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Introduction
The federal Anti-Kickback Stat-

ute (“AKS”) is a criminal statute
containing two provisions. The first
criminalizes the offering and paying
of “remuneration” — cash and other
accoutrements — to anyone in exchange
for referrals of Medicare or Medicaid
business and states in pertinent part:

e Whoever knowingly and willfully
solicits or receives any remuneration
(including any kickback, bribe, or
rebate) directly or indirectly, overtly
or covertly, in cash or in kind—

e in return for referring an individual
to a person for the furnishing or
arranging for the furnishing of any
item or service for which payment
may be made in whole or in part
under a Federal health care program,
or

e in return for purchasing, leasing,
ordering, or arranging for or
recommending purchasing, leasing,
or ordering any good, facility,
service, or item for which payment
may be made in whole or in part

under a Federal health care
program...."

The second provision of the AKS
criminalizes conduct which is separate
and apart from referrals and prohibits
paying or receiving any remuneration
in return for recommending purchas-
ing, recommending ordering, or
arranging for ordering or purchasing
any items or services which are reim-
bursable by Medicare or Medicaid, and
states in pertinent part:

e Whoever knowingly and willfully
offers or pays any remuneration
(including any kickback, bribe, or
rebate) directly or indirectly, overtly
or covertly, in cash or in kind to any
person to induce such person—

¢ to refer an individual to a person for
the furnishing or arranging for the
furnishing of any item or service for
which payment may be made in
whole or in part under a Federal
health care program, or

® to purchase, lease, order, or arrange
for or recommend purchasing,
leasing, or ordering any good,
facility, service, or item for which
payment may be made in whole or
in part under a Federal health care
program....>

continued on page 3



Chair’s Corner

Pay No Attention to the
Lawyer(s) Behind the Curtain

As | write this column, it’s less
than a month after what may have
been the most successful Washing-
ton Health Law Summit ever. By
the time you read it (or at least
have the opportunity to read it; I
have no illusions about the size of
my fan base), it will be nearly time
for the 17th Annual Conference
on Emerging Issues in Healthcare Law, known to the
cognoscenti as “EMI”; in sunny San Diego. Even now
the finishing touches are being put on the 2016 Antitrust
in Healthcare Conference, slated for May, and the Physi-
cians Legal Issues Conference in June. All of these
meetings offer cutting-edge educational programs, tre-
mendous networking opportunities, and some great
chances to have fun with friends new and old from
around the country.

William W. Horton

You come to one or more — or all — of these pro-
grams, and, if all goes well, things go smoothly and the
sessions, receptions and networking breaks transition
seamlessly from one to the next. You hear some great
speakers, perhaps get exposed to some perspectives you
don’t regularly hear, and get insights that you can put to
work for your clients or employers as soon as you get
home. It’s like — dare I say it? — magic.

That magic, the meetings that we hope appear to
you to be running as effortlessly as a well-oiled machine,
is in fact the work of our fantastic Section staff and — the
focus of this column — volunteer leaders just like you
who serve as the planning committees for our CLE pro-
grams. In order to bring you two or three days of
education, fellowship and fun, our program planning
committees work almost year-round, with each commit-
tee member putting in what can often be dozens of hours
of volunteer time aimed at giving you the best programs
your CLE dollar can buy.

Let’s look at the EMI planning committee as an
example. The work of the 2017 EMI planning committee
will begin almost as soon as the 2016 program is done,
with this year’s planning committee co-chairs and other
committee members reviewing your evaluations of EMI
2016 and discussing with the staff and Section leadership
what worked, what didn’t work, what can be improved
upon and what we’ve learned this year that will help us
make the program better next year. Meanwhile, Joyce

Hall and Hilary Young, your 2015-2016 Chair-Elect and

continued on page 15
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That Other Provision of the Anti-Kickback Statute

continued from page 1

This second provision of the AKS
potentially criminalizes a wide array
of marketing arrangements since “rec-
ommending purchasing, leasing, or
ordering” is the very essence of mar-
keting. Yet, in practice, prosecutors
seldom, if ever, allege a violation of the
“recommending purchasing, leasing, or
ordering” provision of the statute as the
basis for a criminal count in an indict-
ment. Similarly, while a claim that
includes items or services resulting from
a violation of the AKS is a per se viola-
tion of the False Claim Act (“FCA”),
relators’ counsel rarely, if ever, use the
“recommending purchasing, leasing, or
ordering” provision of the statute as a
basis for alleging a violation of the
FCA. As such, the federal jurispru-
dence interpreting this provision of
the AKS is virtually non-existent.

This article will first discuss the
“recommending purchasing, leasing, or
ordering” provision of the AKS and
the existing case law interpreting that
provision of the AKS. Next, the arti-
cle will argue that, in practice,
plaintiffs and prosecutors have con-
sistently ignored and substantially
under-utilized the “recommending pur-
chasing, leasing, or ordering” provision
in criminal prosecutions and qui tam
actions in comparison to its compan-
ion provision prohibiting referrals.
Lastly, the article will analyze some of
the underlying policy concerns that
may have contributed to the lackluster
enforcement of this apparently forgot-
ten provision of the statute and the
dearth of federal criminal and FCA

cases addressing its application.

Recommending Purchasing,
Leasing, or Ordering

Provision of the AKS

More than twenty years ago, the
Office of the Inspector General (“OIG”)
for the Department of Health and
Human Services (“HHS”) declared,

unequivocally, that “on its face” the
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“recommending purchasing, leasing,
ordering” provision of the AKS “pro-
hibits the ‘offering or acceptance of
remuneration,’ inter alia, for the purposes
of ‘arranging for or recommending pur-
chasing, leasing, or ordering any...
service or item’ payable by Medicare or
Medicaid.” Because “recommending
purchasing” is a core element of any mar-
keting arrangement, and because the
OIG was concerned with “many instances
where promoters or consultants have
become involved in marketing activities
that encourage health care providers and
others to violate the statute,™ “remunera-
tion” included compensation that was
received in return for the performance
of sales and marketing activities.

Recognizing that many, seem-
ingly innocuous sales and marketing
arrangements might violate this sec-
ond provision of the AKS, and
therefore expose individuals and
organizations to potential qui tam
lawsuits, or worse, criminal prosecu-
tion, Congress established certain
statutory exceptions to the AKS and
HHS promulgated several regulatory
safe harbors to the AKS.’

For instance, Congress fashioned a
statutory exception which exempts
“remuneration” received by bona fide
employees® pursuant to a written
employment agreement from liability
under the AKS. In addition, a regula-
tory safe harbor, known as the personal
services and management safe harbor,
was promulgated to immunize “remu-
neration” paid to an independent
contractor or separate organization as
long as seven rigorous requirements are
met.” One crucial requirement of the
personal services and management
safe harbor to the AKS, which is often
overlooked, is that the aggregate com-
pensation must be set in advance.”

Nonetheless, even if a particular
sales and marketing arrangement does
not satisfy either a particular safe harbor
or an exception, the arrangement should
not technically violate the AKS unless a
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single purpose of the remuneration is to
induce or reward future referrals of items
or services payable by Medicare or
Medicaid.” Furthermore, the govern-
ment must still prove beyond a
reasonable doubt that the person acted
“willfully.” “Willfully” means that the
act was committed voluntarily and pur-
posely, with the intent to do something
the law forbids; that is to say, with bad
purpose either to disobey or disregard the
law.”” While a person must have acted
with the intent to do something the law
forbids in order to act "willfully,” the per-
son need not know what specific law

or rule his or her conduct violates.”!!

Applicable Law Addressing
the Second Provision of

the AKS

However, there has been lim-
ited jurisprudence interpreting the
“recommending purchasing, leasing,
or ordering” provision of the AKS.

