of validating
the responses. As such, without a
careful review and application of the
data, the user may not realize that
selecting reference values from differ-
ent tables could lead to problems
(e.g., selecting national wRVU levels
but regional compensation), or may
fail to recognize that ownership and/
or ancillary profits may be inherent in
the higher percentiles of reported
compensation. Following are four of
the more commonly observed mis-
conceptions and/or misuses of the
compensation surveys:'°

1. Misconception: Surveys Present
Compensation Only for Physician Clinical
Services

As instructed by the survey ques-
tionnaires, it is intended that total cash
compensation from all sources, includ-
ing clinical services, ancillaries (and
technical revenues), medical director-
ships, on-call coverage, other service
arrangements and owner compensa-
tion, be reported. Therefore, it can be
rather easy to create a compensation
“stacking” issue if one assumes that the
survey data relates only to clinical ser-
vices. A “stacking” issue refers to a
situation where several different ele-
ments of compensation are separately
evaluated and compared to total com-
pensation survey data and deemed to
be consistent with FMV on an
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individual basis. However, when such
elements are “stacked” together in a
comprehensive employment arrange-
ment, the results far exceed survey
data for total compensation. As such,
the appropriate method is to also com-
pare aggregate compensation to total
compensation survey information to
ensure that aggregate compensation is
consistent with FMV. Stacking is dis-
cussed in greater detail below.

2. Misconception: Productivity
Ratios Should Correlate with Actual
Productivity (i.e. Compensation per
wRVU Should be Higher if a Physician
Generates More wRVU )

In fact, the MGMA survey has
clearly stated since 2009 that, in its
reported survey data, there is an
“inverse” relationship between produc-
tivity and the compensation per wRVU
rate.!” As such, the highest wRVU pro-
ducers have the lowest comp/wRVU
rate. This result is somewhat counterin-
tuitive, and leads to substantial
confusion and valuation risk.

3. Misconception: The Median
Compensation per wRVU Always
Represents FMV

This assumption defies statistical
validity, as by the very definition of
the term “median,” 50 percent of the
respondents make less (and perhaps
far less) than this amount. As such,
while it may sound conservative, sim-
ply defaulting to the median
compensation/wRVU value as an
indication of FMV may lead to an
overcompensation bias in the
arrangement. Thus, while 50 percent
of respondents do make more than
the median compensation per wWRVU
rate, 50 percent make less, and thus,
determination of the appropriate rate
requires analysis of specific circum-
stances and substantial care to ensure
the rate properly accounts for the
inverse relationship between produc-
tivity ratios and productivity itself
(see misconception #2 above).
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4. Misconception: Surveys Reflect
the Current State of the Physician
Marketplace

The major compensation surveys
are published annually, and reflect the
marketplace of the prior year. Thus,
they are likely not reflective of any
known reimbursement or marketplace
changes that are impending or which
have occurred since the data was gath-
ered. Compensation from year to year
is variable and volatility is due to sev-
eral factors, including geographic
location, cost of living, economic con-
ditions, and most importantly, changes
in reimbursement patterns and medi-
cal advancements. Furthermore, the
surveys only reflect the outcomes for
those that responded, an inherent bias
in and of itself.

The wRVU Model:

Common Mistakes

As with most aspects of a transac-
tion, the “devil is in the details,” and
the proper calculation and treatment of
wRVU’s is no exception, especially in
the PSA, as the compensation is
almost always exclusively based on
physician productivity. By way of addi-
tional background, the wRVU is one of
three components that make up the
“total” RVUs used by Medicare (and
many other payors) in the adjudication
of physician claims. Unfortunately, if
not careful when compiling the histori-
cal productivity information for a
physician or group practice, a possible
mistake is to inadvertently report total
RVU’s (i.e., to also include relative
values for practice expense and mal-
practice risk) and not simply work
relative values (i.e., those solely related
to the work effort of the physician). As
such, a physician’s expected productiv-
ity may be significantly overstated, and
thus, in any applications of the market
approach which attempt to appropri-
ately match compensation with
productivity, the resulting indications
of FMV compensation will be com-
mensurately overstated.
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A second area that can result in an
overstatement of wRVUs results from
the failure to consider CPT coding
modifiers.'® As an example, a physician
reporting a CPT code for a surgical pro-
cedure could have been an assistant at
surgery which carries a reduced wRVU
rate than for the primary surgeon. Simi-
larly, when a surgeon performs multiple
procedures on the same patient, the
appropriate modifier must be used, as all
follow-on procedures to the primary
surgical event are subject to a reduction
in value.

Other less common issues that
lend themselves to possible errors in
calculation are as follows:

Use of Midlevel Providers

Midlevel providers refer to non-
physicians who provide medical care,
such as nurse practitioners, physician
assistants, imaging technologists, and
other similar providers. This is always a
tricky aspect of a PSA analysis, as the
valuator needs to be careful to address
where the midlevel provider resides in
the equation (e.g., if the physician is
leasing the midlevel to the hospital,
which is the most common practice,
the benefit of any work performed,
whether “incident to” (which refers to
office-based services provided by the
midlevel under the physician’s supervi-
sion which are typically reimbursed at
full physician rates) or at the “midlevel
provider rate” (typically services per-
formed by midlevels in a hospital
setting, where “incident to” billing is
not allowed under Medicare rules, and
which are reimbursed at about 80 per-
cent of the physician rate) would
accrue to the hospital). However, if the
midlevel remains the financial responsi-
bility of the physician (for example, as
reflected on the practice financials in a
PSA arrangement), then it would be
appropriate to have the legitimate
“incident to” wRVUs count toward the
physician’s productivity.

