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Introduction
King v. Burwell 1 was argued on
March 30, 2015 before the United
States Supreme Court, and its decision
was handed down on June 25, 2015. In
King, the Court was asked to interpret a
key provision of the Patient Protection
and Affordable Care Act (“PPACA”).
PPACA implements three key reforms:
(1) it adopts guaranteed issue and
community rating requirements; (2) it
requires individuals to maintain health
insurance coverage or make a payment
to the Internal Revenue Service (“IRS”);
and (3) it seeks to make insurance more
affordable by giving tax credits to low
income individuals.2 The third reform
was at issue in King.
The question before the Court was
whether the IRS had authority to issue
regulations allowing the tax-credit subsidies to individuals living in states that
operated federal insurance exchanges.3
The relevant section of the Act, Section 36B, provides that tax credits
“shall be allowed” for any “applicable
tax payer,” who is enrolled in a plan
through “an Exchange established by

the State.” 4 PPACA lacks language
that specifically allows for tax credit
subsidies in federal exchanges because
Section 36B speaks only to stateestablished exchanges.5
In its decision holding that tax
credits are available in states with federal exchanges, the Supreme Court
declined to analyze the relevant IRS’s
regulation at the heart of the case under
the Chevron U.S.A. Inc. v. Natural
Resources Defense Council, Inc.6 “deference” framework.7 The open question
left by the Supreme Court’s analysis in
King v. Burwell is what effect its ruling
will have upon future “deference” cases
and whether or not the Court has
opened a new avenue of inquiry into
the power of regulatory agencies.

Background
Under PPACA, Congress authorized the creation of two types of
health insurance exchanges — federal
and state. 8 Those states wishing to
have an exchange may set one up as a
non-profit entity or a governmental
agency.9 To date, 16 states have taken
the opportunity to do so but 34 states
have not, leaving the citizens of those
states to rely on the federal exchange,
known as U.S. Healthcare.gov.10
continued on page 3
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*This was the colorful language used by Justice Antonin Scalia in his dissent. See 135 S.Ct.
2480 at page 8 of the dissent.

Chair’s Corner

As I write this, the day after
tomorrow, I’ll fly out to San Diego
for the Section’s 17th Annual
Conference on Emerging Issues in
Healthcare Law. A couple of days
William W. Horton after that, I’ll face pretty much the
most daunting challenge one faces
as Chair of the Health Law Section: the need to give the
annual “State of the Section” address, in which the
Chair gives a halfway-mark assessment of where the
Section stands during his or her Chair year.
Sadly for you, many of you won’t have been at EMI
and so will have been deprived of the chance to hear the
address live (alas, there is no simulcast, although there
may be a YouTube bootleg or two). Sadly for me, there is
some risk that a subset of EMI attendees will have
decided to sleep in or return phone calls or have a late
breakfast, and so will not have heard the address either.
Never fear, though; even if you fall into one of those
camps, your deprivation is only temporary, because I’m
using this Chair’s Column as a State of the Section
address too.
Some years, the Chair will toss out various numbers
– membership numbers, revenues, attendance at programs, publications sales. I’m not going to do much of
that, (a) because I’m writing this at home and don’t have
those numbers readily at hand, but mostly (b) because I
think that there are more interesting things to tell you
about the Section today. I’m going to take this space
to talk about some of those, both the good things and
the challenges.
We have strong leadership and a deep bench. Not
that long ago, the Section leadership was a dozen people
gathered around a conference table who planned, and
largely carried out, pretty much everything the Section
did. Now, our challenge is finding appropriate roles for
all of the leadership talent we have. A few days ago, the
Nominating Committee finished approving its recommended slate of officers and new Council members for
next year. There were five positions to be filled, and we
could have filled each of them five times over with good,
strong, proven leaders without any difficulty at all. Over
the next several weeks, Chair-Elect Joyce Hall and Vice
Chair Hilary Young will fill 250+ Interest Group, Task
Force and committee leadership positions for next year,
and there will still be up-and-coming talent to spare.
continued on page 8
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Was It ‘Jiggery Pokery’ Or Did Everyone Miss The Point?
continued from page 1

Section 1321 of PPACA amending Section 36B of the Internal
Revenue Code (“IRC”) involves the
granting of a subsidy in the form of a
tax credit to persons who cannot afford
the insurance premiums for health policies purchased on exchanges. PPACA
first provides that the tax credits “shall
be allowed” for any “applicable taxpayer.”11 Section 36B then provides
that the amount of the tax credit
depends in part on whether the taxpayer enrolled in an insurance plan
through “an Exchange established by
the State under 1311 of the Patient
Protection and Affordable Care Act.”12
The IRS promulgated regulations
making tax credits available on both
state and federal exchanges.13 Under
the IRS regulations, a taxpayer is eligible for a tax credit if he or she is
enrolled in an insurance plan through
“an exchange,”14 which the IRS defines
as “an Exchange serving the individual
market…regardless of whether the
exchange is established and operated
by a state…or by HHS.”15
Opponents of PPACA challenged
the IRS’s interpretation, arguing that
the phrase “established by the State”
precluded a reading of section 36B
that encompasses federal exchanges
extant in the states that have not set
up their own exchanges. Such a reading would have denied approximately
five million Americans the ability to
have their insurance paid for through
these subsidies and also created an
inconsistency of treatment of state versus federal exchanges.

Alternative Avenues for
Saving the Statute
The Court ultimately ruled for the
government, concluding that PPACA
makes tax credits available to tax payers enrolled through federal exchanges
as well as state exchanges. Many scholars expected that if the Court opted to
rule for the government, it would do

so by applying its Chevron deference jurisprudence. Instead, the
Court arrived at its conclusion by conducting its own in-depth statutory
interpretation of the relevant provisions and ultimately provided its own
definitive interpretation of the statute.
The Court concluded that the statutory text was ambiguous, so it relied
heavily on a contextual analysis of
PPACA’s statutory scheme. That
approach has raised several questions,
many of which are explored below.
The Court’s decision to unilaterally
interpret the statute — and do so
based on a contextual analysis — is
particularly interesting because the
Court could have reached the same
result by either deferring to the
agency interpretation under Chevron
or by conducting a purely textual statutory interpretation.
The “Chevron Deference” to
the IRS’ Interpretation Used by
the Fourth Circuit
The Court’s first and most obvious route for upholding tax subsidies
in federal exchanges would have been
to defer to the agency’s interpretation
under Chevron. In Chevron, the Court
established a two-step framework for
reviewing an agency’s construction of
a statute that it administers:
 irst, always, is the question
F
whether Congress has directly
spoken to the precise question at
issue. If the intent of Congress is
clear, that is the end of the matter; for the court, as well as the
agency, must give effect to the
unambiguously expressed intent
of Congress. If, however, the
court determines Congress has
not directly addressed the precise
question at issue, the court does
not simply impose its own construction on the statute, as would
be necessary in the absence of
an administrative interpretation.
Rather, if the statute is silent or
ambiguous with respect to the

specific issue, the question for
the court is whether the agency’s
answer is based on a permissible
construction of the statute.16
When the Fourth Circuit addressed
the question presented in King v.
Burwell, it applied the Chevron framework.17 At step one, the Fourth Circuit
concluded that the statutory language
was ambiguous because the court
could “not say definitively that Congress limited premium tax credits to
individuals living in states with staterun exchanges.” 18 At step two, the
court deferred to the IRS’ interpretation, in part because it was “clear that
widely available tax credits are essential to fulfilling the Act’s primary goals
and that Congress was aware of their
importance when drafting the bill.”19
The IRS regulations ensured that one
of the Act’s “essential component[s]
existed on a sufficiently large scale.”20
Accordingly, it was “entirely sensible
that the IRS would enact the regulations it did,” and Chevron deference
was thus appropriate.21
The Court’s Analysis
The Supreme Court could have
relied on the reasoning of the Fourth
Circuit to arrive at its conclusion in
favor of the government. Instead, the
Court bypassed the entire Chevron
framework after invoking the socalled “major questions doctrine.”22
The opinion begins with a detailed
explanation of how PPACA’s main
provisions operate.23 This detailed
explanation set the stage for the contextual analysis on which the Court
ultimately relied. As the Court
explained in its conclusion, “[a] fair
reading of legislation demands a fair
understanding of the legislative plan.”24
Next the Court explained Chevron’s two-step framework and then
quickly rejected the application of
that two-step analysis to Section 36B.
The Court explained:
continued on page 4
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[The Chevron] approach “is premised on the theory that a statute’s
ambiguity constitutes an implicit
delegation from Congress to the
agency to fill in the statutory
gaps.” FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120,
159, 120 S.Ct. 1291, 146 L.Ed.2d
121 (2000). “In extraordinary
cases, however, there may be reason to hesitate before concluding
that Congress has intended such
an implicit delegation.” Ibid.
 his is one of those cases. The
T
tax credits are among the Act’s
key reforms, involving billions of
dollars in spending each year
and affecting the price of health
insurance for millions of people.
Whether those credits are available on Federal Exchanges is thus
a question of deep “economic and
political significance” that is central to this statutory scheme; had
Congress wished to assign that
question to an agency, it surely
would have done so expressly.
Utility Air Regulatory Group v.
EPA, 573 U.S. ––––, ––––, 134
S.Ct. 2427, 2444, 189 L.Ed.2d
372 (2014) (quoting Brown &
Williamson, 529 U.S., at 160,
120 S.Ct. 1291). It is especially
unlikely that Congress would
have delegated this decision to
the IRS, which has no expertise
in crafting health insurance policy of this sort. See Gonzales v.
Oregon, 546 U.S. 243, 266–267,
126 S.Ct. 904, 163 L.Ed.2d 748
(2006). This is not a case for the
IRS.
I t is instead our task to determine
the correct reading of Section
36B.25
The Court even invoked the seminal case of Marbury v. Madison to
confirm its role in interpreting statutes
that raise “questions of deep economic
and political significance.”26