United States v. Miles and
Federal Criminal Prosecutions
Under 42 U.S.C. Sections
1320a-7b(b)(1)(B), (b)(2)(B)

United States v. Miles'” is one of
the only federal criminal cases to
address the application of the “recom-
mending purchasing, leasing, or
ordering” provision of the AKS, but it
did so, fleetingly, in a footnote. Fur-
ther, in Miles, the government did not
file any criminal charges against
members of the marketing entity at
issue; therefore, the court’s abbrevi-
ated discussion of the application of
the second provision of the statute
was limited to the billing entity, a
home healthcare company.

In Miles, several owners of a
home healthcare company, Affiliated
Professional Home Health (“APRO”)
were convicted of the first provision of
the AKS and mail fraud at trial. The
owners were convicted of violating
the AKS based on a marketing

continued on page 4
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That Other Provision of the Anti-Kickback Statute

continued from page 3

arrangement between APRO and a
public relations company, Premier, per-
forming sales and marketing services
on APRO’s behalf. The defendants had
hired Premier to provide literature and
advertising materials to physicians
about their services. Premier was paid
$300 for each client that physicians
referred to APRO. APRO then billed
Medicare. According to the govern-
ment (and the jurors), this arrangement

violated the AKS.

On appeal, the defendants argued
convincingly that the per-patient
payments made to Premier were not
kickbacks since Premier was simply
engaged in supplying promotional
materials to physicians on defen-
dants’ behalf, and therefore, was
incapable of making “referrals” to
defendants in violation of the AKS."
The court agreed, reasoning that Pre-
mier “had no role in selecting the
particular home health care provider”
and the payments were “not made to
the relevant decision-maker as an
inducement or kickback for sending
patients” to defendants.'* Nonethe-
less, the court also noted that there
are “certain situations where pay-
ments made to non-doctors would
fall within the scope of the statute.””

Realizing, perhaps, that the AKS
conviction rested on shaky grounds
and that the use of the first provision
(“referrals”) of the AKS was not the
proper prosecutorial vehicle for crimi-
nalizing this marketing arrangement,
the government argued for the first
time on appeal that the defendants’
payments to Premier violated the AKS
under a “companion provision.”'
Unfortunately, the Fifth Circuit’s sub-
stantive analysis of this alternative
theory of prosecution was hidden in
a footnote where the court in Miles
opined that “[u]lnder this line of rea-
soning, APRO’s payments to Premier
might have been “recommendations”
to doctors who then “referred” patients
to APRO. Thus, their payments to

third parties such as Premier may only
be prosecuted under subsection (B),
while payments directly to primary
care providers must be prosecuted
under subsection (A.).”"" The court
also insisted that “we need not specu-
late on its extent in this opinion
because APRO’s activities did not run
afoul of the Subsection A crime with
which they were charged.”'®

The takeaway from Miles is that
sales and marketing arrangements are
susceptible to criminal prosecution.
At trial, the Miles prosecutors also had
the opportunity to persuade jurors to
convict members of APRO of violat-
ing the “recommending purchasing,
leasing, or ordering” provision of the
AKS, but that theory of prosecution
was never before the jurors or the
court until the appeal to the Fifth Cir-
cuit. As such, an important lesson
gleaned from Miles is that this second
provision of the AKS was disregarded.

In addition to Miles, at least
three other federal criminal prosecu-
tions have involved a violation of the
AKS “recommending purchasing,
leasing, or ordering” provision, but
not one of those cases specifically
involved the type of promoting or
marketing that was at issue in Miles.

In United States v. Carroll,"”
the U.S. Attorney’s Office for the
Southern District of Illinois filed
a multi-count indictment against
defendants Jo Ann Carroll and Brian
Denny which included one count
of violating the “recommending
purchasing, leasing, or ordering”
provision of the AKS® based on the
defendants’ offering of free medical
supplies to a distributor of durable
medical equipment to induce the dis-
tributor to purchase, lease, or order
additional medical supplies. After fil-
ing an unsuccessful motion to dismiss
the indictment,?! the defendants each
agreed to a factual basis for pleading
guilty to one count of violating the
“recommending purchasing, leasing,

The Health Lawyer

or ordering” provision of the AKS as
follows:

As a factual basis for the plea, the
defendant admits that he know-
ingly and willfully offered and
caused to be offered, covertly and
overtly, remuneration to business
called Southern Medical Distribu-
tors (“SMD”). The remuneration
was ninety five enteral pumps.
These ninety five pumps were
valuable, and were offered and
marketed to SMD at no charge,
for free. One purpose of the remu-
neration offered and caused to be
offered by the Defendant was to
induce the purchase and order of
related goods and items by SMD
for which payment was to be
made in whole and in part by the
Medicare program....”

The above language in the plea
agreement is significant because it
highlights that the government estab-
lished the factual basis for a
conviction for a violation of the AKS
without the necessity of showing that
one purpose of the remuneration was
to induce referrals where, as here, the
purpose of the remuneration was to
induce the purchase and order of med-
ical supplies covered in whole or in
part by Medicare.”

In United States v. Yielding,”* the
U.S. Attorney’s Office for the Eastern
District of Arkansas convicted Geof-
frey Yielding at trial for violating the
“purchasing and ordering” provision of
the AKS. The evidence at trial amply
demonstrated that Mr. Yielding, as a
registered nurse employed by a physi-
cian at Baptist Medical Health
Center, encouraged members at Bap-
tist to order medical supplies (bone
growth stimulators) from his wife’s
medical supply distributorship since
each order entitled Mr. Yielding’s
wife to receive a commission. There-
fore, in contrast to the marketing or
promoting at issue in Miles, here Mr.
Yielding’s continuous efforts to induce

Volume 28, Number 3, February 2016



physicians to purchase supplies from
his wife’s company were the basis for
the criminal prosecution.

And in United States v. Terrero,”
the U.S. Attorney’s Office for the
Southern District of Florida per-
suaded jurors to convict defendant
Marianela Terrero of two separate
counts of violating the second provi-
sion of the AKS when Ms. Terrero
made cash payments to Medicare
beneficiaries to induce them to order
skilled nursing, speech and occupa-
tional therapy services. At trial,
the district court also specifically
approved the following jury instruc-
tions with respect to the second
provision of the AKS:

1. That the Defendant knowingly
and willfully solicited or received
remuneration — including a kick-
back, bribe, or rebate — directly or
indirectly, overtly or covertly, in
cash or in kind, as charged in the
Indictment; and

2. That the Defendant solicited or
received remuneration or a kick-
back in return for purchasing,
leasing, ordering, or arranging for
or recommending purchasing,
leasing, or ordering any good,
facility, service, or item for which
payment may be made in whole or
part under a Federal health care
program.*®

Thus, while Carroll, Yielding, and
Terrero may represent outlier cases
and, unlike Miles, did not involve the
provision of sales or marketing ser-
vices, the guilty verdicts in Yielding
and Terrero and the unambiguous lan-
guage in the plea agreement in Carroll
show that future prosecutions (and
convictions) premised on the “recom-
mending purchasing, leasing, or
ordering” provision of the AKS would
not be unprecedented. Further, the
jury instructions accepted in Terrero
may broadly apply to a wide range of
marketing or sales activities, including
commissions-based sales arrange-
ments, which are discussed in more
detail below.

Volume 28, Number 3, February 2016

OIG Advisory Opinions

Advisory opinions issued by the
OIG’s Office of Chief Counsel are
widely viewed as some of the leading
authorities concerning the applica-
tion of the safe harbors or statutory
exceptions to the AKS. But, unlike
federal district courts that view an
AKS safe harbor defense as an affir-
mative defense to be raised at trial®’
and further limit their analyses of
the AKS to whether or not a single
purpose of the arrangement is to
induce or reward referrals,”® in decid-
ing whether a proposed arrangement
violates the second provision of the
AKS, the Office of Chief Counsel
is willing to engage in a three-part
analysis.”