Use of Blended Rate for
Multiple Specialties

It is becoming increasingly com-
mon for hospitals to contemplate
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entering into PSA’s with multi-specialty
physician practices (e.g., a cardiology
practice that includes general cardiol-
ogy, interventional cardiology and
electrophysiology). Furthermore, for
ease of administration, the hospital may
want to pay the same compensation
rate per wWRVU regardless of the subspe-
cialty. In this scenario, it is important
not only to (i) calculate an applicable
rate per wRVU for each subspecialty,
but (ii) also obtain historical informa-
tion relative to the percentage mix of
wRVUs for each subspecialty, such that
the applicable “weighted average” rate
can be calculated. Lastly, it is also para-
mount to run a series of sensitivity
analyses at varying levels of potential
total wWRVUs to ensure that the blended
number still yields FMV results, regard-
less of the level of productivity.

One final area that deserves com-
ment relates to the inclusion of
applicable taxes and benefits in the
wRVU rate (i.e., the aforementioned
“gross-up”). Up until several years
ago, it was fairly common practice for
valuation firms to simply acknowl-
edge a hospital’s statement to the
effect that “benefits provided will be
consistent with similarly situated
employees.” More recently, many in
the valuation community have
opened their eyes to the fact that
physician benefit plans are becoming
more and more robust. In certain situ-
ations, a very robust benefits plan,
significantly higher than what compa-
rable physicians receive, may be a
source of a material increase in eco-
nomic benefit to the physicians, and
such excess benefits would generally
need to be regarded as additional
compensation in the FMV analysis.

On a related note, since the reason-
able benefits and taxes are typically
included in the “grossed-up” wRVU
value, it is important to consider
whether an increase in the physicians’
wRVU productivity will result in an
overpayment for benefits and taxes
since these expenses are mostly fixed
(i.e., once the FICA limit has been
reached). This is commonly handled by
placing a dollar cap on overall benefits.
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Evaluating Possible
Compensation Stacking Issues

While the underlying compensa-
tion methodology for the employment
or PSA Model may be commercially
reasonable and produce results that are
consistent with FMV, a hospital’s
desire to involve the same physician in
a variety of additional compensated
arrangements may result in an overall
compensation arrangement that quickly
becomes problematic. Since most PSAs
are established on a pure productivity
basis, most of the typical “stacking” cul-
prits may be mitigated.

For example, a common accompa-
nying arrangement is a medical
directorship. Since these are most
often compensated on the basis of
worked and documented hours, there
is usually not a large concern about
overcompensation in the overall
arrangement, since time devoted to
these administrative duties may result
in the generation of fewer wRVUs.
However, what may appear to be a
subtle change to the fact pattern (e.g.,
the physician is paid a flat annual
amount for medical director services in
exchange for providing a “minimum”
number of hours) can result in a situa-
tion where the total compensation
may exceed FMV. In this scenario,
without an effective time tracking
mechanism in place, there is a possibil-
ity that the physician does not provide
the required minimum number of
medical director hours.

So, beware the notion that, by call-
ing elements of compensation by
different names, one can continue to
“stack” the compensation higher.
Essentially, all sources of compensation
(including benefits, as discussed earlier)
should be considered in the aggregate
to establish compliance with FMV.
Following are some other types of com-
pensation arrangements that can lead
to a problematic stacking issue:

e Sign-on bonus

¢ Quality bonus

e Call pay

e Service line management

arrangement'’
continued on page 32
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¢ Productivity bonus
e Tail insurance.”

Conclusion

With careful planning and execu-
tion, a PSA may be an ideal vehicle to
allow a hospital and physicians to better
align their clinical goals and objectives.
When properly structured, the PSA
can mitigate physicians’ aversion to
traditional employment and the accom-
panying loss of autonomy. However, as
with employment arrangements, PSAs
must also comply with the FMV stan-
dard. The PSA must be commercially
reasonable and consistent with FMYV,
both with respect to its individual
components and when considered in
the aggregate.
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Endnotes

1

As used herein, the term “fair market value” is
,

as defined in 42 CFR §411.351.