4

After taking on the task determining the statute’s meaning for
itself, the Court explained its methodology for interpreting statutes:
If the statutory language is plain,
we must enforce it according to
its terms. Hardt v. Reliance Standard Life Ins. Co., 560 U.S. 242,
251, 130 S.Ct. 2149, 176 L.Ed.2d
998 (2010). But oftentimes the
“meaning — or ambiguity — of
certain words or phrases may only
become evident when placed in
context.” Brown & Williamson, 529
U.S., at 132, 120 S.Ct. 1291. So
when deciding whether the language is plain, we must read the
words “in their context and with a
view to their place in the overall
statutory scheme.” Id., at 133, 120
S.Ct. 1291 (internal quotation
marks omitted). Our duty, after all,
is “to construe statutes, not isolated provisions.” Graham County
Soil and Water Conservation Dist. v.
United States ex rel. Wilson, 559
U.S. 280, 290, 130 S.Ct. 1396,
176 L.Ed.2d 225 (2010) (internal
quotation marks omitted).
Applying that methodology, the
Court concluded that the statutory
language was ambiguous, and so it
went on to consider “the broader
structure of the Act.”27
In concluding that the language
was ambiguous, the Court acknowledged that the phrase “established
by the State under Section 1311”
seemed plain on its face. However,
the Court explained that Section
36B’s “context and structure” compelled the Court to “depart from what
would otherwise be the most natural
reading of the pertinent statutory
phrase.”28 Given that structure and
language, the Court determined that
“it is sensible to regard all Exchanges
as established under Section 1311.”
The Court also noted that PPACA
contained “more than a few examples
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of unartful drafting,” and explained
that “Congress passed much of the
Act using a complicated budgetary
procedure known as ‘reconciliation,’ which limited opportunities for
debate and amendment, and bypassed
the Senate’s normal 60–vote filibuster
requirement.”29 In drawing attention
to these aspects of the Act, the Court
was likely rationalizing its strong reliance on its purpose and structure.
PPACA’s broader structure led
the Court to reject the petitioners’
narrow reading because that reading
“would destabilize the individual
insurance market in any State with a
Federal Exchange, and likely create
the very ‘death spirals’ that Congress
designed the Act to avoid.”30 The
Court noted that the petitioners’ reading of the statute would cause state and
federal exchanges to operate differently
and, as a result, only one of the Act’s
three main reforms would apply in
states with federal exchanges.31 According to the Court, it was “implausible
that Congress meant the Act to operate
in this manner.”32 The Court wrapped
up its analysis by explaining:
 e have held that Congress
W
“does not alter the fundamental
details of a regulatory scheme in
vague terms or ancillary provisions.” Whitman v. American
Trucking Assns., Inc., 531 U.S.
457, 468, 121 S.Ct. 903, 149
L.Ed.2d 1 (2001). But in petitioners’ view, Congress made the
viability of the entire Affordable
Care Act turn on the ultimate
ancillary provision: a sub-sub-sub
section of the Tax Code. We
doubt that is what Congress
meant to do. Had Congress
meant to limit tax credits to
State Exchanges, it likely would
have done so in the definition of
“applicable taxpayer” or in some
other prominent manner. It
would not have used such a winding path of connect-the-dots
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provisions about the amount of
the credit.33
The Court acknowledged that
relying on the context and structure
of a statute in interpreting its meaning
was “subtle business” and that it
required “great wariness lest what professes to be mere rendering becomes
creation and attempted interpretation
of legislation becomes legislation
itself.”34 However, the Court explained:
 uch reliance is appropriate in
S
this case, and leads us to conclude
that Section 36B allows tax credits for insurance purchased on any
Exchange created under the Act.
Those credits are necessary for the
Federal Exchanges to function
like their State Exchange counterparts, and to avoid the type of
calamitous result that Congress
plainly meant to avoid.35
The dissent, led by Justice Scalia,
was displeased with the Court’s reliance on PPACA’s broader context to
determine the meaning of Section
36B. The core of Justice Scalia’s argument was that “[w]ords no longer have
meaning if an Exchange that is not
established by a State is ‘established by
the State.’”36 In Scalia’s opinion, the
majority’s opinion “changes the usual
rules of statutory interpretation for the
sake of the Affordable Care Act.”37
The Alternative Textual
Statutory Interpretation
As an alternative to both the
Chevron deference and the Court’s
analysis, the Court could have
reached the same conclusion by conducting a straightforward textual
statutory interpretation, which may
arguably have shown clarity beyond
what the Supreme Court found in
its holding. Section 1311(b)(1) of
PPACA states that “[E]ach State
shall, not later than January 1, 2014,
establish an American Benefit
Exchange (referred to in this title as
an “Exchange”).”38 Because Section
1311(b)(1) requires every state to
establish an Exchange, that section
seems to leave no possibility

— “under Section 1311” — for an
exchange that is not “established by
the state.”
But wait! Under section 1321(c)
of the Act, if a state does not establish
an Exchange, “the Secretary shall
(directly or through agreement with a
non-profit entity) establish and operate
such Exchange within the State and
the Secretary shall take such actions as
are necessary to implement such other
requirements.”39 Section 1311(d) states
that “[a]n Exchange shall be a governmental agency or non-profit entity that is
established by a State”).40
Section 1311(d) apparently allows
a state to either use a governmental
agency or a nonprofit entity to establish
a health insurance exchange. However,
since the creation of non-profit entities
is basically a matter of state law,41 then
the phrase “established by a State” in
that section arguably refers to the term
“nonprofit entity,” leaving the term
“governmental agency” to arguably
encompass both a federal and a state
governmental agency. This wording
indicates that the phrase, “an Exchange
established by the State under 1311”
that is found in Section 1321 encompasses both state exchanges and federal
exchanges that act as surrogates for the
state. Any other interpretation requires
the assumption that Congress intended
a “gotcha” in Section 1321. Indeed, Justice Scalia (a dissenter in King) noted
that Congress does not “hide elephants
in mouse holes.”42 And, for the record,
Congress did not charter the federal
exchange as a nonprofit corporation.
This reading of the statute,
although not argued in any of the
principal or amicus briefs, would have
allowed the Court to decide in favor
of the government without relying on
the contextual analysis that Justice
Scalia so adamantly opposed in his
dissent.

Questions That Arise from
the Court’s Decision
Why Didn’t the Court Simply

Conduct a Textual Statutory
Interpretation?
As described above, the Court
could have reached the same decision
using a textual analysis. Instead it
relied on the larger statutory framework in coming to its conclusion. In
doing so, it rejected traditional textualist canons of statutory construction
(rule against superfluities, presumption of consistent usage). Justice
Scalia in his dissent provides an even
stricter textual reading at the end of
his opinion. He opines that the
majority is making the interpretation
of PPACA an exception to traditional statutory interpretation.43
The majority’s reasoning may be
in response to a new wave of legislation, not just PPACA. Is the Court
implying that traditional canons of
construction are not fit to interpret
complex and unorthodoxly drafted,
highly politicized statutes such as
PPACA? In focusing on the broader
purpose of the complicated legislation, the Court may be signaling that
traditional canons of statutory interpretation may be less applicable in an
era of increasingly complex, hastilydrafted laws.44
Why Did the Court Stray from
Chevron Deference?
The Court could have applied
the Chevron deference and relied on
the IRS’ reading of PPACA to reach
its result. Instead, the Court provided
its own, definitive interpretation of
what it determined to be an ambiguous statute. This means that a future
administration cannot reinterpret the
statutory provision to prohibit tax
subsidies in federal exchanges.
Further, applying the Chevron
deference would have expanded the
scope of the IRS’ power to interpret
federal statutes. By avoiding the deference, the Court could be making a
judicial power grab at Presidential
power by limiting the agency’s
authority as an executive agency.
continued on page 6
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What Implications Does
Burwell Have for
Administrative Law?
What Does the Court’s
Invocation of the Major
Questions Doctrine Signal
About That Doctrine’s Evolution
from Brown & Williamson?
In Brown, the Court considered
the scope of the Food and Drug
Administration’s (“FDA’s”) explicit
grant of authority to regulate “drugs”
and “devices” among other items
under the Food, Drug, and Cosmetic
Act (“FDCA”). 45 In doing so, the
Court applied one of the threshold
questions later adopted in United States
v. Mead Corp., i.e., whether Congress
intended to give the agency authority
to make the interpretation in question.46 The Court ruled that due to
“the FDCA’s overall regulatory scheme
and the tobacco-specific legislation
that it enacted subsequent to the
FDCA,” Congress had intended to
preclude the FDA from regulating
tobacco products.47 The Court noted
that “[i]n extraordinary cases…there
may be reason to hesitate before concluding that Congress has intended
such an implicit delegation” and indicated a distinction between “major
questions,” and “interstitial matters.”48
Similar to the regulation of
tobacco, PPACA is a highly politicized and controversial matter. The
results from Brown and Burwell could
illustrate the development of the
major questions doctrine and its evolution into the first step of Chevron.
Unlike Brown, the Court in Burwell
relied on the major questions doctrine
as practically a per se reason not to
apply the Chevron analysis.49 Citing
Brown, the court stated that this is an
“extraordinary case,” because determining whether PPACA’s tax credits
are available on federal exchanges is a
question of “deep economic and political significance.”50 Consequently, this
question made it “especially unlikely

6

that Congress would have delegated
the decision to the IRS, which has no
expertise in crafting health insurance
policy of this sort.”51 The court concluded that because Congress had not
expressly provided this authority for
this major question, this was not a
case for the IRS.52
How Does This Decision
Interact with Mead, City of
Arlington, and Skidmore?
The Court failed to acknowledge
Mead, which adopted a threshold
analysis to the Chevron two-step. It
held that “a[n] administrative implementation of a particular statutory
provision qualifies for Chevron deference when it appears that Congress
delegated authority to the agency
generally to make rules carrying the
force of law, and that the agency
interpretation claiming deference was
promulgated in the exercise of that
authority.”53 The Court could have
imputed the major questions doctrine
from Brown into this Mead analysis,
ruling that implicit in the question of
whether Congress authorized the
agency action is a question of the
magnitude and practicality of such
authority.
Additionally, the Court did not
discuss City of Arlington v. FCC, which
posed the question of whether courts
had to apply Chevron to agency interpretations of a statutory ambiguity
concerning the scope of the agency’s
jurisdiction.54 The majority held that
yes, courts have to apply Chevron.
However, the majority in Burwell
seems to reflect Justice Robert’s dissent
in City of Arlington, which states:
 y the same logic, even when
B
Congress provides interpretive
authority to a single agency, a
court must decide if the ambiguity the agency has purported to
interpret with the force of law is
one to which the congressional
delegation extends. A general
delegation to the agency to
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administer the statute will often
suffice to satisfy the court that
Congress has delegated interpretive authority over the ambiguity
at issue. But if Congress has
exempted particular provisions
from that authority, that exemption must be respected, and the
determination whether Congress
has done so is for the courts alone.
Essentially, this dissent illustrates
the Court’s role in interpreting an
agency’s authority. The majority in
Burwell seems to reflect this principle
by deciding that the IRS did not have
authority to interpret PPACA and
“had Congress wished to assign that
question to an agency, it surely would
have done so expressly.”55 However,
the court could have clarified rather
than mystified Chevron jurisprudence
by coming to this same result based
on an application of Mead.
Lastly, the Court also did not
mention the Skidmore deference doctrine. 56 The Skidmore deference
doctrine applies when the agency does
not act with the force and effect of
law.57 The Skidmore deference provides
agencies with an uphill battle of persuasion.58 Even if an agency persuades
the court to provide its interpretation
with some level of deference, the
Skidmore deference is not nearly as
favorable as the Chevron “reasonableness” standard. It makes sense that
the Court in Burwell did not look to
Skidmore. Unlike Mead, the question
was whether the IRS was given
authority to interpret PPACA, rather
than whether the interpretation was
issued with the force and effect of law.
If the Court had issued Skidmore deference, its interpretation could have
been subject to subsequent changes
based on the IRS’ authority. However, the Court’s absolute silence on
Skidmore may provide lower courts
with the impression that when it
comes to agencies, they should either
be given Chevron deference or no
deference at all.
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Conclusion
The Supreme Court has been baffling in its decisions concerning
PPACA, beginning with NFIB v.
Sebelius in which the Court rejected
defining the individual mandate as a
“tax” for purposes of the Tax AntiInjunction Act and then calling the
mandate a “tax” for the purposes of
stating that Congress has the power to
tax, thus allowing PPACA to escape
being ruled void.59 Here, in King, the
Court missed its opportunity to go
with the “plain text” reading of the
statute and instead chose to exercise
its power to make the IRS regulations
practically unassailable. It will be
interesting to see how the Court
squares these decisions with the future
PPACA-related cases that are wending their way to the Court.
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With all of that, however, we still provide great opportunities for newer members to break into leadership roles, and
we remain committed to that.
We have a first-class staff in place. We are, for the
first time in years, at full staff strength, with a great team in
place. There is, simply put, no Section in the ABA with a
staff more committed to its members, and that makes a difference for us every day.
Our programs and publications give our members the
information they need. Our three principal live programs –
EMI, the Washington Health Law Summit and Physicians
Legal Issues – grow in attendance every year, and that’s
because they are different from anything else the national
healthcare bar has to offer. Our extensive webinar series
offer timely and important distance learning opportunities.
We continue to expand our “What Is … ?” series of books,
which help meet the needs of those who are new to health
law, while our flagship treatises and The Health Lawyer
cover more in-depth topics. HLBytes, which is in full swing
this year, and the ABA Health eSource keep you up to date
on current and breaking topics. Through our programs and
publications, we work hard to give you the resources you
need without overwhelming you with more than you want.
Our commitment to public service continues to grow.
For many years, our Breast Cancer Task Force has given our
members the opportunity to learn how to take a little of
their time and a lot of their talent to help people in a
uniquely vulnerable time. Our Task Force on Substance Use
Disorders and Mental Health is truly the voice of the bar on
behavioral health issues, and our new Task Force on Military
and Veterans Health is off to an outstanding start. As a Section, we are committed to giving our members the chance to
be involved in public health issues and meaningful public
service, and that commitment has continued to bear fruit.