OIG Advisory Opinion 98-10
sharply illustrates this point.”” In that
opinion, the Office of Chief Counsel
analyzed whether a sales contract
between a sales agency and a manu-
facturer to submit bids and negotiate
contracts on behalf of the manufac-
turer for the sale and distribution of
disposable medical supplies to poten-
tial purchasers violated the AKS.

Under the arrangement, all pur-
chasers were either a multi-hospital
healthcare system or a group purchasing
organization representing primarily
hospitals and hospital systems. As
compensation, each sales agent was
paid a monthly commission of between
1 percent and 1.25 percent of invoiced
amounts by the manufacturer, but the
specific percentage for each purchaser
was set in advance and the sales
agency certified that the percentage
represented fair market value. The
contract was also the only financial
arrangement between the sales agent
and the manufacturer and neither the
sales agency nor the manufacturer
had any known financial arrange-
ments with purchasers.

Significantly, the sales agency
and the manufacturer also did not bill
for or receive any payments from

Medicare for the goods sold by the

sales agency to the purchasers and the
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sales agents, on balance, had limited
to no interaction with the ultimate
decision makers. Instead, specific
orders for goods under the purchasers’
contracts were placed by the purchas-
ers’ purchasing agents directly with
the manufacturer, and agents inter-
acted exclusively with centralized
purchasing departments of multi-hos-
pital systems and group purchasing
organizations. Agents had no contact
with individual hospitals, physicians,
or beneficiaries and did not contact or
market to anyone in a professional
position to make referrals or order
goods or services on behalf of individ-
ual patients.

In evaluating the above financial
arrangement, the Office of Chief
Counsel first emphasized that:

Sales agents are in the business of
recommending or arranging for
the purchase of the items or ser-
vices they offer for sale on
behalf of their principals, typi-
cally manufacturers, or other
sellers. Accordingly, any compen-
sation arrangement between a
Seller and an independent sales
agent for the purpose of selling
health care items or services that
are directly or indirectly reim-
bursable by a Federal health care
program potentially implicates
the anti-kickback statute, irre-
spective of the methodology used
to compensate the agent. More-
over, because such agents are
independent contractors, they are
less accountable to the Seller
than an employee. (other cita-
tions omitted). For these reasons,
this Office has a longstanding
concern with independent sales
agency arrangements.’!

Next, the Office of Chief Coun-
sel concluded that the arrangement
could not satisfy the personal services
and management safe harbor under
the AKS,” but was willing to conduct
an additional review to determine
whether there were certain character-
istics that “appear to be associated

continued on page 6
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continued from page 5

with an increased potential for pro-
gram abuse, particularly overutilization
and excessive program costs” including
the following:

1. Compensation based on percent-
age of sales;

2. Direct billing of a federal health-
care program by the seller for the
item or service sold by the sales
agent;

3. Direct contact between the sales
agent and physicians in a position
to order items or services that are

then paid for by a federal health-

care program;

4. Direct contact between the sales
agent and federal healthcare pro-
gram beneficiaries;

5. Use of sales agents who are health-
care professionals or persons in a
similar position to exert undue
influence on purchasers or patients;
or

6. Marketing of items or services
that are separately reimbursable by
a federal healthcare program (e.g.,
items or services not bundled with
other items or services covered by
a DRG payment), whether on the
basis of charges or costs.*

Based on an analysis of the above
factors, the Office of Chief Counsel
concluded that the sales arrange-
ment did not pose a high risk of fraud
and abuse.’* Of critical importance,
the OIG noted that while the sales
agents’ compensation was established
by a percentage of the sales, none of
the other factors triggering increased
scrutiny was present.” Moreover,
neither the sales agency nor the man-
ufacturer billed a federal healthcare
program for the goods being sold.*
Finally, because the particular prod-
ucts being sold to hospitals were not
separately reimbursable by a federal
healthcare program, the costs of the
items furnished to inpatients repre-
sented an expense to hospitals that
must be covered by a fixed payment,

6

and therefore, the risk of excessive
costs to a federal healthcare program
was offset by the inability of the
purchaser to pass on the costs of the
items purchased to a federal health-
care program.’’

Notwithstanding the fact that
the Office of Chief Counsel found
that the sales arrangement in advisory
opinion 98-10 did not pose a signifi-
cant risk of fraud and abuse, the
Office of Chief Counsel has contin-
ued to apply this multi-part approach
in numerous advisory opinions and,
in so doing, has consistently con-
cluded that per-test payments and
commissions received by sales and
marketing professionals pose serious
risks of fraud and abuse under the

AKS.®
Therefore, the OIG’s multi-factor

test serves as a useful guidepost for
evaluating arrangements which poten-
tially violate the “recommending
purchasing, leasing, or ordering” provi-
sion of the AKS, but the reality is that
courts only accord deference to OIG
advisory opinions.” They are not bind-
ing on federal or state courts, the
Department of Justice, or the potential
universe of aggrieved plaintiffs seeking
relief in various judicial fora. Instead,
they are only binding on the person or
organization requesting the opinion
from the OIG (“the requestor”), but
may be viewed as informal guidance

when the arrangement is found to be
violative of the AKS.

Breach of Contract Cases

Given the paucity of federal
criminal jurisprudence addressing the
“recommending purchasing, leasing,
or ordering” provision of the AKS, it
should come as no surprise that some
of the dispositive discussions with
respect to its application lay hidden
in decisions involving contractual
disputes.*

In Modern Medical Laboratory v.
Smith-Kline Beecham, Inc.,** Modern
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Medical Laboratory and International
Clinical Labs, which was later
acquired by SmithKline Beecham,
entered into a Cooperative Manage-
ment Agreement which provided that
a division of International Clinical
Labs would market, manage, and
operate Modern Medical Laboratory’s
laboratory business and facilities in
exchange for 90 percent of the reve-
nue generated from Modern Medical
Laboratory’s customers and territory.
Modern Medical Laboratory was to
receive 10 percent of the revenue.

Modern Medical Laboratory filed
a breach of contract lawsuit after
SmithKline, upon acquiring Interna-
tional Clinical Labs, advised Modern
Medical Laboratory that it would not
make further payments pursuant to
the Agreement because, in its view,
the Agreement violated the AKS.
Modern Medical Laboratory urged
the court to find that the contract was
legal because “only physicians (and in
some instances, law enforcement per-
sonnel) can lawfully order medical
testing and thus, that Modern Medi-
cal Laboratory is without power to
refer individuals to the other labora-
tory for testing.”* The court rejected
this argument and granted summary
judgment in favor of International
Clinical Labs (SmithKline), reason-
ing that the contract violated the
“recommending purchasing, leasing,
or ordering” provision of the AKS
because:

[S]ubsection (B) prohibits receiv-
ing remuneration in return for
arranging for the purchasing of
any Medicaid-reimbursable ser-
vice. As we read this subsection, it
criminalizes broker-style arrange-
ments whereby one entity receives
remuneration for placing business
with another entity. Under this
subsection, it is irrelevant that a
physician made the initial deci-
sion to purchase certain testing
services.”

Volume 28, Number 3, February 2016



Likewise, Med. Dev. Network Inc.
v. Prof’l Respiratory Care/Home Equip.
Servs.** also invalidated a percentage-
based commission arrangement that
violated the AKS. In Med. Dev. Net-
work Inc., a durable medical equipment
(“DME”) distributor entered into a
contract with a marketing firm which
received commissions based on the
volume of DME sold to medical pro-
viders and health clinics. Sometime
thereafter, the marketing firm refused
to continue performance pursuant
to the contract and, consequently,
became a defendant in a breach of
contract action. Much like the court
in Modern Medical, the court sided
with the party that initially abandoned
the allegedly violative arrangement.?
The court further cautioned that “if
individuals and entities desire to pay a
salesperson on the basis of the amount
of business they generate, then to be
exempt from civil or criminal prosecu-
tion, they should make these salespersons
employees where they can and should
exert appropriate supervision for the
individual’s acts.”*

More recently, in Woundkair Con-
cepts Inc. v. Medica-Rents,* the court
decided whether a marketing agree-
ment violated the “recommending
purchasing, leasing, ordering” provi-
sion of the AKS when Woundkair,
the plaintiff, claimed that defendant
Medica-Rents breached the market-
ing agreement requiring Woundkair
to serve as the exclusive agent of
Medica-Rents’ medical equipment in
order to avoid paying Woundkair
commissions it earned for providing
those marketing services. Medica-
Rents eventually filed a motion for
summary judgment urging the court
to invalidate the marketing arrange-
ment because it violated the AKS.