Examples of regulations that impact hospital-
physician relationships include without
limitation: (1) the Physician Self-Referral
Prohibition, more commonly known as the
“Stark” Law (42 USC §1395nn); (2) the Federal
Anti-Kickback Statute (42 USC §1320a-7b(b));
(3) the False Claims Act (31 USC §§ 3729-
3733); (4) the Civil Monetary Penalties Law (42
USC §1320a-7a); (5) the Emergency Medical
Treatment and Active Labor Act or “EMTALA”
(42 USC §1395dd); (6) the Medicare Shared
Savings Programs or “MSSP” provisions of the
2010 Patient Protection and Affordable Care Act
(“PPACA”) (Section 3022 of PPACA and asso-
ciated regulations); (7) IRS Private Benefit and
Private Inurement guidance (See for example,
Treas. Reg. 53.4958 et seq.); (8) the Sustainable
Growth Rate (42 USC §1848(f)); (9) Joint
Commission accreditation standards and require-
ments; (10) Medicare Conditions of Participation
(42 CFR §482 et seq.); and (11) various state reg-
ulations, including what are sometimes referred to
as baby kickback laws (see for example, Fla. Stat.
§ 409.920(2)(e)) and laws prohibiting the “cor-
porate practice of medicine,” (or “CPOM” laws),
which refer to bans on non-physician ownership
of medical practices (see for example, CA
Business and Professions Code 2400 and 2052
which, when considered together, represent the
CPOM ban in California).

“DHS” or “designated health services,” as
defined in the Stark law at 42 USC
§1395nn(h)(6). The Stark Law prohibits all
financial relationships (unless an exception
exists) between a physician and healthcare
entities to which the physician refers patients
for DHS. DHS s a list of specific services set
forth in the law, including imaging, therapy
and other treatments, drug administration, and
most importantly, all inpatient and outpatient
hospital services. Thus, all physician-hospital
arrangements implicate the Stark Law if the
physician refers any patients to the hospital.

The list of DHS is found at 42 § CFR 411.351.

Relative value units (“RVUs”) are based on
the Resource Based Relative Value Scale
(“RBRVS”) system established by the Centers
for Medicare & Medicaid Services (“CMS”)
in the Medicare Physician Fee Schedule. The
RBRVS system allocates units to specific med-
ical procedures, which are identified by The
American Medical Association’s current pro-
cedure terminology codes (“CPT” codes) or
the “Healthcare Common Procedure Coding
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System” (known as “HCPCS” procedure
codes), based on the general premise that cer-
tain physician services are worth more than
others, whereby a standard hourly rate of com-
pensation would fail to allow for such relative
differences. CMS expends significant effort
developing the RVU levels for each type of
patient encounter, and they are applied consis-
tently across all physicians. Work RVUs or
“WRVUs” refer to the portion of an encounter
which represents the physician’s professional
effort (vs. practice expense RVUs and malprac-
tice RVUs, which relate to the other costs
incurred to provide the service).

The MGMA Physician Compensation and
Production Survey is widely regarded as the one
of the best sources of information regarding phy-
sician compensation and productivity. Since
2009, the MGMA survey has warned users that
the “compensation per wRVU” data reported by
the surveys can be misleading. This is discussed
in detail later in this article, and can be summa-
rized as follows: there is a tendency for readers to
assume that physicians with the highest produc-
tivity (i.e., the highest reported wRVUs) must
have the highest reported compensation per
wRVU rate, but it turns out that the opposite is
true. While compensation and productivity are
loosely correlated (i.e., as productivity increases,
compensation also increases), the effective com-
pensation per wRVU rate actually decreases as
productivity increases. The reasons for this are
not entirely clear, but are likely due to guaran-
teed compensation floors for certain physicians
and the incremental costs incurred by physicians
to enable them to produce the highest levels of
wRVUs.

See note 3 above for further explanation of why
physician-hospital relationships implicate the
Stark law (i.e., because all hospital inpatient
and outpatient services are considered DHS).

Many transactions that implicate the Stark
Law may also implicate the Anti-Kickback
Statute (where violations depend on the
intent of the parties) or the IRS Private
Inurement guidance (for non-profit entities).
However, arrangements which are consistent
with the narrow Stark definition of FMV are
likely also consistent with similar notions of
FMV under the Anti-Kickback guidance, as
well as the broader FMV standard under the IRS
guidance. Analysis tends to focus on the Stark
FMV standard for several reasons, namely: (i)
the Stark FMV standard is narrower than the
IRS FMV standard; (ii) the Stark Law is a strict
liability statute (i.e., parties can violate it with-
out realizing they have done so); and (iii) it is
absolutely mandatory that arrangements impli-
cating the Stark Law fit into an applicable
exception to comply with the statute (many of
which have an FMV requirement).

CMS commentary explains that “...the defi-
nition of ‘fair market value’ in the statute and
regulation is qualified in ways that do not nec-
essarily comport with the usage of the term in
standard valuation techniques and methodol-
ogies. For example, the methodology must
exclude valuations where the parties to the
transactions are at arm’s length but in a posi-
tion to refer to one another.” (Stark II Phase

II - 69 FR 16107, March 26, 2004).
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The three traditional approaches to valuation
were set forth by the IRS in Revenue Ruling
59-60 and are further defined in the
International Glossary of Business Valuation
Terms; they will be described further below.