obviously pretty committed to the Section. Think about
what the Section gives you, and talk to that coworker or
friend about what the Section can give to them. If every
member recruited just one new member, we’d have – well,
we’d have twice the members, but that’s not important.
What’s important is that we spread the word to our colleagues about the value of membership in the Health Law
Section. Please help us do that.
We need greater involvement in our Interest Groups.
The IGs are, in many ways, the heart of the Section. Some
of our IGs are very active; others are less so. But none of
them have as many active volunteers as they need. Volunteering to write an article for an IG, or assist with a
webinar, or work on regulatory comments, is an easy and
valuable way for you to get involved in the Section – and to
get other lawyers in your firm or organization involved as
well. Think about what you’d like to do and reach out to
your IG leaders, or to anyone on the staff or Council.
We need to increase webinar attendance. Our Distance Learning Committee puts on some of the best CLE
out there and brings it right to your desktop. However, it’s a
very packed and competitive market for CLE programs out
there, and it’s increasingly hard to get the critical mass of
registrants we need to keep our webinars affordable – and
they’re some of the most cost-effective ones out there. Once
again, this is an area where you can help us – if you see a
webinar that one of your colleagues needs to know about,
please let that person know. If you see one that you need to
know about, go ahead and sign up too. Your support helps
us keep the great programs coming.

No, although it is pretty good. Here are some areas
where we need you to help us finish the year even stronger
than we started:

We need to find new ways to reach out to the healthcare bar (and to lawyers who don’t think about themselves
as part of it). “Health Law” encompasses a lot of territory,
and the Section has a lot to offer for lawyers who don’t think
of themselves as traditional “health lawyers.” Help us find
those people and help us show them what they can gain
from being part of this Section. And let us know what would
make the Section more valuable to you.

We need to continue growing our membership. Our
membership has been stable, and even grew last year despite
declining membership in the ABA. But it’s vital that we
continue to attract new members as well as retain the ones
we have. If you’re actually reading this column, you’re

So that’s where we stand, or at least a glimpse of it.
These are good times for the Health Law Section, but working together, we can make them even better. This isn’t my
Section, or the staff’s, or the Council’s. It’s yours, and you
can make the state of the Section better every day.

So everything’s perfect, right?

– Bill
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TYPICAL CLAIMS AND DEFENSES IN CLASS ACTION
FOOD LITIGATION
Michael R. Reese, Esq.
Reese LLP
New York, NY

Introduction
In the past few years, there has
been an explosion in the United
States in the number of class action
lawsuits related to food labeling and
marketing. Whereas in 2008 there
were less than 20 such cases filed, the
number of newly-filed food-related
cases totaled more than 100 by 2015.1
Part of the reason for this phenomenon is a growing distrust by
American consumers of the United
States food supply system. Obesity is
at an all-time high,2 and food-related
diseases such as type 2 diabetes are at
epic levels.3 Moreover, a number of
recent popular movies and books
have captured the attention of the
American public while pointing an
accusing finger at the big business
that supplies much of America’s food.
Films like “Fast Food Nation” come
with subtitles such as “You Want Lies
With That?” and best-selling books
such as “Sugar, Fat, Salt – How the
Food Giants Hooked Us” by Pulitzer
Prize-winning author Michael Moss
compare food marketing tactics to the
likes of selling cigarettes to children.
Whereas concerned consumers
want better information about the
source of their food, large food corporations have spent tens of millions of
dollars on lobbying efforts both at the
state and federal level to counteract
these efforts. One of the more recent
results of this corporate spending was
the defeat of a ballot initiative in California to require the labeling of foods
made from genetically modified
organisms (“GMOs”). Companies
such as Monsanto and DuPont (and
many others) spent over $46 million
to combat the populist measure. 4
Also, large food manufacturers

10

currently are in a battle with the
State of Vermont, suing the state
through its trade organization, the
Grocery Manufacturers of America
(“GMA”), in an attempt to reverse a
Vermont law that requires GMO
labeling.5
Given this landscape, it should
come as little surprise that the courts
have seen a great increase in litigation
in the area of food labeling and marketing. As Judge Learned Hand stated,
“justice is the tolerable accommodation of the conflicting interests of
society.6” Or, as Henry David Thoreau
astutely observed, “some circumstantial evidence is very strong, as when
you find a trout in the milk.”7
This article explores the marketing statements that consumers often
challenge in food-related class actions
and the typical relief that consumers
seek, as well as the primary defenses
that food companies assert and
whether those defenses are successful.

Contested Advertising and
Typical Objectives
The Challenged Representations
Food litigation tends to fall into
two general categories: (1) cases
involving sickness or death as a result
of contamination of a food supply or
(2) the mislabeling or deceptive marketing of food. The great explosion in
litigation in the last few years has
been in the second category. While
food safety has improved,8 food marketing and advertising have been
largely unregulated and have drawn
the scrutiny and ire of consumers.
Indeed, the food industry within
the last few years has made a number
of aggressive claims about its products, which have drawn consumer
complaints and federal class action
law suits. Almost all food class actions
now are litigated in federal court as a
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result of the Class Action Fairness
Act of 2005.9 This Act created federal
jurisdiction over class actions where
there is diversity between the parties
and the amount in controversy
exceeds $5 million – requirements
that almost always are met in cases
involving nationally distributed packaged food.
Perhaps the most hotly litigated of
food claims is the use of the word “natural.” More than 50 percent of the
litigation brought since 2010 has challenged this term. 10 For example,
litigation has challenged the use of the
word “natural” to describe food derived
from GMO crops,11 food products that
contain synthetic ingredients,12 and
food products that involved a highly
complex manufacturing process.13
Close behind the “natural” litigation with respect to volume of lawsuits
filed are cases involving food products
that contain trans-fat yet are advertised as containing “zero” or “no”
trans-fat14 and cases involving sugar
in food products labeled as “evaporated cane juice.”15
The Relief Consumers
Typically Seek
Cases challenging food marketing and labeling typically seek two
types of relief: (1) injunctive relief
and (2) monetary relief. These claims
are usually based on state consumer
protection statutes, as well as consumer-oriented common law claims
such as unjust enrichment and
breach of warranty.
With respect to monetary relief,
the damages sought typically seek the
reimbursement of the full purchase
price or a portion of the purchase
price. With respect to the injunctive
relief component, actions often seek
an order enjoining the defendant from
making the challenged marketing representations, as well as corrective
advertising necessary to ameliorate
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the negative effects on the public of
the deceptive marketing. Sometimes the injunctive relief also seeks
reformulation of the food product,
especially in instances where an ingredient contested in the litigation is
thought to be harmful to one’s health,
as in the cases challenging the use of
partially hydrogenated oils.16

Typical Defenses
The First Parry – Motion
to Dismiss
It is typical in food litigation in
federal court for a defendant to file a
motion to dismiss. However, it is rare
for these motions to result in the dismissal of the entire case with prejudice.
Motions to dismiss have limited
success in food cases for a variety of
reasons, not the least of which is that
courts are reluctant to substitute their
own personal views and interpretation of marketing claims for those of
the consumer. Thus, courts usually
hesitate to rule, as a matter of law,
that no reasonable consumer could
have been misled or deceived by the
marketing at issue. Appellate courts
have reversed lower courts when they
have made such a determination,
underscoring that the typical food
marketing case likely will survive a
motion to dismiss. As the Ninth Circuit Court of Appeals of the United
States stated in 2008 in the seminal
case of Williams v. Gerber Products
Co.: “[The state consumer protection
and false advertising] laws prohibit
not only advertising which is false,
but also advertising which, although
true, is either actually misleading or
which has a capacity, likelihood or
tendency to deceive or confuse the
public... .[C]ourts have recognized
that whether a business practice is
deceptive will usually be a question of
fact not appropriate for decision on
demurrer.”17
Defendants do have some success,
however, on peripheral issues, such as
whether a plaintiff has standing under

Article III of the United States Constitution to bring claims concerning
products the plaintiff did not personally
purchase18 and whether certain state
laws can be applied extraterritorially.19
The Second Parry – Opposition
to Class Certification
Since most food litigation cases
survive, at least in part, the motion to
dismiss, the real battleground tends to
be the class certification stage.
Rule 23 of the Federal Rules of
Civil Procedure govern the requirements for class certification in federal
class actions. Rule 23(a) establishes
four threshold requirements for class
certification, each of which must be
met: (1) the class must be so numerous that joinder of class members is
impracticable (a requirement often
called “numerosity”); (2) there must
be questions of law or fact common to
the class (“commonality”); (3) the
claims or defenses of the class representatives must be typical of those of
the class (“typicality”); and (4) the
class representatives must be persons
who will fairly and adequately protect
the interests of the class (“adequacy”).
To certify a class, a court must
also find that one of the following requirements, set forth in Rule
23(b), is met: (1) prosecution of separate actions risks either inconsistent
adjudications which would establish
incompatible standards of conduct for
the defendant or would as a practical
matter be dispositive of the interests
of others; (2) defendants have acted
or refused to act on grounds generally
applicable to the class; or (3) there
are common questions of law or fact
that predominate over any individual
class member’s questions and that a
class action is superior to other methods of adjudication.
Certification of an injunctive
relief class where no monetary damages are sought often occurs pursuant
to Rule 23(b)(2) (the “defendants
have acted or refused to act on
grounds generally applicable to the
class” prong). Certification of a class