The court analyzed Medica-Rents’
motion, finding that the marketing
arrangement would “fall within the
provision’s [42 U.S.C. § 1320a-7b(b)
(1)(B)] application if its performance
required Woundkair to recommend
Medica-Rents products to potential
customers or to third parties who
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would in turn recommend Medica-
Rents products to potential customers,
if the payment for the products may
come from Medicare.”® However, the
court denied Medica-Rents’ motion
for summary judgment, reasoning that
there was not a “scintilla of evidence”
to establish, as a matter of law, that
Woundkair’s contract required it to
perform direct marketing on behalf of
Medica-Rents.* To the contrary, in
the court’s view, the evidence adduced
demonstrated that Woundkair’s prin-
cipals did not deal with potential
purchasers or recommend purchasing
Medica-Rents products and instead
“merely educated” Medica-Rents’
existing sales force to assist them in
locating and identifying sales opportu-
nities, notwithstanding the fact that
Woundkair was paid a percentage of
the revenues from the business gener-
ated by Medica-Rents’ sales people.*
Under this arrangement, the court
added that Medica-Rents employees,
not Woundkair, appear to be the
“people doing the ‘arranging’ that is
governed by the AKS.”!

Woundkair therefore confirmed
that certain sales and marketing
activities that require recommending
the purchase of Medicare products fall
within the ambit of the AKS even
though the court held as it did.*
Indeed, the opinion strongly suggests
that, if the principals of Woundkair,
not employees of Medica-Rents, were
responsible for any direct marketing
to potential purchasers of Medica-
Rents’ Medicare products, then the
court’s holding may have been
different.”

In sum, the court’s holdings in
Modern Medical, Med. Dewv. Network
Inc., and Woundkair were clear: the
“recommending purchasing, leasing,
or ordering” provision of the AKS
criminalizes “broker-style” arrange-
ments even if they do not directly
involve physician referrals.

Unfair Competition

Finally, at least one court, in Peo-
ple of California v. Duz-Mor Diagnostic
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Laboratory, Inc.,”* has concluded that
broker-style marketing arrangements
that violate state anti-kickback laws
also implicate state unfair competi-
tion laws.

In Duz-Mor, a case which did not
involve the AKS but analyzed an
almost identical California criminal
statute, California’s Welfare and
Institution’s Code,”® the California
Attorney General’s Office alleged
that Duz-Mor, a clinical laboratory,
violated California’s Unfair Competi-
tion Act’® by engaging in unfair and
illegal practices, i.e., Duz-Mor’s com-
mission payments to an independent
marketing contractor in contraven-
tion of California’s Welfare and
Institution’s Code.”” The parties dis-
puted these issues at trial and the trial
court concluded that Duz-Mor did
not violate the Unfair Competition
Act by paying commissions to the
marketing entity.

On appeal, however, the court
found that the commission payments
were unquestionably “remuneration,”
reasoning that, even though the mar-
keting company did not “direct a
patient to a laboratory in a way that a
doctor might refer a patient to a labo-
ratory, or a lawyer might refer a client
to a lawyer with a relevant specialty,”
the statute “encompasses not just
referrals of patients to doctors,”
including “a wide range of conduct
relating to payments which result in
an individual receiving services paid
for by Medi-Cal.”® In fact, the court
in Duz-Mor stressed that “a person of
common intelligence would under-
stand that the statute prohibits
payment of a commission to someone
who arranges, through marketing
activities, for services to be furnished
to Medi-Cal beneficiaries.””

Thus, broadly applied, Duz-Mor
set the stage for additional unfair
competition claims based on market-
ing activities that violate either state

anti-kickback laws or the federal
AKS.

continued on page 8
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Presently Unresolved
Issues

Standing alone, or in combina-
tion, Miles, Duz-Mor, OIG advisory
opinions, and court decisions nullify-
ing illegal contracts support different
civil and criminal theories of liability
for violations of this largely ignored
provision of the AKS. Despite this
body of case law, in practice the cir-
cumstances under which an individual
or corporate defendant might violate
the “recommending purchasing, leas-
ing, or ordering” provision of the
AKS remain unsettled.

Criminal Prosecutions

The fact that the Fifth Circuit’s
footnote in Miles might be the most
cogent analysis of this provision of
the AKS in the context of a federal
criminal prosecution is baffling.®
Indeed, criminal prosecution of AKS
violations involving the type of “bro-
ker-style” marketing arrangements
highlighted in Duz-Mor®" merit addi-
tional government scrutiny, since
such arrangements directly contribute
to government waste. However,
courts have not had ample, if any,
opportunities to interpret the “recom-
mending purchasing, leasing, or
ordering” provision of the AKS in the
context of a criminal prosecution.

Further, neither Miles nor other
federal courts have decided other signif-
icant questions that may fundamentally
impact the outcome of an AKS prose-
cution based on this provision of the
AKS. For instance, courts have not
decided whether and to what extent a
defendant may raise an affirmative
defense to an allegation that it violated
the “recommending purchasing, leas-
ing, or ordering” provision of the AKS
by raising the employee exception® or,
alternatively, by asserting that the
arrangement complies with the per-
sonal services and management safe
harbor® because the’ “aggregate com-
pensation” was set in advance.

8

Despite this lack of case law, the
judicial analysis of whether and when
a defendant might raise an affirmative
defense® or an advice of counsel
defense® to a violation of the second
provision of the AKS should be sub-
stantially similar to the analysis of
whether and when a defendant may
raise such defenses to a violation of
the companion provision of the AKS.

Another critical question left
unanswered by federal district courts
relates to the application of the “one
purpose” rule. Because federal courts
hold that a violation of the AKS
occurs if at least one purpose of the
remuneration is to induce or reward
future referrals,”® will a violation of
the second provision of the AKS
occur when at least one purpose of
the remuneration is to induce or
reward a person for recommending
the purchase, lease or ordering of an
item or service payable by Medicare
or Medicaid?

Lastly, questions abound in the
pre-indictment context. During pre-
indictment negotiations how might a
prosecutor respond to the argument
that no charges should be filed based
on the absence of some, or all, of the
six “suspect characteristics” identified
by the OIG which pose substantial
risks of fraud and abuse? While a
defendant might not be entitled to a
jury instruction at trial which incor-
porates those six characteristics
identified by the OIG in its advisory
opinions discussed above, counsel
may certainly emphasize the signifi-
cance of those characteristics in order
to convince a U.S. Attorney’s Office
to decline prosecution for a violation
of this provision of the AKS.

Qui Tam Actions

While there are a limited number
of federal criminal cases addressing
the application of the “recommend-
ing purchasing, leasing, or ordering”
provision of the AKS, there are even
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fewer, if any, reported federal deci-
sions which address whether a relator
may file a qui tam action premised on
an ancillary violation of the “recom-
mending purchasing, leasing, or
ordering” provision of the AKS. It is,
however, black letter law that, under
the FCA, any “person” who presents
or causes to be presented® a false or
fraudulent claim for payment to
Medicare or Medicaid that actually
knows the claim is false,® deliberately
ignores the claim’s falsity,” or acts in
reckless disregard of the claim’s falsity™
may be liable for statutory penalties
and treble damages."