Compensation data in the MGMA and other
available surveys represents “total cash com-
pensation” from all sources, which for those
reporting physicians who have an ownership
interest in their practice, would include owner-
ship distributions (based on profits of the
practice, including ancillary profits). It is likely
that many, if not all, of the highest reported
compensation values in the surveys (i.e., val-
ues at the 90th percentile or above) represent
some ownership compensation, which makes
inherent sense, since non-owner physicians
take less business risk. However, under the
Stark In-Office Ancillary Services exception,
certain non-owner physicians who are “mem-
bers of the group” under the Stark Law may
also be able to share in ancillary profits, which
would be included in their reported compensa-
tion as well. However, if ancillary services are
hospital provided (billed as a hospital service),
physicians who are employed directly by a hos-
pital or part of a PSA with that hospital would
not be able to share in that revenue under the
Stark law. Thus, survey data contains both
types of physicians, requiring careful analysis
when making comparisons between owner
physicians and hospital affiliated physicians.

See, for example, the Stark Law (42 CFR
§411.350 — 411.389) and federal Anti-
Kickback Law (42 USC §1320a-7b(b)).

12

The Cost Approach is defined as “a general way
of determining a value indication of an
individual asset by quantifying the amount
of money required to replace the future ser-
vice capability of that asset,” from the
International Glossary of Business Valuation
Terms, which is based on the definition
adopted by the IRS in Revenue Ruling 59-60.
The Cost Approach is based on the Principle
of Substitution; i.e., the premise that a pru-
dent individual will pay no more for a
property than he/she would pay to acquire a
substitute property with the same utility.

The Income Approach is defined as “a general
way of determining a value indication of a
business, business ownership interest, security,
or intangible asset using one or more methods
that convert anticipated economic benefits
into a present single amount,” from the
International Glossary of Business Valuation
Terms, which is based on the definition
adopted by the IRS in Revenue Ruling 59-60.

Medical Group Management Association’s
Physician Compensation and Production Survey.

American Medical Group Association’s Medical
Group Compensation and Financial Survey.

Surveys are frequently utilized by valuation pro-
fessionals as one technique. However the Stark
regulations do not require independent valua-
tions for all transactions, and therefore, hospital
executives, physicians and other individuals
involved in completing transactions often make
their own determinations of value, and may also
use survey data (which is widely available) with
significantly less understanding of the surveys.

17

20

See Medical Group Management Association’s
Physician Compensation and Production Survey,
2011 Report Based on 2010 Data, page 12.

A CPT coding modifier is a two digit code used
to supplement information or adjust the
description to provide extra details concerning
a procedure or service provided by a physician.
Many modifiers are intended to appropriately
reduce the wRVUs associated with a particular
situation, as described further in the text that
follows. Modifiers are required in certain cir-
cumstances by the Medicare Program
Conditions of Participation. Failing to account
for modifiers that appropriately reduce wRVUs
would result in overstatement of wRVUs.

Service line management arrangements are uti-
lized by hospitals to engage one group of
physicians, usually in a single specialty, to pro-
vide coordinated and comprehensive
management of a particular service line (e.g.,
cardiology, neurology), in lieu of engaging mul-
tiple separate medical directors to provide the
same services in a less coordinated fashion.

Tail Insurance refers to the malpractice insurance
to cover claims made after a physician leaves a
particular position or practice. Malpractice insur-
ance is typically sold on a “claims made” basis
(meaning the coverage period covers claims
made in the period, versus an “occurrence-based”
policy which would cover incidents occurring
during the period). Because claims may be made
by former patients long after a physician leaves a
practice, tail insurance is purchased to cover any
claims until the applicable statute of limitations
on making claims is exhausted.
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The Editorial Board of The Health Lawyer is pleased to provide these updates of presentations
made at the Annual Emerging Issues in Healthcare Law Conference, held in New Orleans,
February 2011. This is an additional benefit provided to Section members to keep you
apprised of new developments in healthcare law. We hope that you find these updates useful.

Update to: Physician Ownership of
Hospitals: Identifying and Dealing with
the Restrictions, Options and Risks
Following the Enactment of PPACA

and Recent Litigation!

Tracy Powell, Esq.
Sherrard & Roe
Nashville, TN

With the enactment of the Patient Protection and
Affordable Care Act (“PPACA”) on March 23, 2010, signifi-
cant changes were made to the Stark Law exception known as
the “Whole Hospital Exception.” Section 6001 of PPACA
not only limited the ownership of physicians in hospitals to
the level as of March 23, 2010, the provisions of PPACA also
significantly curtailed the expansion (in terms of number
of beds, procedure rooms, etc.) of those physician-owned
hospitals meeting the so-called “grandfathered status.”

At the 2011 EMI conference, our presentation addressed
the changes and open questions arising from the changes.
There were a number of provisions under PPACA whereby
Congress had directed that CMS publish regulations or pro-
vide further clarification. Since the February EMI presentation,
CMS published a proposed rule on July 18, 2011 as part of the
calendar year 2012 OPPS and ASC payment rates. After the
publication of the proposed rule, a comment period followed
and the final rule was published on November 1, 2011.2

The final rule addressed the provisions under PPACA
related to the expansion of the so-called “grandfathered”
facilities (hospitals that had physician ownership prior to
March 31, 2010, and also had in place a Medicare provider
agreement no later than December 31, 2010). Under the
provisions of PPACA, the grandfathered physician-owned
hospitals were severely limited in their ability to expand by
the addition of new operating rooms, procedure rooms, and
beds. The final rule gave further clarification to those
requirements; however, the final rule did not offer any
unexpected relief to physician-owned hospitals. In order to
qualify for an exception to the prohibition on expansion,
physician-owned hospitals must meet certain inpatient
admission, bed capacity, and bed occupancy criteria, or
must qualify as a “high Medicaid facility” based on an anal-
ysis of a number of different data points.