seeking damages typically is sought
pursuant to Rule 23(b)(3) (that there
are common questions of law or fact
that predominate over any individual
class member’s questions and that a
class action is superior to other methods of adjudication).20
Class certification is a key battleground in food-related class actions
because denial of class certification is
thought by some be the so-called
“death knell” of the litigation. 21 The
theory is that because food cases
involve low-dollar-value items where
individual damages are small, such
cases would be too costly to pursue on
an individual basis. (As seen below,
however, this is not always the case
with litigation where the primary
relief sought is an injunction.)
Additionally, corporate defendants look to denial of class
certification as their best chance of
defeating the action as a whole in
light of a number of recent United
States Supreme Court decisions that
have ratcheted up the standard for
class certification. The level of proof
required at class certification is no
longer “a mere pleading standard”
but, instead, requires a “rigorous analysis” where the moving party must
“affirmatively demonstrate his compliance” with Rule 23.22 The United
States Supreme Court has advised
lower courts that “sometimes it may
be necessary for the court to probe
behind the pleadings before coming
to rest on the certification question,”
and that “rigorous analysis” will
“entail some overlap with the merits
of the plaintiff’s underlying claim.”23
Oppositions to class certification
in food cases often raise the same
types of arguments, the most common
of which are discussed below.
Damages
As noted above, typically plaintiffs in food litigation seek certification
of a class seeking money damages
under Federal Rule of Civil Procedure
23(b)(3). The common thought
among experienced practitioners in
continued on page 12
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class action litigation is that certification of a damages class under Rule
23(b)(3) requires the plaintiff to
propose a damages model that is a
reliable method of calculating classwide damages, using proof common
to all class members. Plaintiffs usually must retain an expert to provide
the damages model, using advanced
economic and statistical modeling
methodologies.
The level of proof of damages
that is required at the class certification stage was the subject of the
recent decision by the United States
Supreme Court in the case of Comcast
v. Behrend.24 In Comcast, the Supreme
Court reversed an order of class certification issued by a district court in
the Eastern District of Pennsylvania
and affirmed by the Third Circuit.
In a controversial 5-4 decision, the
Supreme Court held that that damages model developed by the plaintiffs’
expert could not be accepted as evidence that damages were susceptible
of measurement across the entire class
and that the Third Circuit erred by
failing to consider the individual
issues presented by the plaintiffs’ damages evidence. Thus, the Supreme
Court raised the bar for plaintiffs to
demonstrate that liability and damages
can be established through common
proof, reaffirming the duty of the
trial courts under Federal Rule of
Civil Procedure 23 to conduct a “rigorous analysis” of plaintiffs’ damages
theory.
The common perception of the
Comcast case is that it dramatically
increased the standard for damages
models at the class certification stage,
thereby making it much more difficult
for a class action seeking damages to
be certified.25
Class damages models in food
labeling class are particularly challenging under Comcast because of the
myriad of factors that may go into a
product’s retail price and a consumer’s
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purchasing decision and the difficulty
of isolating those factors that may
have been affected by a particular
allegedly misleading marketing claim.
Apart from the level of proof
needed to certify claims seeking damages, courts seem to struggle with the
concept of a class of consumers recovering the entire amount of their
purchase price when the consumers
received some benefit from the product (e.g., calories that sated hunger or
some level of nutrition). As a result,
rulings regarding class certification for
claims seeking damages under Federal
Rule of Civil Procedure 23 can be
inconsistent. For example, in one case
involving ConAgra, a judge from the
United States District Court for
the Northern District of California
denied a motion for class certification
under Rule 23(b)(3), finding that the
damages model the plaintiffs proffered
was insufficient.26 But in another class
action, also against ConAgra (involving different products), a different
judge in the Central District of California certified a damages class under
Rule 23(b)(3).27 Both of these cases
are now on appeal before the Ninth
Circuit.
In another case, a district court
first certified a damage class, only to
later decertify the same class, finding
the plaintiffs’ damages model to be
insufficient upon further review.28
Although not expressly stated in
any of these decisions, the implicit
issue with the notion of monetary damages in food litigation may be that the
real impact of litigation could lie in the
injunctive relief component and not
the monetary component. For example, removing an unhealthy ingredient
(such as trans-fat) from a popular food
could possibly improve the health of
hundreds of thousands of consumers, as
opposed to the relatively modest
impact of returning to consumers a portion of their purchase price (say, 25
cents). In the context of settlement,
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courts have frequently approved those
settlements that have only an injunctive component and provide no
monetary relief for class members.29
Ascertainability
A second potential roadblock to
class certification is the concept of
ascertainability. Within the last few
years ascertainability analysis has
resulted in denial of certification in a
number of different food and dietary
supplement cases, including cases
involving everything from weight-loss
supplements30 to beverages31 to cooking oil.32
Federal Rule of Civil Procedure
23 requires that a class be defined.
Accordingly, courts require that
classes be defined clearly and based on
objective criteria.33 When courts write
of this implicit requirement, they
often refer to it as “ascertainability.”
Historically, courts did not focus
on whether, given an adequate class
definition, it would be difficult to
identify particular members of the
class. However, courts now go beyond
the adequacy of the class definition
itself and require plaintiffs to show a
reliable and administratively feasible
way to determine whether a particular
person is a member of the class. 34
Moreover, the concept of ascertainability has been expanded even to
rule that affidavits from putative class
members are insufficient as a matter
of law to satisfy this requirement.35
This expansion of ascertainability
is a troubling for a number of reasons.
First, the requirement of ascertainability appears nowhere in the
text of Federal Rule of Civil Procedure 23 itself. Rather, it is a legal
construct developed by courts over
the years to give fuller meaning to
portions of the text of Rule 23.
As a result, the meaning of
“ascertainability” varies widely from
court to court, covering everything
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from the idea that a class definition
merely needs to be “defined clearly
and based on objective criteria”36 to a
“heightened” concept pursuant to
which a plaintiff seeking certification
must also show “a reliable and administratively feasible mechanism for
determining whether putative class
members fall within the class definition.” 37 In short, the courts have
differed greatly in their interpretation of the term “ascertainability,”
such that there is now a split in the
federal appellate circuits as to what
exactly it means.38
Second (and as a result of the
ambiguity created by its lack of textual support), courts differ greatly on
which prong of Rule 23 they should
attribute ascertainability. Some courts
attribute ascertainability to Rule
23(a), while other courts attribute it
to the 23(b)(3) prong. This has significant consequences because Rule
23(a) applies to all class actions (i.e.,
both injunctive class actions pursuant
to Rule 23(b)(2) and damages class
actions pursuant to Rule 23(b)(3)),
whereas the 23(b)(3) prong only
applies to damages classes.
More troubling, the “heightened”
ascertainability concept of more recent
vintage has been interpreted by some
courts to mean that a class cannot be
certified unless there are independent,
third-party records that both demonstrate that a person is a member of the
class and that these records are likely
to exist at the conclusion of the litigation. 39 For food litigation, this
newly-created “records” requirement is
essentially an insurmountable hurdle,
as consumers of most food products do
not keep the receipts of their purchases and presumably discard the
container or packaging that held the
food once it is consumed.
Moreover, as with the apparent
judicial preference to certify class
actions when dealing with requests
for injunctive relief rather than damages, there appears to be an implicit
justification for this higher level of

proof with respect to ascertainability,
based on the idea that the social justice component of class actions is
better served by providing class members with injunctive relief rather than
monetary damages.
Injunctive Relief and Standing
Another common defense raised
in food litigation class actions is that
the plaintiff lacks standing to pursue
injunctive relief claims. Defendants
argue that to establish Article III
standing for injunctive relief, the plaintiff must show “a likelihood that he
will be injured in the future.”40 However, this showing may be difficult, as
the plaintiff in a food mislabeling class
action either will not purchase the
product in the future (since he now
knows it is deceptively labeled) or cannot be deceived (since he presumably
knows the truth behind the marketing
of the product after he filed his lawsuit
that exposes the fraud). This argument
is raised both at the motion to dismiss
stage (as a Rule 12(b)(1) motion for
dismiss for lack of subject matter jurisdiction)41 or in an opposition to class
certification.42
Most courts reject this argument,
realizing that it undermines the very
point of an injunctive relief claim. As
explained in Ries v. Arizona Beverages
USA, LLC:
 efendants argue further that
D
plaintiffs are not threatened by
future harm because they are now
aware of the contents of AriZona
beverages, and can no longer be
deceived; but that contention may
be dispatched with relative ease.
This is best understood as an argument directed to redressability.
Plaintiffs request to be relieved
from false advertising by defendants in the future, and the fact
that they discovered the supposed
deception some years ago does
not render the advertising any
more truthful. Should plaintiffs
encounter the denomination “All
Natural” on an AriZona beverage
at the grocery store today, they

could not rely on that representation with any confidence. This is
the harm [ ] consumer protection
statutes are designed to redress.43
Or as put by the Court in the
Vitaminwater litigation:
If the Court were to construe
Article III standing...as narrowly
as the Defendant advocates, federal courts would be precluded
from enjoining false advertising
under...consumer protection laws
because a plaintiff who had been
injured would always be deemed
to avoid the cause of the injury
thereafter (‘once bitten, twice
shy’) and would never have Article III standing. If this Court
rules otherwise [and does not find
standing], like defendants would
always be able to avoid enforcement....This court is reluctant to
embrace a rule of standing that
would allow an alleged wrongdoer
to evade the court’s jurisdiction so
long as he does not injure the
same person twice.44
Despite the undeniable logic of
the Arizona Beverages and Vitaminwater decisions, there has been some
injunctive relief claims dismissed for
lack of subject matter jurisdiction. For
example, in a recent case involving
allegedly deceptively labeled almond
milk, the court dismissed the injunctive relief claims for lack of injury
redressable in federal court. In reaching its decision, the court specifically
rejected the reasoning in Vitaminwater, holding that the Second Circuit
and the United States Supreme Court
required the court to rule otherwise.45
Is Class Certification Required
for the Litigation to Have
an Impact?
Most often, if a case is certified,
the case settles soon thereafter, often
with both money being returned to
consumers as well as changes in practices of the food manufacturer. 46
However, even if a case is not certified, it does not necessarily mean the
end of the litigation if injunctive
continued on page 14
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Typical Claims and Defenses in Class Action Food Litigation
continued from page 13

claims are at issue. This is because the
same injunctive relief sought on a
class basis often may be achieved
through an individual action.
For example, in the case of Green
v. Dr. Pepper/Seven Up Inc.,47 the plaintiff sued the defendant over alleged
misrepresentations that led him to
believe wrongly that defendant’s
Cherry 7-Up beverage was a good
source of antioxidants. The case settled
without a class certification decision
and on an individual basis. However,
the individual settlement achieved
relief that was essentially the same
type of injunctive relief that would
have been achieved through a Rule
23(b)(2) class certification and victory at trial – namely, the defendant
agreed to remove the antioxidant representation and refrain from making
such claims for a set period of time in
the future. A number of similar
injunctive-relief type of settlements
have been reached in class actions
where a class had not been certified
and the settlement is on an individual
basis.48

Conclusion
Cicero once stated that the welfare
of the people should be the supreme
law.49 At the same time, as Ambrose
Bierce observed in the Devil’s Dictionary, litigation is “a machine which
you go into as a pig and come out of as
a sausage.”50
With respect to food law, there
should be no question that it should
serve the interest of the people, as it
affects one’s health and well-being,
the health and well-being of our
children, and the ability of the
nation to prosper.
On the other hand, the law, as
developed in the courts through litigation, is not always a perfect fit
with this objective due to its lack of
clear and comprehensive resolutions.
Litigation, however, appears at least

14

for now to provide more flexible,
immediate remedies than regulatory
agencies, which have been slow to
act51 and notoriously subject to the
influence of lobbyists and special
interest groups.52
Federal courts offer consumers
the assurance of being beyond the
influence of lobbyists, and they offer
consumers remedies for deceptive
advertising and marketing of food.
With no broad regulatory framework
in the imminent future, the country
is likely to see only more increases
in the number of federal class
actions related to food labelling and
marketing.

appointed co-lead counsel in a number of
food-related actions pending throughout
the United States.
Mr. Reese is a frequent lecturer on issues
of class actions and food litigation and
was a speaker at the ABA Health Law
Section’s Washington Health Summit
held in December 2015. He may be
reached at mreese@reesellp.com.
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Check Out the FY 2017 Nomination Slate for Officers and Council Members
The Nominating Committee is pleased to announce the slate of candidates for Officers and Council members for FY 2017.
Per Article VI, Section 1 of the Health Law Section Bylaws, notice is hereby given to the members of the Health Law Section. The
election of such Officers and Council will occur at the Section Business Meeting on August 7, 2016 during the ABA Annual Meeting in Chicago.
VICE-CHAIR

Automatic Ascension:

(1-year term with automatic ascension to Chair-Elect and Chair)

CHAIR

Alexandria McCombs, Humana, Irving, TX

(1-year term beginning August 2016)

C. Joyce Hall, Watkins & Eager PLLC, Jackson, MS

SECRETARY
(1-year term)

CHAIR-ELECT

John H. McEniry, IV, Patients and Physicians for Rx Access, Foley, AL

(1-year term beginning August 2016)

Hilary H. Young, Joy & Young, LLP, Austin, TX
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IMMEDIATE PAST CHAIR

Andrew Gantt, Cooley LLP, Washington, DC

(1-year term beginning August 2016)

Denise Hanna, Locke Lord LLP, Washington, DC

William W. Horton, Jones Walker LLP, Birmingham, AL

Kathy Poppitt, King & Spalding LLP, Austin, TX

Denise Hanna Receives the Champion of Diversity and Inclusion Award
Denise E. Hanna was awarded the Section’s Champion of
Diversity and Inclusion Award. The annual award celebrates a
Section member whose efforts to promote diversity and inclusion within the Section or the legal profession are exemplary.
Hanna is Co-Chair of the Washington Health Law Summit, Vice
Chair of the Managed Care & Insurance Interest Group and
Vice Chair of Programs Executive Leadership. The award was
presented by Health Law Section Chair William W. Horton and
Coordinating Committee on Diversity Chair Denise Webb
Glass at the 17th Annual Conference on Emerging Issues in
Healthcare Law in San Diego in March. Hanna is Co-Chair of
Locke Lord LLP’s Health Care group and Managing Partner of
the Washington, D.C. office.