Courts have also consistently
held that a relator may bring a qui
tam action based on a violation of
the AKS.” In fact, “[t|hanks to one
of the lesser known provisions of the
Patient Protection Affordable Care
Act (PPACA)...‘a claim for payment
that includes items or services
resulting from a violation of the
Anti-Kickback Statute constitutes a
false or fraudulent claim for pur-
poses’ of the FCA regardless of
whether other criteria, like certifica-
tion, are satisfied.”

Relatedly, a common theory of
FCA liability is referred to as implied
false certification.” Under this theory,
defendants present false claims to
Medicare when they falsely certify
compliance with the AKS, a statute
upon which the government condi-
tions payment.” Accordingly, a
violation of the “recommending
purchasing, leasing, or ordering” pro-
vision of the AKS seems to support
an implied false certification theory
of liability.”

In light of the above authorities,
the FCA appears to be an ideal vehi-
cle for prosecuting individuals or
organizations when they submit claims
for payment to the government in
violation of the “recommending pur-
chasing, leasing, or ordering” provision

of the AKS. To this end, there is also
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no reason to believe that courts would
treat relators any differently, or review
a qui tam action under a separate,
more stringent, standard, simply
because the action was based on a
violation of the second provision of

the AKS.

Reverse False Claims

Under these circumstances, rela-
tors (and the government) might also
seriously consider the benefits of
pleading a violation of the “reverse”
false claims provision of the FCA.

The “reverse” false claims provi-
sion of the FCA makes it unlawful to
knowingly conceal or knowingly and
improperly avoid or decrease an “obli-
gation” to pay money or property to
the government.” An “obligation”
specifically includes an “established
duty arising from...the retention of
an overpayment,””® which is defined
as “any funds that a person receives or
retains to which they are not entitled
after applicable reconciliation.””
Because there is a statutory require-
ment to report and return any
overpayment retained by a person no
more than 60 days after the date on
which it was identified,®® the failure
to do so qualifies as an “obligation”
arising from the retention of an over-
payment under the FCA %

With this in mind, consider the
application of a reverse false claim
theory to the marketing arrangement
between the home health company
and Premier (the marketing com-
pany) in Miles, assuming arguendo
that the home health company and
Premier had received funds based on
Medicare business generated through
their marketing arrangement in viola-
tion of the second provision of the
AKS. Both entities would have
received funds to which they were not
entitled,¥ since “the government does
not get what it bargained for when a
defendant is paid by CMS for services
that are tainted by a kickback.” Like-
wise, under this scenario, once the
home health care company and Pre-
mier “identified”® these overpayments,
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they would have been required to
report or return those overpayments to
their local Medicare Administrative
Contractor (“MAC”) within the allot-
ted time frame (60 days).® And, if
they failed to do so, then such conduct
might be actionable under the FCA
for improperly avoiding or concealing
an “obligation” to pay money to the
U.S. government,® i.e. the established
duty arising from the retention of an
overpayment for more than 60 days.”

Accordingly, this hypothetical
scenario demonstrates how it might
provide relators and the government
with the legal authority for collect-
ing ill-gotten gains derived from
abusive marketing arrangements
when those gains are not timely
reported and repaid.

Policy Concerns Explaining
the Shortage of Civil and
Criminal Cases

So, why are there so few, if any,
criminal and civil prosecutions pre-
mised on this provision of the AKS?
After all, prosecutors, relators, and
plaintiffs are aware (or should be
aware) of the existence of the “recom-
mending purchasing, leasing, or
ordering” provision, and thus, collec-
tive ignorance very likely cannot be
the driving force behind the shortage
of federal jurisprudence. Instead, there
are policy concerns that have likely
caused prosecutors and plaintiffs to
ignore, overlook, or under-value the
“recommending purchasing, leasing,
or ordering” provision of the AKS.

Substantial Federal Interest and
Non-Criminal Alternatives

Assistant U.S. Attorneys must
critically evaluate each prosecution,
including AKS prosecutions, to ensure
that it serves a substantial federal inter-
est.® In deciding whether a substantial
federal interest exists, prosecutors focus
on a variety of factors, including federal
law enforcement priorities, the nature
and seriousness of the offense, the
deterrent effect of the prosecution, and
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the person’s culpability in connection
with the offense.* Prosecution should
also be declined whenever there is an
adequate non-criminal alternative to
prosecution that “can be expected to
provide an effective substitute for crim-
inal prosecution.””

Applying these principles of fed-
eral prosecution, would the prosecution
of a marketing or consulting firm, simi-
lar to the firms in Miles or Modern
Medical, for receiving commissions in
return for marketing activities that
indirectly target Medicare or Medicaid
beneficiaries, serve a substantial federal
interest? The OIG may impose one of
several non-criminal alternatives
against individuals or organizations for
violations of the AKS. For instance,
the OIG may assess a civil monetary
penalty against a provider or may
exclude a provider from participating
in a federal or state healthcare program
for a period of years.” Accordingly, fed-
eral prosecutors may be more willing to
decline prosecution especially where,
as here, there appear to be several ade-
quate non-criminal alternatives to
criminal prosecution.

Bigger Fish to Fry

Understandably, the Department
of Justice (“DQJ”) Criminal Division
may view a criminal prosecution for a
technical violation of the AKS as an
unnecessary diversion of valuable gov-
ernment resources. After all, the DOJ
has bigger fish to fry. In fact, in May of
2015, at the Annual American Bar
Association Health Care Fraud Con-
ference, Assistant Attorney General
Leslie Caldwell reinforced that the
DOJ is not interested in pursuing tech-
nical violations and instead continues
to focus more aggressively on corrupt
medical professionals and fraud that
compromises patient safety.”” Joyce
Branda, the Deputy Assistant Attor-
ney General, reiterated this point at
the conference, underscoring that one
of the DOJ’s chief priorities is fraud
which endangers patient safety.”

For example, the DOJ is currently
prosecuting cardiologists based on
continued on page 10
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continued from page 9

allegations that they implanted stents
in patient’s hearts for extra Medicare
dollars.” One oncologist in Detroit
was recently sentenced to 45 years
in prison for falsely misdiagnosing
patients with cancer to line his pock-
ets.” A chief executive officer of a
hospital in Chicago was convicted
of conspiring with other corporate
executives at the hospital and patient
recruiters to engage in a multi-year
kickback scheme which increased the
number of patients receiving tracheot-
omies and was surreptitiously recorded
stating that “they are the biggest
money maker.””® A spinal surgeon
pleaded guilty to receiving kickbacks
from a medical device company as
compensation for recommending that
the hospital purchase more spinal
implants from that company in order
to implant as many spinal implants in
patients as possible.”” And a medical
device company in Minnesota alleg-
edly deployed a nationwide campaign
to deceive doctors about the utility of
its varicose vein technology used pri-
marily on elderly patients to remove
varicose veins.” Undeniably, all of the
above prosecutions directly implicate
patient safety.

Convincing Juries

An AKS prosecution based on
the failure to meet a safe harbor or
statutory exception may also be sus-
ceptible to jury nullification for two
reasons. First, jurors may repudiate the
notion that a commission-based mar-
keting arrangement amounts to fraud,
especially since sales representatives in
dozens of industries — real estate, retail,
finance, etc. — are heavily driven by
commissions. Second, jurors may get
overwhelmed by jury instructions
and testimony concerning regulatory
safe harbors and conduct which, to lay
persons, is widely accepted in many
industries. Third, prosecutions target-
ing marketing activities under the
“recommending purchasing, leasing,
or ordering” provision of the AKS

10

might be viewed as criminalizing free-
dom of speech, especially if there is no
allegation that the speech is deceptive
or misleading.

Countervailing Policy
Concerns?