34
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In addition to the publication of the final rule
described in the preceding paragraph, there is continuing
litigation with regard to the constitutionality of PPACA.
The United States Supreme Court announced on Monday,
November 14, 2011, that it will review the decision of the
11* Circuit in litigation® brought by 26 states challenging
the constitutionality of PPACA, Florida, et. al., v. U.S.
Department of Health and Human Services, Nos. 11-11021 &
11-11067.* Oral arguments will be heard in March 2012,
and some observers believe a decision may be issued prior
to the November 2012 elections.

Further, the Physicians Hospital Association (“PHA”),
a trade and advocacy group comprised of physician-owned
hospitals and which advocates for physician ownership of
hospitals, has filed its own litigation challenging the con-
stitutionality of Section 6001 of PPACA.’ This action was
filed in the Eastern District of Texas; summary judgment
was granted to the government in February of 2011, and
the case is now on appeal to the Fifth Circuit. In discus-
sions with officials of the PHA, there is a belief that further
action of the appeal will be delayed until the Supreme
Court acts on the broader litigation referenced in the prior
paragraph.

Legislation has been introduced in the House of Rep-
resentatives to repeal provisions of Section 6001; H.R.
1159 was sponsored by Representative Doc Hastings of
Washington. Other legislation (HR 1186) has been intro-
duced that would repeal provisions of 6001 and 6002; this
was introduced by Representative Samuel Johnson of
Texas. None of the introduced legislation has made any
significant progress as of this date.

Endnotes

I Originally presented by Kathy Poppitt, Esq., moderator, Cox Smith,
Austin, Texas, Jennifer L. Rangel, Esq., panelist, Locke Lord, Austin,
Texas, and Tracy A. Powell, Esq., panelist, Sherrard & Roe, PLC,
Nashville, Tennessee.

2 http://www.ofr.gov/%28X%281%29S%28lvhcbbedrqvx4ykkoh2gd
pps%29%29/OFRUpload/OFRData/2011-28612_PI.pdf.

3 http://www.supremecourt.gov/orders/courtorders/111411zor.pdf.
4 http://www.cal l.uscourts.gov/opinions/ops/201111021.pdf.

5 Physicians Hospitals of America and Texas Spine & Joint Hospital, Ltd.,
v. Sebelius, 781 E Supp. 2d. 828 Feb. 18, 2011.
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Update to: The Digital Revolution
in Healthcare

Arthur E. Peabody, Jr., Esq.

Lead Medicare Counsel
BlueCross BlueShield Association
Washington, DC

Introduction

Technology is transforming the delivery of healthcare in
the nation and across the world. Electronic health records
(“EHRs”) and health information exchanges (“HIEs”) are at
the center of a sea change in the way individual health
information is created, managed and shared. The Health
Information Technology for Economic and Clinical Health
(“HITECH”) Act was enacted on February 17, 2009 as part
of the American Reinvestment and Recovery Act
(“ARRA”). The HITECH Act amended the Public Health
Service Act (“PHSA”) to improve healthcare quality, safety,
and efficiency through the promotion of health information
technology (“HIT”) and the electronic exchange of health
information. Section 3004 of the PHSA, as added by the
HITECH Act, authorizes the Secretary of Health and Human
Services (“HHS”) to adopt standards, implementation speci-
fications, and certification criteria to enhance the
interoperability, functionality, utility, and security of HIT. Sec-
tion 3004(b)(1) of the PHSA more specifically directs the
Secretary to adopt a set of standards, implementation specifi-
cations, and certification criteria. Title IV of Division B of
ARRA amends Titles XVIII and XIX of the Social Security
Act by establishing incentive payments to eligible providers
to promote the adoption of meaningful use of interoperable
HIT and qualified EHRs. The incentive payments are part of
a larger scheme to “accelerate the adoption of HIT and utili-
zation of qualified electronic medical records.” See, 75 FR

36157 (June 24, 2010); 75 FR 44314 (July 28, 2010).

This update addresses the status of relevant regulatory
implementation of activities designed to implement the
HITECH Act, associated programs, new HIT proposed regu-
lations, and issues relating to healthcare technology arising
since the ABA Health Law Section’s Emerging Issues
Conference in February 2011 in New Orleans.

Standards and Certification

On January 13, 2010, HHS issued an interim final rule
and, subsequently, on July 28, 2010, the Secretary adopted
a final rule setting forth the initial standards, implementa-
tion specifications, and certification criteria for EHRs and
EHR modules. 75 FR 2014, 75 FR 44590. EHR software is
tested and certified according to adopted certification crite-
ria to ensure they can properly implement adopted
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standards and implementation specifications. Certification
provides assurance that the EHRs can meet the require-
ments of meaningful use.