Recipients of the Emerging Issues in Healthcare Law Conference Scholarship Selected
The Health Law Section provided five law students with an
Emerging Issues in Healthcare Law Conference Scholarship to
attend the conference. Scholarship applicants were required
to be members of the Section and attend an ABA-accredited
law school.

• D
 anielle Love Burks, 3L, Mississippi College School of
Law, Jackson, MS
• Tyler Cowart, 3L, Hamline University School of Law,
St. Paul, MN

This year’s winners were:

• Dara Johnson-Ayodele, 3L, University of Minnesota Law
School, Minneapolis, MN

• Nawa Arsala, 3L, American University Washington College
of Law, Washington, DC

• Andrea Nickerson, 3L, University of Miami School of Law,
Coral Gables, FL
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Moya Ball Wins the 2015 ABA Health Law Section Law Student Writing Competition
The Section congratulates Moya Ball of St. John’s University
School of Law, Jamaica, NY, who was selected as the winner
of the Section’s 2015 Law Student Writing Competition!
Moya’s submission, “Shining the Light on Fundamental
Flaws in Global Healthcare Sunshine Laws, and A Proposal
For Patient-Focused Transparency,” is slated to be published
in a future edition of The Health Lawyer. Moya was also a
guest at 17th Annual Conference on Emerging Issues in
Healthcare Law.

Madeline Bainer of Saint Louis University School of Law,
St. Louis, MO and Laura Hagen of University of California,
Hastings College of Law, San Francisco, CA were runners up
in the competition. Their papers, titled “Coding for Health –
Cybersecurity in Medical Devices” and “(Product) Hopping All
the Way to the Bank: How Drugmakers Control Competition
and Adversely Impact Healthcare Spending” respectively, are
also slated to be published in The Health Lawyer.
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acquisitions that are changing the landscape of the healthcare
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Don’t Miss this Conference!
Are you trying to navigate the healthcare market as a physician
or an attorney providing counsel to physicians? Join us at the
2016 Physicians Legal Issues Conference to learn about innovative strategies that can be used to cope with aggressive hospital
systems, lower reimbursement and daily practice challenges
from experts in the field. Learn how physicians are managing
viable medical practices with quality services at their core.
We look forward to hosting you!

REGISTER AT http://ambar.org/PLI2016
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‘CONFLICT-FREE CASE MANAGEMENT’ ON
COLLISION COURSE WITH INTEGRATED CARE
David Ivers, Esq.
Mitchell, Blackstock, Ivers, Sneddon
& Marshall, PLLC
Little Rock, AR

Introduction
While most of the healthcare
system attempts to hold providers
accountable for both coordinating and
delivering care, the Centers for Medicare & Medicaid Services (“CMS”) is
taking a different approach for long
term services and supports (“LTSS”).1
Recent regulations require separation
of LTSS service delivery from care
coordination, ostensibly to achieve
“conflict-free case management.”
In Medicaid, care coordination is
part of case management. In CMS’s
view, direct care providers – the organizations that deliver LTSS to Medicaid
enrollees – have a conflict of interest if
they also provide case management to
the enrollees they serve. CMS’s rationale is that direct care providers may
maximize their business interests at
the expense of their LTSS clients’ best
interests. However, the conflict of
interest does not arise when direct care
providers perform actual care coordination. It arises when direct care
providers handle the resource allocation functions of case management.
CMS’s failure to make this distinction puts LTSS squarely at odds
with the dominant trend in healthcare today, where payors are vesting
responsibility for care coordination
with the direct care provider to produce an “integrated” model of service
delivery. This is true even within
other areas of Medicaid.
CMS can reconcile conflict-free
case management with integrated care,
but it will require a more targeted
approach, one distinguishing among
the types of activities encompassed
within the ubiquitous concept of “case

management.” If a course correction is
not made soon, the agency risks sacrificing integrated care on the altar of
conflict-free case management.
The new regulations on conflictfree case management went into effect
in March 2014 as part of a large package of new requirements for home and
community-based services. 2 Rather
than make all states come into immediate compliance with conflict-free
case management, CMS enforcement
has been focused on compliance when
a state applies to renew its waiver program to provide home and community
based services.3 Thus the impact and
resulting confusion have been building gradually. A state’s failure to
comply could result in CMS denying
approval of its home and communitybased program, which would make the
program ineligible for federal matching funds.
This article offers: (1) a brief
background on LTSS, care coordination and case management; (2) a
summary of the CMS conflict-free
case management regulations; (3) a
discussion of the rationale behind the
regulations; and (4) possible solutions to address CMS concerns
without foreclosing integrated service
delivery.

LTSS Difficult to
Coordinate
Individuals receiving LTSS are
among those with the greatest need
for care coordination. They include
the frail elderly, individuals with physical disabilities, intellectually and
developmentally disabled persons, and
sometimes individuals with serious
behavioral health diagnoses. LTSS are
notoriously “siloed” by program funding
streams. In addition, LTSS are largely
disconnected from the medical side of
care, leaving enrollees “lost, frustrated,

and overwhelmed with confusing,
often inaccessible, and disconnected
encounters in both systems.”4
Because Medicare and most private insurers do not cover LTSS, the
joint state-federal Medicaid program
is the primary payor for these services.5 LTSS account for a third of
total spending in Medicaid.6 To qualify for LTSS, individuals must fall
below certain Medicaid income
thresholds and meet medical necessity criteria.
LTSS encompass a broad range of
services and supports that people need
over an extended period of time, often
for a lifetime in the case of those who
are disabled. In the past, most LTSS
were provided in nursing homes or
other institutions, but the trend in
recent years has tilted strongly toward
home and community-based services.7
The conflict-free case management
debate centers on these home and
community-based services in LTSS,
not care in institutions.
States offer home and communitybased services through a wide range of
state plan and waiver programs8 with
different program configurations. They
pay direct care providers,9 often nonprofit organizations, to deliver the
services, which include attendant
care,10 meals, adaptive equipment, personal emergency response systems,
habilitation, and supported employment. Attendant care, which often
constitutes the bulk of direct care,
includes assistance with activities of
daily living, such as eating, bathing,
toileting and dressing, and instrumental activities of daily living, such as
preparing meals, light housekeeping,
shopping and managing medications.
Because one person may need several
different types of LTSS, often multiple
providers serve the same individual. 11
continued on page 20
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Care Coordination of
Vital Importance
Lack of coordinated care is
responsible for much of the “overuse,
underuse, and misuse” in the U.S.
healthcare system.12 It can lead to
serious complications, including medication errors, preventable hospital
readmissions, higher costs, and unnecessary pain and suffering for individuals
struggling to navigate a complex and
fragmented healthcare system.13 The
Agency for Healthcare Research and
Quality (“AHRQ”) defines care coordination as “deliberately organizing
patient care activities and sharing
information among all of the participants concerned with a patient’s care to
achieve safer and more effective care.”14
In practical terms, care coordination in LTSS includes developing and
monitoring the individual’s plan of
care; arranging appropriate involvement of family and other informal
caregivers; identifying needed referrals
to medical providers and community
resources; facilitating communication
among the individual’s various healthcare providers; participating in discharge
planning from various settings; offering
health education; and generally addressing problems that arise.15
When direct care providers are
responsible for both the service they
deliver and overall coordination of a
Medicaid enrollee’s care, then the service delivery is “integrated.” It is
integrated from the payor’s point of
view in that the payor can hold a single entity accountable for outcomes,
and, most importantly, it is integrated
from the Medicaid enrollees’ point of
view in that they have a single point
of contact for their care.

Care Coordination Under
Case Management
In Medicaid, care coordination
has traditionally been provided as

20

part of case management. Case management can mean many different
things in healthcare, depending on
the context.16 In its broadest sense,
case management is an activity that
assists an individual in gaining access
to medical, social, educational or
other services – but it does not consist
of the underlying service itself.17 Even
within Medicaid, CMS approaches
case management differently depending on the setting.
For primary care, under Social
Security Act Section 1915(b), Congress authorized states to establish
“primary care case management”
(“PCCM”) systems. The primary care
provider is in charge of “case-management related services,” which are
defined to “[i]nclude location, coordination, and monitoring of primary
health care services.” 18 In most
PCCM programs, the state, directly
or through a PCCM organization,
pays primary care physicians a fee to
provide case management (care coordination) to their Medicaid patients
– the same patients to whom they
provide direct care.
For LTSS, Congress authorized
states to pay for case management
under Section 1915(c) home and
community-based waivers.19 CMS has
defined case management broadly in
the LTSS context as services which
assist individuals “in gaining access to
needed medical, social, educational,
and other services.”20 In 1986, Congress also authorized “targeted” case
management services for states that
choose to provide case management
to specific groups, such as the elderly
or disabled.21

Emerging Medical Models
Hold Direct Care Provider
Accountable
While case management has
been part of Medicaid since 1981,
in recent years there has been an
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increasing awareness that improved
models of care coordination are
needed. Private and public payors and
providers have responded with new
approaches in the primary and acute
care settings. A notable example is
the patient-centered medical home
(“PCMH”), which incentivizes providers to be responsible for delivering
and coordinating patient care.22 The
success of the popular PCMH is
largely attributable to CMS and state
Medicaid officials, who provided early
support. 23 Some 46 states have
included PCMHs in their Medicaid
and/or CHIP programs.24
Like the traditional PCCM models, the primary care provider in a
PCMH is paid to deliver the underlying medical care and to coordinate the
patient’s overall care. However, the
PCMH is a more intensive model. The
PCMH characteristically includes a
clinical team led by a primary care physician who oversees most of the
patient’s medical care. The team is in
charge of direct care and also coordination with other providers, monitoring
patient progress, prevention and wellness, and providing a patient-centered
approach such as caregiver education
and shared decision-making, along
with extended office hours and 24/7
phone availability.25 Providers may
qualify for financial incentives by
reducing the cost of care and meeting
quality metrics.