There are several countervailing
policy concerns that support the pros-
ecution of individuals and corporate
entities for violations of this second
provision of the AKS using the differ-
ent civil and criminal theories of
liability discussed herein. Further, the
risk of prosecutorial overreaching or
the lack of fair warning is marginal, at
best, in the context of these prosecu-
tions. The AKS contains well-known
and adequate safeguards against pros-
ecutions resulting from violations
caused by a mistake, oversight, or
carelessness, including the AKS’ mens
rea requirement that an act be done
“willfully.”® Similarly, under the
FCA, there are two heightened stan-
dards: a plaintiff-whistleblower alleging
an AKS violation as the predicate act
for the FCA violation must plead fraud
with particularity'® and must prove
that the claim made was “knowingly”
false or fraudulent."

First, healthcare organizations
that market their services through
independent consultants who are
compensated entirely based on the
volume of sales engage in unfair com-
petition to the detriment of their
law-abiding rivals. In fact, one of the
main reasons for deploying a sales
force completely comprised of inde-
pendent contractors is to avoid the
liabilities, costs and risks associated
with a bona fide employer-employee
relationship, including but not lim-
ited to payment of employment
taxes, liability for tortious conduct,
or providing healthcare and other
benefits.

Under this framework, some of the
accountability concerns emphasized in
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OIG advisory opinions are present.'®

Consider the following example: a
medical device company and/or medi-
cal equipment and supply company
may contract with an LLC and that
LLC may then enter into a service
contract or management agreement
with another LLC for the sole pur-
pose of attracting more sales persons
(who will then form individual LLCs
and recruit their own salespeople) to
market the particular devices or
equipment in a sales territory. In this
context, who controls whom and to
whom are they accountable? How is
the medical device company monitor-
ing this proliferation of individual
LLCs formed to market its services!?
How, and by whom, are the individ-
ual sales representatives trained? Are
they required to complete regular
compliance training? Are the sales
representatives required to have some
minimum level of experience with
healthcare (e.g. pharmaceutical sales,
etc.) or is anyone eligible for these
sales positions?

Second, while sales representa-
tives, consultants, or promoters cannot
legally “refer” a patient,'® repeated
interaction with physicians, specialists,
and their staff is all done in further-
ance of obtaining a referral, since a
representative is paid based on the
volume of the patients referred by a
physician. For instance, physicians
and their staff are often unfamiliar
with the utility of the product or ser-
vice being promoted or how to
properly use it, and therefore, heavily
rely on the advice of the sales repre-
sentatives marketing those products
or services in their offices.

Third, although physicians must
strictly adhere to their professional
and ethical obligations and must
only order services or items which
are reasonable and medically neces-
sary, there is an undeniable built-in
financial incentive for sales and mar-
keting professionals to substantially
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influence or interfere with physician
decision-making,

Fourth, the Centers for Medicaid
& Medicare Services (“CMS”) and
the federal healthcare programs do
not receive the benefit of the bargain
— even if a physician authorizes the
service, item, or good — when CMS
pays for services, items, or goods for
Medicare and Medicaid beneficiaries
which are tainted by arrangements
that violate the AKS.'® Courts might
conclude that the law does not
demand perfect adherence to complex
or overly technical, evolving regula-
tions,'® but sales and marketing
arrangements should not intention-
ally violate conditions of payment.

Conclusion: Prosecute
Where Appropriate

The government has not targeted
violations of this provision of the AKS
as a top priority, perhaps because of the
egregiousness of some of the other
healthcare fraud prosecutions nation-
wide and the existence of adequate
non-criminal alternatives to combat
some of the sales and marketing
arrangements which violate this provi-
sion. However, where appropriate,
relators, plaintiffs, and assistant U.S.
Attorneys should consider prosecution
of individuals and organizations
under the legal theories discussed in
this Article to deter sales and mar-
keting activities which run afoul of
the largely forgotten provision of

the AKS.
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00312 (S.D. IIL. June 30, 2014)(employee
statutory exception is an affirmative defense
that must be proved at trial); United States v.
Job, 387 Fed. Appx. 445, 458 (5th Cir. 2010)

(same).

Courts generally conclude that the arrange-
ment violates the AKS if a single purpose of
the arrangement is to induce or reward refer-
rals. See United States v. Davis, 132 E3d 1092
(5th Cir. 1998); United States v. Kats, 871 E2d
105 (9th Cir. 1989); United States wv.
McClatchey, 217 E3d 823 (10th Cir. 2000)
(reaff’d.,) United States v. LaHue, 261 E3d 993
(10th Cir. 2001).

See OIG Advisory Opinion 03-08 (finding
that the per patient fees posed high risk of
fraud and abuse, noting that “[pler patient,”
“per click,” “per order,” and similar payment
arrangements with parties in a position,
directly or indirectly, to refer or recommend
an item or service payable by a federal health-
care program are disfavored under the AKS.
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The principal concern is that such arrange-
ments promote overutilization and, in
circumstances like those here, unnecessarily
lengthy stays); OIG Advisory Opinion 98-1
(percentage compensation arrangement posed
a risk of fraud and abuse that precluded a
favorable advisory opinion and noting that
“[plercentage compensation arrangements are
potentially abusive...because they provide
financial incentives that may encourage over-
utilization of items and services and may
increase program costs”); OIG Advisory
Opinion 98-4 (finding that arrangement to
market services of clinic whereby marketing
company was paid on a percentage basis was
problematic); OIG Advisory Opinion 10-23
(per-test marketing fees paid by hospital to a
supplier of sleep disorder testing to market the
hospital’s sleep testing facility posed a high
risk of fraud and abuse since “[m]arketing fees
paid on the basis of successful orders for items
or services are inherently subject to abuse
because they are linked to business generated
by the marketer” and “supplier receives a fee
each time its marketing efforts are success-
ful”); But See OIG Advisory Opinion 10-24
(marketing fee for services provided by a sleep
testing facility to hospital posed a low risk of
fraud and abuse where aggregate amount of
fee was set in advance and appeared to be
commensurate with fair market value); OIG
Advisory Opinion 99-8 (finding that arrange-
ment to pay fixed fee to podiatrists marketing
shoe store’s products posed a low risk of fraud
and abuse, noting that the shoe store does not
sell products or provide services reimbursable
by any federal healthcare program, the
Arrangement involves no explicit arranging
for or recommending of any good, facility, ser-
vice, or item payable by a federal healthcare
program, no specific podiatric services are pro-
moted or marketed and while it involves
direct patient contact, the Arrangement is
not targeted at federal healthcare program
beneficiaries.); OIG Advisory Opinion 99-3
(finding that proposed arrangement to pay
sales agents of DME supplier a 20% commis-
sion for marketing equipment and supplies to
skilled nursing facilities (“SNFs”) did not pose
an unreasonably high risk of fraud and abuse
since supplies were not separately reimburs-
able by federal or state healthcare programs
and the cost to SNFs of purchasing the mat-
tresses will be an expense to the SNFs that
will reduce its profit under the prospective
payment system).

See OIG Advisory Opinion 98-10.
Id.
Id.

Id. DRGs, or “diagnostic related groups” is a
classification system by which hospitals are
paid a flat rate for inpatient care.

Id.

Id.

Id.

Id.

See Id. at note 22.

Pennington v. Didrickson, 22 E3d 1376, 1383
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(7th Cir. 1994) (noting that courts have an
“obligation to defer to the interpretation of
the agency whenever that interpretation can
be said to embody a deliberate and considered
interpretation of legislative intent”). In fact,
no agency is bound to OIG opinions other
than HHS. See 42 C.ER. §§ 1008.1, 1008.59;
see also 42 U.S.C. § 1320a-7d(b).