The Office of the National Coordinator for HIT (“ONC”)
has been operating under a “temporary program,” 75 FR 121
(June 24, 2010), and will transition to a ‘permanent program”
in July, 2012, 76 FR 1262 (January 7, 2011), a delay of six
months from the initial regulatory date set for implementation.
76 FR 68192 (November 3, 2011). One accreditation organiza-
tion (ONC-Approved Accreditor or “ONC-AA”) will be
approved through a competitive process to accredit certification
bodies. The ONC-AA will be selected every three years
through a competitive process. Under this program an entity
will certify other entities to certify EHR programs and modules.
Presently, five organizations have been selected as ONC-
Authorized Testing and Certification Bodies (“ATCB”s).
Pursuant to the permanent program a designated organization
will replace ONC as the body certifying organizations or
ATCB:s to evaluate EHR programs. Use of certified EHR tech-
nology is a core requirement for healthcare providers to become
“meaningful users” and eligible for payment under the Medicare
and Medicaid EHR incentive programs.

Meaningful Use

Pursuant to 75 FR 44314 (July 28, 2010), incentive
payments are being made to Medicare and Medicaid eligi-
ble providers for adoption and implementation of Stage 1
of “meaningful use” of EHRs that meet the initial regula-
tory requirements. Payments began in May 2011. Utilizing
an incremental approach, meaningful use will be imple-
mented in three stages. Payments through the three stages
are designed to provide incentives of the adoption of EHRs
by eligible providers. The U.S. market for EHR systems is
expected to reach $8.3 billion by 2016, growing at an
annual rate of more than 12 percent.

The Director of ONC has recommended a delay in
implementation of Stage 2 for one year. The delay is
designed to ensure that healthcare providers attesting to
compliance with Stage 1 in 2011 have adequate time to pre-
pare for Stage 2 which had been scheduled for 2013. The
HIT Policy Committee made recommendations to the ONC
on the requirements of Stage 2 on June 16, 2011. The last
day for eligible hospitals to attest to compliance with Stage 1
requirements for 2011 was November 30, 2011. The last day
for eligible professionals to do so is February 29, 2012.

Requirements for Medicaid providers, where incentive
payments are larger than for Medicare providers, have been
modified or made less stringent. The Medicare and Medicaid
Extenders Act eliminates the need for Medicaid providers to
demonstrate EHR acquisition costs as a prerequisite for col-
lecting meaningful use payments. Eligible providers need
only document and attest that they have adopted and

continued on page 36
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Update to: The Digital Revolution

in Healthcare
continued from page 35

implemented meaningful use EHR technology to collect the
maximum Medicaid incentives, e.g., $21,250 for an eligible
physician. Nonetheless, as of January 2012 not all states had
active Medicaid meaningful use programs, limiting incen-
tive payment disbursements through Medicaid.

Statistics regarding the implementation of meaningful use
vary widely. According to ONC, 74 percent of hospitals have
responded to surveys saying they are planning on investing in
HIE services based on the adoption of EHRs and participation
in the meaningful use incentive program. Other surveys report
that over 40 percent of physicians intend to apply for mean-
ingful use in 2011 or 2012.

Health Disclosures/Logging and Auditing

On May 31, 2011 HHS/OCR issued a notice of pro-
posed rulemaking pursuant to the HITECH Act extending
the requirement that covered entities and their business
associates are responsible for the PHI contained in a desig-
nated record set by affording patients the right to obtain a
consolidated access report identifying who has viewed their
electronic health data. 76 FR 31426 (May 31, 2011). The
proposed regulation has been widely criticized as going
beyond the scope of HIPAA’s and the HITECH Act’s
requirements, affording little benefit to patients, and
requiring substantial additional expenditures in technology
in light of the agency’s alleged mistaken view that covered
entities and their business associates already generate com-
prehensive audit trails. Some detractors charge that the
reports would permit patients to “target” individuals who
have accessed their protected health information (“PHI”).
Advocates suggest that the increasing electronic exchange
of PHI contemplated by a national HIE where information
is exchanged on multiple occasions with some frequency
justifies whatever additional steps may be necessary to
ensure that patients know who has accessed their PHI.

Metadata

On December 8, 2010, the President’s Council of Advi-
sors on Science and Technology (“PCAST”) issued a report
recommending the development and use of a universal
exchange language — the use of metadata — to promote data
exchange and increase the security and privacy of PHI. The
language would separate data into units that have metadata
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tags which describe the permissible uses of the data. For
example, a tag might initially serve to protect privacy by
specifying the kind of information contained in the message
and its sensitivity — limiting what individuals can do with
the data after accessing it. As the concept is developed the
tag might limit access to the information itself.

On December 10, 2010, HHS issued a Request for
Information seeking public comment and recommenda-
tions on the PCAST report. In addition, in January 2011
ONC requested the HIT Policy Committee to analyze the
report. In April 2011, the HIT Policy Committee filed its
report recommending incremental steps to pursue the goals
and objectives of the PCAST report.