No Consensus Model Has
Emerged for LTSS
Coordination
No consensus has emerged
regarding how to improve LTSS coordination. Indeed, a single model is
unlikely to work in all states due to
historical differences in how LTSS programs developed.26 Options include
making the LTSS case manager part of
the PCMH team,27 using a separate
LTSS “health home,” 28 contracting
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with managed care organizations,29 or
using a combination of approaches.30
Expanding the PCMH to include LTSS
would achieve full integration of all
services for individuals in the LTSS
populations. However, for a variety of
reasons many primary care practices are
not equipped to coordinate LTSS. 31
This is due not only to limited resources
but to philosophical differences in the
“medical model” of primary care versus
the “social model” of LTSS.32 Thus,
while efforts continue to bridge the gap
between medical care and LTSS, at least
for the near future in most states there
will be both medical care coordinators
and LTSS care coordinators. The question is whether the integrated approach
used on the medical side should be
permitted for LTSS, as well.

Case Management Is Many
Things in LTSS
Longstanding Medicaid regulations organize case management into
four general categories: assessment of
needs; development of a care plan;
referrals and related activities such as
scheduling appointments; and monitoring and follow-up activities.33 In its
Technical Guide for home and community-based waivers, CMS provides
more detailed guidance, identifying
the following non-exclusive list of
case management functions: 34
• Evaluation and/or re-evaluation of
level of care;
• Assessment and/or reassessment of
the need for waiver services;
• Development and/or review of the
service plan;
• Coordination of multiple services
and/or among multiple providers;
• Linking waiver participants to other
federal, state and local programs;
• Monitoring the implementation
of the service plan and participant
health and welfare;
• Addressing problems in service
provision;

• Responding to participant crises;
and
• For waivers with cost or service duration limits, monitoring to detect and
resolve situations when the needs of
an individual might exceed the
limit(s) to ensure health and welfare
of waiver participants.

Where Is the Conflict of
Interest?
In the CMS list above, the first
three activities are where potential
conflicts of interest can arise:
1. Eligibility evaluations. For LTSS, evaluations for level of care determine
whether individuals have sufficient
functional limitations to make them
eligible for LTSS. Because providers
only get paid if they deliver services,
they have an incentive to overqualify individuals.
2. Functional needs assessments. Assessments are a formal process driving
the determination of what services
the individual will receive. CMS
does not want providers who will
provide the services to also conduct
assessments that determine the type
and amount of services an individual will receive.35
3. Care plan development. The needs
assessment informs the development
of a care plan, sometimes called a
“service plan.”36 This is a personcentered approach identifying,
among other things, the individual’s
care goals; the type, amount, and
frequency of services and supports
needed to accomplish the goals; and
the providers who will deliver the
services and supports. CMS has long
required states to ensure that providers do not dictate selection of
providers or services, but its 2014
Rule went further by including the
rest of the care plan development
process as a conflict of interest.37
It is these first three steps — eligibility evaluations, needs assessments,
and care planning, i.e., the resource
allocation activities — that have
embroiled CMS, states, providers, and

enrollees in the quagmire of conflicts
of interest and conflict-free case
management.

CMS Guidance Evolving
Since 2003 CMS has required
states to mitigate perceived “conflicts
of interest” in LTSS home and community-based programs, but its policy
has shifted over time. 38 CMS first
issued formal guidance on conflict-free
case management through the Balancing Incentives Program (“BIP”),
specifically in the BIP Implementation
Manual, which was issued in 2011 and
revised in 2013.39 Under BIP, CMS
discouraged direct care providers from
performing determinations of eligibility and evaluations of the need for
services. However, CMS permitted
such arrangements if mitigating measures were used, such as administrative
safeguards and firewalls. 40 CMS also
recognized consumer choice as a reason
to grant an exception: “A consumer
can choose to have the same agency
provide case management and community LTSS as long as the State documents
the consumer choice.” 41 BIP only
applied to the thirteen states that
were participating in that particular
program, which ran from October 1,
2011 through September 30, 2015.42
Not only was BIP limited to
states participating in the grant, it
was also not mandatory; thus its
impact was muted. However, in 2014
CMS finalized a comprehensive rule43
governing all LTSS home and community-based services (sometimes
called “HCBS”) under 1915(c) waivers,44 the state plan Community First
Choice program 45 and state plan
1915(i)program.46 This rule is now an
obstacle to any state seeking to use an
integrated model for delivery and
coordination of home and community-based services in LTSS.
For instance, the portion of the
rule governing 1915(c) waiver services
is far broader than any previous CMS
position: “…providers of HCBS…must
not provide case management or develop
continued on page 22

Volume 28, Number 4, April 2016

The Health Lawyer

21

‘Conflict-Free Case Management’ on Collision Course with Integrated Care
continued from page 21

the person-centered service plan….”47
Thus, the waiver regulation appears to
apply to all case management, not just
resource allocation.
Interestingly, in the section of the
rule governing Community First
Choice and 1915(i) state plan services, CMS does not prohibit direct
care providers from conducting all
case management activities. In fact, it
does not use the term “case management” at all in this context. Instead,
it simply prohibits providers from
performing the resource allocation
activities identified above: eligibility
determination; functional needs
assessment; and development of the
service plan. 48 However, because
Community First Choice and 1915(i)
services are relatively new programs
covering far fewer individuals, far
more services are impacted by the
broader prohibition contained in the
waiver regulation.
Moreover, in all three HCBS programs, CMS no longer allows the
consumer any choice in the matter. 49
This is in contrast to BIP, which
allowed consumers to choose the
same provider for LTSS and case
management.50 It is a striking departure from the rest of the 2014 HCBS
rule, in which the overriding theme is
consumer choice, particularly the
right of LTSS consumers to choose
their providers and settings.51
The evolving guidance from
CMS has left states struggling with
how to adapt. Few if any states have a
completely conflict-free system. 52
After a study of four states’ efforts to
address conflict-free case management
under BIP, Justice in Aging concluded
that conflict-free case management
“continues to be an ideal to strive for,
but an overwhelming challenge in
reality.”53 The 2014 rule only exacerbates the situation. Alaska and
Wyoming recently transitioned to
CMS’s broad view of conflict-free case
management but in doing so triggered
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enormous upheaval across their LTSS
systems.54 A more nuanced approach
is desperately needed, one that recognizes the distinction between resource
allocation and care coordination.

CMS’s Rationale for
Conflict-Free Case
Management in LTSS
While CMS did not elaborate on
its rationale for conflict-free case management in the 2014 HCBS rule, it is
known from a variety of sources what
the agency’s concerns are. Beginning
in the 1980s, as Medicaid LTSS systems developed, community-based
organizations often handled case management activities as well as direct
care. In the BIP Implementation Manual, CMS said that this structure led to
conflicts of interest, such as misaligned
incentives for over or under-utilization
of services; interest in retaining the
individual as a client rather than promoting independence; and a focus on
the convenience of the service provider rather than the client.55
CMS also does not believe that
direct care providers should monitor
service plan implementation or client
health and welfare — viewing this as
“self-monitoring.” 56 Finally, CMS casts
a critical eye at the usual role of case
managers within a provider organization’s chain of command. “Problems
arise because assessors and case managers are typically not the direct line
supervisors of the other workers and
therefore do not have the authority to
require changes.”57

Problems with CMS’s
Rationale
Underlying CMS’s conflict-free
case management regulation is the
premise that LTSS case managers will
be inclined to further their employer’s
business interests at the sake of the
client’s interests or program costs.
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However, the agency does not express
the same distrust for case managers on
the medical side in the PCMH where
the entire model is built around the
patient’s direct care provider. This different treatment is hard to reconcile,
since misaligned financial incentives
are present on the medical side, as
well. For example, in fee-for-service
reimbursement, which is still the most
prevalent form of reimbursement, the
more services medical clinics provide
and the more of their own diagnostic
tests they order, the more they get
paid, regardless of whether the services improve the patient’s health.
CMS’s concern over provider
“self-monitoring” in LTSS is also difficult to parse out. Is it concerned about
providers monitoring their own clients
or the provider itself? If the agency
means that self-monitoring refers to
monitoring the individual client, then
who is in a better position to do that –
a direct care provider who sees the
person several times a week or a separate entity that may see the person
only once a quarter? If direct care providers cannot be trusted to monitor
the progress of the individuals they are
serving, then it begs the question of
whether they should be trusted to
deliver the care in the first place. If,
on the other hand, CMS literally is
concerned about providers monitoring
themselves, that is different. That is a
quality assurance function, not care
coordination.
The remaining rationale —
CMS’s concern about the role of case
managers within an organization’s
chain of command — ignores why
that particular situation exists. Before
the 2014 rule, CMS required states
without conflict-free case management to “mitigate” the conflict by
ensuring that LTSS providers administratively separated their case
managers from their direct care staff.58
By definition, then, no case manager
can supervise direct care staff.
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However, the point CMS makes
about this administrative composition
is well taken. When one separates the
case manager/care coordinator from
the direct care staff, a team-based
approach is being hindered. A teambased approach is central to the
PCMH concept, and its value to
healthcare has been recognized for
more than a decade.59 Unfortunately,
the LTSS sector lags behind in the
team-based approach, and the CMS
regulations on conflict-free case management could set it back further.
In short, conflict-free case management in LTSS is counter to the
efforts in every other part of the
healthcare system incentivizing providers to coordinate care rather than
just delivering their particular service.
The overriding goal is to make providers accountable for quality and
outcomes, not just delivering care.
When LTSS providers have no ability
to direct or monitor care, they cannot
be held responsible for the outcomes.
Stakeholders are confused by a system
in which medical care providers are
encouraged and paid to coordinate
care but LTSS providers are prohibiting from doing so.

The Arkansas Experience
Indeed, requiring the direct care
provider and the care coordinator to
be separate entities can create inherent problems of its own. Arkansas’
experience is an illustrative example.
It implemented a conflict-free case
management approach to LTSS in
1989 with the initiation of its 1915(c)
waiver program for individuals with
developmental disabilities. 60 The
majority of provider organizations
chose to be direct care providers, leaving too few case managers in many
parts of the state. Some case managers
had little or no knowledge of the
operational realities of direct care,
which led them to create unrealistic
expectations for clients. Conversely,
some direct care providers did not
understand the duties of case

managers. Also, the state found that
some case management functions fit
within a third-party approach, but
others, particularly day-to-day care
coordination, needed the presence of
on-site staff.61
The end result was significant
confusion regarding which entity
should perform a wide variety of functions and a great deal of frustration for
clients. Consequently, Arkansas abandoned this approach around 1995.
Consumers are now offered a choice.
Tellingly, the vast majority choose
the same provider for direct care and
case management.62 In recent years,
Arkansas has been working toward a
more intensive provider-led model of
care coordination, but the 2014 CMS
regulation could present a significant
barrier to that effort.63

Managed Care Proposed
Rule – More Confusion,
More Conflict
Adding another layer of complexity and confusion is the CMS
proposed rule for Medicaid managed
care. Many states have transitioned to
capitated contracts with private managed care organizations (“MCOs”) to
deliver primary/acute care services in
the Medicaid program.64 In the last
few years, there has been a rapid
move among some states to also turn
over their Medicaid LTSS programs
to MCOs.65
Largely in response to the addition of LTSS to Medicaid managed
care, CMS on June 1, 2015 issued a
proposed new rule,66 the first major
changes to Medicaid managed care
since 2002. In the proposed rule,
CMS would allow MCOs to use their
internal staff to provide some aspects
of case management, including assessments and care plan development,
something not currently permitted
under existing CMS rules.67 Consider
that if providers handle resource
allocation, the fear is they may be
incentivized to overbill or encourage
use of their own services. However,

for MCOs – which are at risk for the
cost of care – there is an equally great
concern that they will be incentivized
to use the resource allocation role to
reduce needed services. Yet the proposed rule does not seem to recognize
conflict on the part of MCOs
involved in this process. 68 Simply
introducing managed care does not
eliminate conflict if the same organization is both assessing need and
paying for services.69 In sum, managed
care does not resolve the conflict – it
merely moves it. The final rule is
expected late spring or early summer
of 2016.