See, e.g., Joint Technology Inc. v. Weaver, 2013
WL 257075 (W.D. Okla. Jan. 23, 2013) (con-
tract violated the AKS when a DME
distributor entered into a contract with sales
representative who received commissions
from the distributor based on the volume of
DME sold to medical providers and health
clinics. DME distributor later argued that the
sales representative breached their contract);
Med. Dev. Network, Inc. v. Prof’l Respiratory
Care/[Home Med. Equip. Servs., 673 So. 2d
565, 566-67 (Fla. Dist. Ct. App. 1996) (con-
tract violated the AKS when a DME supplier
agreed to pay a marketing firm a percentage of
all business developed by the marketing of
supplier’s durable medical supplies to clients,
noting that “if individuals and entities desire
to pay a salesperson on the basis of the
amount of business they generate, then to be
exempt from civil or criminal prosecution,
they should make these salespersons employ-
ees where they can and should exert
appropriate supervision for the individual’s
acts”); Modern Medical Laboratory v. Smith-
Kline Beecham, Inc., 1994 WL 449281 at *3-4
(N.D. I1l. 1994) (finding that contract violated
the AKS when two clinical labs entered into a
contract whereby a division of one clinical lab
would market, manage, and operate the other
clinical lab’s business and facilities in
exchange for 90% of the revenue generated
from that clinical lab’s customers and territory,
and noting that the AKS “prohibits receiving
remuneration in return for arranging for the pur-
chasing of any Medicaid-reimbursable service...
it criminalizes broker-style arrangements
whereby one entity receives remuneration for
placing business with another entity....It is irrel-
evant that a physician made the initial decision
to purchase certain testing services”); Zimmer
Inc. v. Nu-Tech Medical, 54 E Supp. 2d 850
(N.D. Ind. 1999) (granting a motion for
declaratory judgment that a previous contract
was void for illegality because it violated the
AKS when a subsidiary of a manufacturer of
orthopedics products entered into an agree-
ment with a medical supplier whereby supplier
received a percentage of the business devel-
oped from sales of the orthopedic products
based on the volume of products sold.).

Modern Medical Laboratory v. Smith-Kline
Beecham, Inc., 1994 WL 449281 at *3-4
(N.D. IIL. 1994).

Modern Medical Laboratory, at *3.
Id. at *3.

Med. Dev. Network Inc. v. Prof’l Respiratory
Care/[Home Med. Equip. Servs., 673 So. 2d
565, 566 (Fla. 3rd DCA 1996).

Med. Dewv. Network Inc., 673 So. 2d at 566.
Med. Dev. Network Inc., at 566.

Woundkair Concepts, Inc. v. Medica-Rents,
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Co., Lid., No. 02-10-00349 (Tex. App. 2d.
March 22, 2012).

Woundkair Concepts, Inc. v. Medica-Rents,
Co., Ltd., No. 02-10-00349, at page 5.

Id. at page 5.
Id. at page 6.

Id. at page 7. The court also did not address
the issue of whether the bona fide employee
safe harbor applied to the marketing arrange-
ment because it found that Medica-Rents
failed to establish illegality as a matter of law.

Id. at pages 5-7.
Id.

People of California v. Duz-Mor Diagnostic
Laboratory, Inc., 80 Cal. Rptr. 2d 419, 429-30
(Cal. App. 2d 1998).

See California Welfare and Institutions
Code § 14107.2(b). The pertinent section of
California’s Welfare and Institution’s Code is
almost identical to the “recommending pur-
chasing” provision of the AKS because it
expressly prohibits any person from offering or
paying any remuneration in exchange for rec-
ommending the purchasing of any goods,
facility, service, or merchandise for which
payment may be made by Medi-Cal.

See California Business and Professions Code,

§ 17200.

See California Welfare and Institutions Code

§ 14107.2(b).

Duz-Mor Diagnostic Laboratory, Inc., 80 Cal.
Rptr. 2d at 429-30.

Duz-Mor Diagnostic Laboratory, Inc., at
429-30.

Miles, at 480.

Duz-Mor Diagnostic Laboratory, Inc., at
429-30.

United States v. Novak, Case No. 13-CR-
00312 (S.D. Ill. June 30, 2014) (employee
statutory exception is an affirmative defense
that must be proved at trial).

United States ex rel. Kosenske v. Carlisle HMA,
Inc., 554 E 3d 88 (3d. Cir. 2009) (finding that
the hospital failed to carry its burden of show-
ing that the personal service exception
applied because there was no written contract
governing the services provided and there was
no written agreement specifying compensa-
tion terms).

United States v. Job, 387 Fed. Appx. 445, 458
(5th Cir. 2010) (emphasizing that defendant
was not entitled to raise an affirmative
defense of the employee exception to the
AKS without first laying a minimal eviden-
tiary foundation for that defense); United
States v. Novak, Case No. 13-CR-00312 (June
30, 2014) (noting that defendant’s invocation
of the employee exception as an affirmative
defense to the AKS in a pre-trial motion to
dismiss the indictment was premature because
“for better or for worse there is no such thing
as a motion for summary judgment in a crimi-
nal case”); see also United States v. Turner, No.
12-20707 (5th Cir. April 2, 2014) at page 5
(finding that defendant was not entitled to an
employee safe harbor instruction since she
had not adduced any facts which would enti-
tle her to such a defense); United States v.

65

66

67

69

Robinson, 505 E App’x 385, 387-88 (5th Cir.
2013) (defendants were not entitled to safe
harbor defense where, among other things,
they were paid a fee or commission for
Medicare beneficiary referrals; they did not
receive regular paychecks, only referral pay-
ments; they received no training or direction
from the alleged employer; they obtained
their own leads and sources for referrals; and
they were not required to keep regular office
hours); see also United States v. Chris Vernon,
No. 11-CR-00012 (S.D. Ala. February 9,
2012) (DE-543 at 5-6), citing Hosp. Res. Pers.
v. United States, 68 E3d 421, 427 (11th Cir.
1995) (government objected to defendant’s
request for a bona fide employee instruction,
but also argued that, if the court were to grant
such an instruction, the jurors should be enti-
tled to consider all 20 factors outlined by the
Internal Revenue Service in its Revenue
Ruling regarding determination of who is a
bona fide employee).

Vernon, 723 E 3d at 1269-70 (emphasizing
that to raise an advice of counsel defense, the
defendant must adduce facts showing that: he
(i) sought the advice of counsel, in good faith
(ii) fully disclosed all of the material facts to
the attorney for the purpose of securing legal
advice and (iii) acted strictly in accordance
with the advice of the attorney). In Vernon,
defendant specifically ignored general coun-
sel’s advice regarding potential kickback risks
stemming from an arrangement to pay commis-
sions in exchange for referrals and continued
paying kickbacks after he solicited an addi-
tional opinion from experienced, outside
counsel who concluded that the arrangement
did not fit within a safe harbor of the AKS. See
also United States v. McClatchey, 217 E 3d 823,
832-33 (10th Cir. 2000) (reversing the district
court’s order granting defendant’s motion for
judgment of acquittal concluding that no rea-
sonable juror could find defendant deliberately
intended to violate the AKS based on the evi-
dence, including an advice of counsel defense,
presented at trial); United States v. Hill, 643
E3d 807, 851 (11th Cir. 2011) (explaining the
requirements and the evidentiary basis for
requesting an advice of counsel instruction and
noting that, while it is a “low burden,” the
defendant must “put forth sufficient evidence
to support a proposed instruction.”).

Id. at note 9.

United States ex rel. Marcus v. Hess, 317 U.S.
537, 544 (1943) (noting that the purpose of
the provisions of the FCA extending its cov-
erage to those who “cause [a false claim] to be
presented” and to those who “conspire” to
obtain payment of such claims is “to reach
any person who knowingly assisted in causing
the government to pay claims which were
grounded in fraud, without regard to whether
that person had direct contractual relations
with the government.”).

See United States ex rel. Drakeford v. Tuomey
Health Care Systems, No. 05-CV-02858 (D.
S.C. 2005) (DE-810) (Jury Instructions)
(instructing jurors that “actual knowledge”
means “affirmative knowledge that claims
were false. It means that the defendant knew
what it was doing and was aware of the nature
of its conduct and did not act through igno-
rance, mistake, or accident.”).

Id. at DE-810 (instructing jurors that delib-
erate ignorance is “a person’s knowledge of a
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particular fact may be shown from a deliber-
ate or intentional ignorance or deliberate or
intentional blindness to the existence of
that fact.”).