Thereafter, on August 9, 2011 HHS issued an Advance
Notice of Proposed Rulemaking setting forth proposed regu-
latory standards and specific questions for public comments
regarding the metadata standards being considered in three
categories, i.e., patient identity, privacy and governance, the
initial elements of what the agency described as an incre-
mental approach. 76 FR 48770, 48773. The standards are
technical in nature. For example, the agency suggests that it
is considering proposing that metadata be expressed accord-
ing to the requirements “in the HL7 CDA R2 header” in
XML format, ostensibly a means of providing wide coverage
across data elements utilizing a single standard.

Implementation of metadata standards could serve to
advance the privacy interests of patients, enable patients to
sort their healthcare data more easily, and enhance the
functionality and interoperability of HIEs.

HIEs

ONCs efforts to develop HIEs continue through a variety
of means, including grants and demonstration projects. Fifty-
six states and territories have received $548 million to build
out HIE capacities at the state level with a requirement that
at least one third of their budget be allocated to interstate
exchange. Various reports indicate that sustainable and
mature HIEs are being developed across the nation. For exam-
ple, an August 2011 report released by the National eHealth
Collaborative describes 12 model programs, all of which are
characterized as having developed strong business models that
will sustain the exchanges financially. HIEs continue to hold
out the promise of improving care and reducing costs.
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Update to: The Affordable Care Act:
We Had the Audacity... Now What?
Regulating the Regulated: What Carriers
Can Expect From PPACA

Monica L. Pifion, Esq.
Texas Department of Insurance

Austin, TX

A carrier’s medical loss ratio (“MLR”) represents the
percentage of premium dollar received that is used
on direct care, instead of on administrative costs.
Beginning January 1, 2011, carriers offering small group
or individual coverage must meet an 80 percent MLR

and large group coverage providers must maintain an

85 percent MLR.

Some states may already require carriers to comply
with existing MLRs in rules and statutes. To date 17 states
have publicly requested a waiver or deferment from com-
pliance with PPACA’s MLR standards, up from 10 as of
EMI 2011. So far eight states have had determinations
issued. The following states have had their waiver/defer-
ment approved: Georgia, lowa, Kentucky, Maine, New
Hampshire, and Nevada. Delaware and North Dakota’s
requests have been disapproved. The other states’ appli-
cations are either being reviewed for completeness or
under consideration.

Chair’s Corner

continued from page 2

e Negotiations for a new clinical net-
work affiliation break down when
the hospital and a physician group
can’t reach agreement over gover-
nance and money.

e Health system management is at
loggerheads on implementing a new
patient partnership program.

Our traditional advocacy skills
may not be adequate tools for resolv-
ing conflicts in an environment
where sustained collaborative rela-
tionships are critical. I believe that as
attorneys we must learn to address
the conflicts that inevitably arise
in ways that allow our clients to
continue to work together toward
common, beneficial ends.

Our clients are experiencing large-
scale change — in the delivery of
healthcare, in reimbursement systems,
in new quality and outcome measures —
and with change comes conflict. As
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counsel, we have a rare opportunity and
responsibility to help our clients navi-
gate through this new territory. But that
navigation takes some new skills.

To address this need, members of
the Section have developed a four-
hour workshop to be held Wednesday
afternoon, February 22, 2012 as part
of our annual Emerging Issues in
Healthcare Conference.

This interactive session, entitled
Leading Through Change: The Role of
Attorneys in Supporting and Guiding
System Change through Strategic Manage-
ment of Conflict, invites participants to
engage in active dialogue with experts
and one another to identify new skills
and best practices to successfully
address conflict while leading clients
and stakeholders through uncertainty
and change. The workshop leaders are
four attorneys with extensive experi-
ence in assisting clients in addressing

The Health Lawyer

conflict: Charity Scott, Beth Schermer,
Debra Gerardi and Dale Hetzler. Their
backgrounds include academic law, pri-
vate practice, organizational consulting
and in-house counsel.

Participants will have the oppor-
tunity to take an individual conflict
styles assessment to identify personal
ways of responding to conflict and to
understand how others respond, as
well. In addition to the dialogue, the
session will include take-away strate-
gies, resources and practical tools
for early identification of potential
conflict situations and for engaging
clients, third parties and opposing
counsel effectively in conflict-laden
situations.

I hope that you can join me in
participating in this important work-
shop. You and your clients will be
glad you did.

David
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Section news

HLS Co-sponsors 2012 Cancer
Rights Conferences

The ABA Health Law Section, in collaboration with the Section’s
Breast Cancer Task Force, once again is co-sponsoring the Cancer
Legal Resource Center’s 2012 Cancer Rights Conferences. These
one-day conferences provide participants with comprehensive
information about the most common cancer - related legal issues.
They will be attended by patients, survivors, caregivers, health-
care providers, advocates, and business and community leaders.
Other sponsors include the Disability Rights Legal Center, Loyola
Law School Los Angeles, LIVESTRONG, Genentech, and the
University of Michigan Comprehensive Cancer Center.
Registration to all conferences is complimentary.