Health Homes Promote
Provider-Led Coordination
In contrast to CMS’s conflict-free
case management policy under the
2014 HCBS final rule, Congress specifically authorized provider-led
coordination under Section 2703 of
the Patient Protection and Affordable
Care Act (“PPACA”). Section 2703
created an optional state plan benefit
called “health homes.” Health homes
are organized care delivery models
similar to the PCMH, but designed to
encompass the healthcare “neighborhood,” including LTSS. Section 2703
incentivizes state Medicaid programs
to create health homes by giving
them eight quarters of 90 percent
federal matching funds to jump start
this integrated care delivery model.
Health homes serve individuals with
chronic conditions, which can
include individuals receiving LTSS,
and Section 2703 specifically requires
that they be led by providers. 70
CMS has encouraged states to
adopt the health homes option under
PPACA.71 The agency clearly contemplates that direct care providers
will be providing the underlying
care as well as coordinating care.72
“Health home providers will integrate and coordinate all primary,
acute, behavioral health and long
term services and supports to treat
t h e ‘ w h o l e - p e r son’ across the
continued on page 24
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lifespan.” 73 However, to date, most
health homes are largely medical
models aimed at specific chronic conditions, particularly mental illness,
and do not reach the LTSS populations or utilize LTSS providers to a
great degree. States like New York
that want to address LTSS are grappling with how health homes interface
with or replace traditional case management.74 This will be an issue for any
state attempting to create a health
home with LTSS providers playing a
role. Clarification from CMS on conflict-free case management could
encourage greater use of this integrated model for LTSS.75

Practical Steps Toward
a Solution
There are steps CMS could consider to address its concerns about
conflicts of interest in LTSS without
sacrificing integrated care. It may be
possible, for example, to keep case
management in the form it now exists
but more clearly delineate which
activities must be “conflict free.” In
other words, CMS could issue interpretive guidance that only resource
allocation activities are implicated by
the conflict-free regulations. The
Community First Choice and 1915(i)
regulations already contain language
consistent with this approach;76 the
1915(c) waiver regulation is broader
but imprecise.77
On the other hand, it may be
time to administratively separate care
coordination from the Gordian knot
of case management within Medicaid.
CMS could create a separate service
category of care coordination (by
whatever name) distinct from the
resource allocation functions of case
management, which means care coordination would not be subject to the
conflict-free case management rule at
all. Conceptually, CMS appears willing to do this through health homes.
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Also, many states are turning to the
flexibility offered by Section 1115
demonstration waivers, which, if
CMS approves, may be another useful
way to provide care coordination
through direct care providers.78
It may also be instructive for
CMS to look at why the PCMH has
been successful on the medical side.
Misaligned financial incentives are
present there, as well. However,
rather than prohibiting the medical
community from coordinating care
for their patients, CMS and states
have incentivized them to do it the
right way through shared savings
under the PCMH.
Using the same concept in LTSS,
CMS could choose to incentivize LTSS
direct care providers to achieve an
integrated, whole-person approach.79
This could be done through a health
home model. Also, depending on the
size, number, and business capabilities
of their LTSS organizations, some
states could move toward an LTSS
“accountable care” approach with
shared savings or other incentives for
providers who meet cost or quality
benchmarks.
This brings up the question of
which LTSS provider should take the
lead. Typically the direct care organization providing attendant care has
the most extensive contact with the
individual and is thus best positioned
to be the LTSS care coordinator, just
as the primary care physician is the
focal point in the medical setting.
Attendant care providers often deliver
care to their clients on a daily basis.
Thus, they have the advantage of
frequent contact with the client,
identified as a key to successful care
c o o r d i n a t i o n . 8 0 M o r e o v e r, t h e
employees who provide this care
often develop family-like bonds with
their client, and are much more likely
to be able to, among other things,
promote treatment adherence, get
the client to a doctor appointment,
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and notify family members of important instructions. If the client begins
to deteriorate, fails to take medication, or develops a crisis, this provider
will be the first to notice, not an independent case manager who may see
the client only a few times a year.
Some will no doubt posit that medical care and LTSS are inherently
different, and that the elderly and disabled individuals receiving LTSS need
an independent advocate separate and
apart from their direct care provider.
Yet, it need not be a choice of advocacy
over integrated care. An integrated
model does not mean direct care providers must be the sole advocates for
individuals receiving LTSS. Some individuals and families are capable of
advocating for themselves. States also
may want to enhance their own role in
this regard or may look at placing that
role with options counselors, ombudsman, or other entities, some of whom
may already be assigned to handle
resource allocation. The state can
advance the interests of older adults
and people with disabilities without
foregoing an integrated approach to
LTSS care delivery.

Conclusion
A clear model has yet to emerge
when it comes to care coordination
in LTSS. The 2014 HCBS rule creates a more, not less, fragmented
approach to care for LTSS enrollees.
The bifurcated approach is contrary
to the movement in the rest of
healthcare to integrate service delivery and care coordination. It removes
the ability of states to hold direct
care providers more accountable for
outcomes, and it sacrifices a key
advantage LTSS providers have in
care coordination – frequent contact
with the enrollee. CMS may want to
revisit and revise its policies to
address conflicts of interest in
resource allocation while still
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encouraging states and LTSS providers to take an integrated approach to
delivering and coordinating care.
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Evaluating CMS’s Fraud
Prevention System
The U.S. healthcare industry has
been mired in high budget deficits and
unsustainable cost growth for some
time. The Centers for Medicare &
Medicaid Services (“CMS”) estimates
that by the year 2024, healthcare
spending will account for 19.6 percent
of the U.S. gross domestic product,
representing an increase of 2.2 percent
over the preceding decade.1 Overall,
health spending in the United States
is projected to grow at an average rate
of 5.8 percent per year over the next
decade as the baby boomer population
continues to age and the Patient Protection and Affordable Care Act
(“PPACA”) expands insurance coverage.2 These increases to healthcare
expenditures are further projected to
outpace gross domestic product
growth by 1.1 percent over that period
of time.3
Government payment of health
expenditures currently constitutes 44
percent of all national health spending, and this figure is projected to rise
to 48 percent by 2023.4 By financing
the Medicare and Medicaid programs,
CMS now represents the single largest
purchaser of healthcare in the world,
with over one trillion dollars spent on
expenditures in 2014.5 Given the rate
with which these expenditures will
outpace economic growth, there is a
general consensus that the government must examine its programs to
eliminate unnecessary and wasteful
spending — and healthcare fraud is
one of the most cited contributions
to driving up these costs.6

Although the exact annual cost
of fraud and abuse in the healthcare
industry is not known, CMS estimated that Medicare Part A (which
covers inpatient hospital stays) and
Part B (which pays for some outpatient
services and products not covered by
Part A) made $45.8 billion in incorrect payments during the 2012-2013
fiscal year alone.7 However, these estimates tend to rely on random samples
of claims, and are widely thought to
understate the true impact of the
problem.8 Despite ongoing efforts, government officials have found it difficult
to reduce losses associated with the
Medicare and Medicaid programs, as
they are generally designed to enroll
“any willing provider” and reimburse
claims quickly for services rendered.9
The Medicare and Medicaid programs today handle an enormous
volume of transactions, making it even
easier for dubious claims to escape
detection. For instance, Medicare
administrative contractors (“MACs”),
which are private healthcare contractors
that process Medicare Part A and Part B
claims for CMS, handle about 4.9 million claims from 1.5 million providers
every business day.10 The MACs also
disburse over $1 billion each calendar
day and process over 30,000 enrollment
applications for new healthcare providers and suppliers of medical equipment
to the programs each month.11
This emphasis on rapid payment
— as opposed to focusing on the identification and eradication of false or
inflated claims — makes both the
Medicare and Medicaid programs
highly susceptible to fraud and abuse.12
Indeed, for many years the Government Accountability Office (“GAO”),
which is an independent, non-partisan
agency that works for Congress by
investigating how the federal government spends taxpayer dollars, has
designated Medicare and Medicaid as
being at “high risk” for fraud, abuse,
and improper payments.13

As such, it is no surprise that
healthcare fraud is viewed by wrongdoers as a lucrative field for illicit
profit. For decades, the federal government has attempted to detect and
prosecute fraud and abuse in its
healthcare insurance programs. However, congressional mandates for the
programs to pay claims promptly have
routinely left anti-fraud authorities
steps behind offenders, a self-defeating situation that investigators have
dubbed “pay-and-chase.”14
That situation seems to be changing, as the government has recently
passed new laws (described in detail
below) aimed at creating stronger, more
coordinated enforcement, along with
heavier penalties to deter corruption. At
the core of these newfound efforts is a
major philosophical shift away from the
government’s old “pay-and-chase” methodology and toward a new approach
focused on “detection-and-prevention,”
where the government attempts to
root out fraudulent activities before
inappropriate and wrongful payments
are ever made.

The Traditional “Payand-Chase” Approach
to Combating Fraud
and Abuse
To fully understand this widespread shift in methodology, one must
first appreciate the history of government efforts to curb fraud and abuse.
The Medicare and Medicaid programs
were first enacted 50 years ago as part
of the Social Security Amendments
of 1965. 15 At that time, there was
only one law aimed even tangentially
at preventing healthcare fraud and
abuse: the False Claims Act, which
generally prohibited the making of
false claims and statements.16
In 1977, Congress passed the
Anti-Fraud and Abuse Amendments,
which established Medicaid fraud
continued on page 30
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control units. These units consisted of
attorneys, auditors, and investigators,
who worked separately from the state
Medicaid agency in each state to investigate and prosecute Medicaid fraud.17
Nine years later, Congress passed
amendments to the False Claims Act,
which strengthened the government’s
ability to identify and recover improper
Medicare and Medicaid payments by
allowing penalties of up to $10,000 for
a single fraudulent claim (plus treble
damages) regardless of its original
amount.18
A decade later, Congress enacted
the Health Care Fraud and Abuse
Control Program as part of the
anti-fraud provisions of the Health
Insurance Portability and Accountability Act (“HIPAA”), which specifically
criminalized healthcare fraud itself
(and not just the general making of
false statements). The crime now carried a federal prison term of 10 years
in addition to large financial penalties. The law also allocated federal
budget funds to address healthcare
fraud and abuse.19
In 2003, Congress enacted the
Medicare Modernization Act, which
directed CMS to begin hiring Recovery Audit Contractors (“RACs”) as
third-party investigators to recover
flagged Medicare payments.20 Likewise,
two years later, Congress enacted the
Deficit Reduction Act of 2005, which
established the Medicaid Integrity
Program (“MIP”), which also hires
contractors to look for fraudulent
activities, as well as to educate providers about the law and coordinate data
between government programs.21
However, most of these efforts
still fell in the realm of the old “payand-chase” model. It was not until
2010 when the government finally
began to shift toward a plan geared at
detection-and-prevention of fraud
before claims were actually paid.

30

The Shift to a
“Prevention-andDetection” Approach
Under PPACA and SBJA
In 2010, Congress enacted both
PPACA22 and the Small Business Jobs
Act (“SBJA”).23 Together, these laws
gave CMS several new weapons to
combat fraud and abuse and shift
away from the worn pay-and-chase
model.
PPACA Anti-Fraud Provisions
PPACA contains numerous provisions which help support CMS’s
mission to prevent and fight fraud and
abuse in the healthcare industry. The
law provides an additional $350 million to the newly created Health Care
Fraud and Abuse Control Account
(“HCFAC”) in order to help combat
healthcare fraud and abuse through
2020.24 PPACA provides the Department of Health and Human Services’
Office of Inspector General (“OIG”) the
authority to impose stronger civil and
monetary penalties against those found
to have committed fraud.25 Additionally, the law now requires RACs to also
identify and recover improper payments
made by Medicaid, Medicare Part C (an
optional service which allows Medicare
beneficiaries to receive benefits through
capitated health insurance plans that
pay a healthcare provider a set amount
each month rather than a set fee per
service provided) and Part D (another
optional service which covers many
prescription drugs).26
PPACA also launched the first
phase of the new Competitive Bidding Program for Durable Medical
Equipment, Prosthetics, Orthotics,
and Supplies (“DMEPOS”), which
aims to reduce Medicare’s excessive
payments (as well as increasing
supplier competition) for certain
DME items, thereby making them
less attractive targets for fraud and
abuse.27
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Moreover, PPACA redesigned
Medicare Summary Notices (“MSNs”),
which are letters sent to each Medicare
Part A and Part B beneficiary every
three months that show all services or
supplies that providers and suppliers
billed to Medicare on the patient’s
behalf, so that beneficiaries can more
easily spot potential fraud or irregularities on claims submitted for their
care by bad actors. 28 PPACA also
required the integration of certain
claims data from numerous federal
agencies, thereby making it easier for
law enforcement officials to identify
criminals and prevent fraud on a system-wide basis.29
Although the above PPACA provisions all began to shift the government’s
anti-fraud efforts away from the traditional “pay-and-chase” model, the
greatest impact from the new laws
enacted in 2010 likely came from the
SBJA, which implemented CMS’s new
“twin pillar” approach to preventing
and detecting Medicare fraud before
payments are issued.
SBJA’s New “Twin Pillar”
Approach to Detecting Fraud
Before Payment
The “Twin Pillar” system represents an integrated approach to
program integrity, designed to prevent
fraud before payments are made, keep
ineligible providers and suppliers and
other bad actors out of Medicare in
the first place, and quickly take administrative actions to stop payments to
wrongdoers (and potentially remove
them from the program altogether)
once they are detected.30 The first pillar is the Fraud Prevention System
(“FPS”), which uses advanced analytic
techniques (including algorithms and
historical data) to flag suspicious
claims and forward them to secondary
actors for investigation and potential
enforcement measures.31 The second
pillar is the Automated Provider
Screening (“APS”) system, which
identifies ineligible providers and
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suppliers prior to their enrollment (as
well as when their eligibility status
changes).32 These twin pillars have
been utilized only in the Medicare
program to date, although CMS continues to evaluate the impact of
potentially expanding these systems to
the Medicaid program in the future.33
The First Pillar: Fraud
Prevention System
On June 30, 2011, CMS’s Center
for Program Integrity (“CPI”)
launched the FPS, a state-of-the-art
predictive analytics technology. Since
that time, FPS has run predictive
algorithms and other sophisticated
analytics nationwide against all Medicare fee-for-service (“FFS”) claims
prior to payment.34
The FPS runs each claim against
four different advanced data-analysis
model types on a streaming, nationwide basis. These model types are
categorized as “rules-based” (a technique which applies predetermined
statistical rules to deduce whether filtered claims are fraudulent), “anomaly”
(detecting individual and aggregated
abnormal patterns versus peer group),
“predictive” (assessing against known
fraud cases), and “network” link analysis (a technique used to evaluate
relationships and patterns between
groups of data).35
The streaming data analysis
allows CMS to identify and analyze
provider billing patterns and beneficiary utilization patterns, and then
use this information to detect patterns that represent a high risk of
fraudulent activity. FPS models have
the ability to build on one another in
a continuum, allowing CMS to
update and evolve each model from
one type to another as the CPI collects more information from the
entire FPS database. This activity
effectively creates a systematic feedback loop, whereby data brought in
from Medicare claims are analyzed
along several different algorithmic
platforms simultaneously, and the
results from those analyses are then

reanalyzed to update the original
algorithms in order to improve detection on future claims.36
Alerts are then created as each
model identifies claims and other data
that suggest aberrant billing. These
alerts are consolidated by provider,
and the FPS adds background information to provide context to the
alerts and generate leads. These leads
are then prioritized by potential fraud
risk in the FPS, and Zone Program
Integrity Contractors (“ZPICs”)
investigate those within the highest
risk tier for fraud through “boots-onthe-ground activities” such as site
visits, beneficiary interviews, and
medical record reviews.37
Based on the findings from these
activities, ZPICs may receive CMS
approval to implement appropriate
administrative actions, such as prepayment review (an edit that prevents
processing of claims pending medical
review), revocation (termination of a
provider’s billing privileges), a local
auto-denial edit (an edit that prevents
payment for non-covered, incorrectly
coded, or inappropriately billed services implemented by MACs), or
payment suspension. When warranted,
ZPICs can also refer cases to law
enforcement officials, such as the OIG,
the Department of Justice (“DOJ”),
and the Federal Bureau of Investigation (“FBI”).38
CMS utilizes a multidisciplinary
team comprised of economists, statisticians, and programmers to provide
effective oversight of the FPS, as well
as to perform business and statistical
analysis of the FPS Medicare data to
uncover current and emerging fraud
schemes and improper payments.
Teams of policy experts, clinicians,
field investigators, and data analysts
leverage the CMS Command Center
to oversee day-to-day program operations and results. Additionally, the
CPI Governance Council, which
consists of senior level management
executives, meets regularly to discuss
system vulnerabilities and schemes,

review data analytics, and align and
prioritize the development and
deployment of operational initiatives
designed to prevent and deter fraud
and abuse.39
The FPS also utilizes prior historical Medicare claims data from the
Integrated Data Repository (“IDR”), a
system established by CMS in 2006 to
provide a comprehensive view of
data, including claims, beneficiary
data, and Medicare Part D drug information. The IDR is populated with
over eight years of historical Part A
and Part B claims at three stages
(when the claim is received, when
the payment determination is made,
and when the payment is made), as
well as Part D data. ZPICs (as well as
FPS modeling contractors, which
work closely with CMS to integrate
the FPS technology into existing
claims processes) can access the IDR
through the One Program Integrity
(“One PI”) Portal, a centralized, webbased portal that allows in-house
CMS specialists, supporting contractors, and law enforcement officials to
leverage sophisticated tools and
methodologies to analyze program
integrity data.40
The Second Pillar: Automated
Provider Screening
The APS is a separate system
which identifies bad actors and prevents them from enrolling in the
Medicare program (or revalidating
their current registration). The APS
allows CMS to systematically screen
all current and prospective providers against thousands of data sources
(including FPS data, provider
licensing and criminal records) to
flag potential wrongdoers for review
and possible termination from the
program. The APS also forms a circular system with the FPS, as the
results from APS activities are
reported to the FPS and utilized in
its future predictive analyses. This
means that the data derived from
the APS can be used to further calibrate the FPS models, which in turn
continued on page 32
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will provide enhanced data for use
by the APS.41
Together, these Twin Pillars help
prevent fraud before payments are
made, keep ineligible providers and
other bad actors out of the Medicare
program in the first place, and bring
about administrative actions to quickly
prosecute improper actors once fraud
is detected.42

CMS’s Self-Assessment of
FPS Effectiveness
CMS was required to issue substantive annual reports to Congress
detailing its progress with the FPS
during its first three implementation
years. In those reports, CMS asserted
that the FPS has saved the Medicare
program approximately $820 million
over the first three years of its existence
(2012-2014). It further identified $454
million in savings associated with the
prevention-and-detection actions of
the FPS and APS systems during 2014
(either directly via stopped payments
or indirectly through investigations
from FPS leads). According to CMS’s
statistics, the program yielded a nearly
10:1 dollar return on investment, with
the majority of savings due to new
leads or issues identified by the FPS.
CMS also took administrative action
on more than 1,000 providers in 2014
based entirely on FPS information.43
CMS surmised that the true financial impact of the FPS may not be
apparent from these figures, which only
factor in payment-stopping administrative actions, but do not include
any additional savings realized from
stopping future improper billings by
providers removed from the program
due to FPS leads (as well as from general deterrence of potential fraudulent
behavior across the provider population
due to increased risk of detection).44
CMS additionally noted that
its 2014 recoveries represented an
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80 percent increase in savings from
the previous year. As such, the agency
stated that it believes that its gains
will continue to accelerate as the FPS
further evolves and accumulates additional data. The agency noted that
the program’s primary focus during
the first two implementation years
was simply to identify providers with
the most egregious behavior for investigation by the ZPICs. However, it
was only during the third implementation year (2014) when CMS began
to more fully utilize the FPS technology to support anti-fraud enforcement
activities after using the first two
years to populate its database.45
Accordingly, CMS predicts that
it will continue to expand the FPS in
future years, resulting in even more
denials and rejections of improper
payments, as well as heightened
screening of prior offenders from the
program altogether.46
Outside Criticism
Although CMS has a high assessment of its program’s effectiveness,
other governmental entities have differing opinions. For instance, the OIG
recently issued its own commentary
on the FPS disputing the recovery
estimates reported by CMS. 47 The
OIG insisted a more realistic calculation of recovery for fraudulent claims
was $133.2 million, which would put
the actual return on investment at
about only $3 per dollar spent.48 The
OIG asserted that the difference in
the numbers reflects the fact that
CMS uses the unadjusted figures for its
calculation, which not only include
actual recoveries, but also projected
savings that might never be realized.49
OIG reasons its lower estimate better
reflects savings that “reasonably can
be expected” based on historical
enforcement patterns.50 Similar discrepancies have occurred in prior
implementation years, as well. For
instance, in 2013 CMS reported a
return on investment of $5 for every
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dollar spent on the program, while the
OIG calculated the adjusted savings at
only $1.34.51 The GAO has similarly
questioned CMS’s pre-payment audit
systems and post-payment claims
review processes.52
Moreover, other stakeholders
have voiced specific criticisms of the
FPS, citing the sometimes overzealous
nature with which third-party contractors seek out potentially improper
payments (as they might be overlymotivated to find problems because
they are paid on a contingent fee
arrangement with CMS),53 potential
overlap among various anti-fraud programs (as pointed out by both The
Medicaid and CHIP Payment and
Access Commission and the National
Association of Medicaid Directors),54
and CMS’s inability to extend the
system to analyze all Medicaid and
CHIP claims.55
However, despite these criticisms,
the FPS appears to be here to stay, and
CMS seems ready to continue modifying and strengthening the program in
the years to come. Notably, CMS has
recently solicited Congress for additional funds to update the FPS and
“acquire a second generation” of the
system (“FPS 2.0”) that can run predictive models more efficiently, with a
strengthened ability to monitor claims
and will improve long-term return on
investment.56 Although few details are
yet known about the potential new
system (several Congressional committees recently sent a joint letter to CMS
to request information on it in order
to assess whether it will use taxpayer
funds effectively), 57 CMS believes
an updated system will reduce the
“time to market” for models and edits,
improve long-term return on investment and greatly increase prevention
and detection of fraud, waste, and
abuse in the Medicare and Medicaid
programs.58
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Conclusion
Although healthcare fraud and
abuse will likely always remain an issue
so long as the Medicare and Medicaid
programs seek to reimburse providers
in a timely fashion, the shift from
a pay-and-chase model to a system
focused on prevention-and-detection
will likely put the government in a
much better position to protect its taxpayers from bad actors in the future.
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