The four conferences will be:
e May 29, 2012, Boston, MA
e September 7 2012, Chicago, IL
e October 5, 2012, Fresno, CA
e October 19, 2012, Houston, TX

For more information, or to register for any of the four Cancer
Rights Conferences, please visit cancerrightsconference.org.
For more information about the ABA Breast Cancer Task Force,
please visit www.americanbar.org/groups/health_law/breast_
cancer_task_force.html.

Health Law Section Announces Winner
of the 10th Annual Writing Competition

The Health Law Section is pleased to announce the winner of
the 10th Annual Law Student Writing Competition. Selected
from 25 entries, Jennifer Siegel, a student at the University of
Maryland School of Law, Baltimore, Maryland, won first place
for her excellent paper, Advancing Ethical Research Practices
in the Military. This article will be published in a future issue of
The Health Lawyer. In addition, Ms. Siegel will receive a $500
honorarium and complimentary attendance to the upcoming
Emerging Issues conference in San Diego, CA.

The Section would also like to congratulate our runners up,
Jada J. Fehn, a student at Hamline University School of Law,
Saint Paul, MN for The Assault on Bad Food: Tobacco-Style
Litigation as an Element of the Comprehensive Scheme to
Fight Obesity; Chelsea Homer, a student at the University
of Detroit Mercy School of Law, Detroit, Ml for The Incentive

Conundrum: How the Stark Law has affected Physicians’ Use
and Referral of Ancillary Services, and Rebecca J. Kopps,

a student at Northern lllinois University — College of Law,
DeKalb, IL for Dead on Arrival: The Health Insurance Industry’s
Bleak Prognosis due to Unconstitutional Ratemaking in the
Patient Protection and Affordable Care Act. These papers are
also slated to be published in The Health Lawyer.

Questions or requests for more information can be made by
contacting Simeon Carson at simeon.carson@americanbar.org.

HLS Comments on ACO Medicare
Shared Savings Program

The Health Law Section submitted comments on the Interim
Final Rule issued jointly by the Centers for Medicare &
Medicaid Services ("CMS") and the Department of Health
and Human Services' Office of Inspector General (“OIG")
establishing waivers of the application of the Physician
Self-Referral Law (also known as the Stark law), the federal
Anti-Kickback Statute, and certain civil monetary penalties law
provisions to specified arrangements involving accountable
care organizations ("ACOs") as authorized by Section 1899(f)
of the Social Security Act as necessary to implement

the Medicare Shared Savings Program (the “MSSP"). The
comments were prepared by the Section's ACO Task Force,
then approved by the Section’s Council and submitted to
CMS on December 28, 2011.

A special thank you to all of our volunteer members.
Contributors to these comments were Claire Turcotte,
Stephanie Willis, Catherine Greaves, John Steiner, Barry
Liss, Christina Torossian, Matt Jenkins, Carol Bowen,
David Crapo, Kelvin Ziegler and Amy Fehn, who chaired the
Task Force's working group on these comments. In addition,
William W. Horton, Co-Chair of the Section’s Health Law and
Policy Review Coordination Committee, served as reviewer of
the Task Force's work and participated in the preparation of the
final comments.

To view the final comments, please visit the Section’s website
at www.americanbar.org/health.

If you are interested in getting involved in providing
feedback regarding health law-related policy decisions,
please contact Simeon Carson, Associate Director, at
simeon.carson@americanbar.org.

REMINDER:
ABA Health Law Section members can access past issues of The Health Lawyer on
the Section’s website. To access back issues and The Health Lawyer’s full index, go to

http://www.americanbar.org/publications/health_lawyer_home.html.
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Coming Soon! The New

Stark & Anti-Kickback Toolkit!

Web Based Product
The new Stark & Anti-Kickback Toolkit is the first in a series

of practical electronic tools to be generated by the ABA
AB A STARK Health Law Section. Reduce the mountain of paper on your
ég desk with this one-of-a-kind resource offering subscribers a
centralized location to electronically search administrative

ANTI,KICKB ACK materials relating to the Stark and anti-kickback laws. The

Toolkit toolkit searchable database for health lawyers includes:

e Narrative Summaries

e Statutes

¢ Administrative History

e Regulations

e Administrative Materials

e Links to CMS website for Stark advisory opinions; OIG
website for anti-kickback advisory opinions; and several

ABA Health Law Section publications

The Stark & Anti-Kickback Toolkit is extremely affordable. At
the retail price of $1,250 for a one-year subscription, that is only
$104 a month - less than the value of one hour of an associate’s
time. As a Health Law Section member you save 20%. Your
price is $995 for a one-year subscription saving you $255!

To receive advance notice of the launch
of this one-of-a-kind resource, please

contact Simeon Carson, Associate Director,
at 51me0n.carson@americanbar.org.
-
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2/9/2012

Language Access in Healthcare
Settings: A Legal Primer
Webinar

2/16/2012
Stark Law Basics
Webinar

2/22/2012 - 2/25/2012

13th Annual Emerging Issues in
Healthcare Law

Hilton San Diego Bayfront

San Diego, CA

Registration now Open!

3/8/2012
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Webinar
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