Id. at DE-810 (instructing jurors that they
find that defendant acted in “reckless dis-
regard” of the claim’s truth or falsity if
defendant “submits a claim, or causes a claim
to be submitted, without properly considering
the claim’s truth or falsity” and instructing
that “[r]eckless disregard is an aggravated form
of gross negligence that addresses the refusal
to learn of information which an individual,
in the exercise of prudent judgment, should
have discovered.”).

31 US.C. § 3729(b)(1)(A); United States ex
rel. Owens v. First Kuwait Gen. Trading &
Contracting Co., 612 E3d 724, 728 (4th Cir.
2010) (“Congress, however, has made plain its
intention that the act not punish honest mis-
takes or incorrect claims submitted through
mere negligence.”); see United States v. Krizek,
111 E 3d 934, 942 (D.C. Cir. 1997) (noting
that courts have construed the reckless disre-
gard standard under the FCA as “an extreme
version of ordinary negligence.”).

Wilkins, 659 E3d at 314-15 (reversing the dis-
trict court’s order granting defendants’ motion to
dismiss relator’s FCA claim based on predicate
violations of the AKS, finding that relator’s
FCA claim is viable under an implied false certi-
fication theory and reasoning that “compliance
does not require perfect adherence to regula-
tions which are not prerequisites to payment
from the Government. Compliance, however,
does require a participant in a federal health
care program to refrain from...entering into pay-
ment arrangements that violate the AKS, while
making claims to the Government under that
program”); United States ex rel. Ruscher v.
Omnicare, Inc., No. 4:08-cv-3396 (S.D. Tex.
June 12, 2014) (DE-147 at 12-13).

United States ex rel. Ruscher v. Omnicare, Inc.,
No. 4:08-cv-3396 (S.D. Tex. June 12, 2014)
(DE-147 at 12-13), quoting 42 U.S.C.
§ 1320a-7b(g).

United States ex rel. Wilkins v. United Health
Group Inc., 659 E3d 295, 304-05 (3d. Cir.
2011), quoting Mikes v. Straus, 274 E3d 687,
699 (2d Cir. 2001) (“an implied false certifica-
tion theory of liability is premised ‘on the
notion that the act of submitting a claim for
reimbursement itself implies compliance with
the governing federal rules that are a precon-
dition to payment.”).

See United States ex rel. McDonough v.
Symphony Diagnostic Services, Inc., No. 2:08-
CV-114, 2012 WL 628515 at *1 (S.D. Ohio
Feb. 27, 2012) (citing 42 U.S.C. § 1320a-7b(b)
(1)(A)) (noting that to be eligible for payment
under the Medicare program, providers and
suppliers must certify that they understand that
payments of claims are conditioned on the
claims and the underlying transactions comply-
ing with applicable laws, including the AKS.)

Relators have previously alleged a hodge-
podge of implied false certification theories
of FCA liability. See, e.g., United States ex
rel. Hutcheson v. Blackstone Med. Inc., 647 E
3d 377, 379 (Ist Cir. 2011) (“we reject the
argument that, in the absence of an express
legal representation or factual misstatement,
a claim can only be false or fraudulent if it
fails to comply with a precondition of

continued on page 14

13



That Other Provision of the Anti-Kickback Statute

continued from page 13

payment expressly stated in a statute or reg-
ulation”); See also United States ex rel. Tyson
v. Amerigroup Illinois, Inc., 488 E Supp. 2d
719, 727-28 (N.D. 1. 2007) (“[tlhe enroll-
ment forms are claims because they were
‘submitted in order to receive payment,’ even
if payment was not immediate.... Defendants
argue that because the enrollment forms do
not explicitly demand any particular amount
of capitation-based payments, there was insuf-
ficient evidence of falsity”); United States ex
rel. Schwedt v. Planning Research Corp., 59
F3d 196, 199 (D.C. Cir. 1995) (“a claim does
not need to be an actual invoice”); United
States v. The Health Alliance of Greater
Cincinnati, No. 1:03-cv-0067, 2008 WL
5282139 (S.D. Ohio Dec. 18, 2008) (“Ohio
Heart similarly claims the government has
not identified any claim upon which an FCA
cause of action may be based. However, the
Complaint plainly alleges that Ohio Heart
submitted CMS-1500 forms to Medicare, and
corresponding Medicaid or Tricare forms, even
though it knew it was out of compliance with
regulations and laws"); United States v. United
Technologies Corp., 626 E3d 313, 319-20 (6th
Cir. 2010) (finding that a FCA claim can be
based upon false statements about compliance
with a contract and noting that “[the parties]
do not dispute that the false statements were
material to the government’s decision to enter
into a contract with Pratt....[A]n invoice,
which itself does not contain a falsity, may
supply the premise for a false claim if sub-
mitted in connection with a fraudulently
obtained contract”). False statements on cost
reports are also actionable under the FCA. See
United States ex rel. Augustine v. Century
Health Services Inc., 136 E Supp. 2d 876, 878
(M.D.Tenn.2000). See also United States v.
Rogan, 459 E Supp. 2d 692, 717 (N.D. 11l
2006) (“Medicaid claims submitted to the state
are also ‘claims’ to the federal government
under the FCA.”). Lack of documentation for
cost claims can also state a FCA violation. See
United States ex rel. Davis v. District of
Columbia, 591 E Supp. 2d 30, 38 (D.D.C.
2008) (“Plaintiff alleges that the cost claim is
false because defendants lacked adequate sup-
porting documentation....As plaintiff describes
in his Personal Disclosure Statement, he had
several meetings with defendants that con-
firmed the facts forming the basis of this suit.
For these reasons, plaintiff has pleaded with
sufficient particularity”); United States ex rel.
Thompson v. Columbia/HCA, 125 E3d 899,
902 (5th Cir. 1997) (noting that “violations of
laws, rules, or regulations alone do not create a
cause of action under the FCA.....[Flalse certifi-
cations of compliance create liability under
the FCA when certification is a prerequisite to
obtaining a government benefit”); But see
Wilkins, 659 E 3d at 306 (limiting FCA theo-
ries of liability to express or implied false
certification for violation of “regulations” that
“was a condition of payment”); United States ex
rel. Swafford v. Borgess Medical Ctr., 98
ESupp.2d 822, 828 (W.D.Mich.2000) aff'd, 24
Fed.Appx. 491 (6th Cir. 2001) (internal quo-
tation marks omitted) (noting that technical
violations of administrative regulations are not
actionable under the FCA “unless the violator
knowingly lies to the Government about
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them”); Omnicare, Inc., No. 4:08-cv-3396
(S.D. Tex. June 12, 2014) (DE-147 at 35)
(noting that if the government upon learning
of the violations committed by claimant
would have declined payment for those
claims, then the “implied false certification
theory would not unduly expand FCA liabil-
ity or do violence to the Act’s structure, or
purpose.”).

See 31 U.S.C. § 3729(a)(1)(G).
See 31 U.S.C. § 3729(b)(3).
See 42 U.S.C. § 1320a-7k(d)(4)(B) (defining

an overpayment as “any funds that a person
receives or retains under Title XVIII or XIX to
which the person, after applicable reconcilia-
tion, is not entitled.”).

42 U.S.C. § 1320a-7k(d)(2) (“an overpay-
ment must be reported and returned... by the
later of the date which is 60 days after the
date on which the overpayment was identified
or the date any corresponding cost report is
due, if applicable.”).

42 U.S.C. § 1320a-7k(d)(3).

See 42 U.S.C. 1320a-7b(b)(1)(B), (b)(2)(B); 31
U.S.C. § 3729(a)(1)(G); see also Hess, 317 U.S.
at 544 (noting that the FCA extends its cover-
age to persons who conspire to present false
claims and to persons who “cause to be pre-
sented” false claims and thus the FCA indicates
a “purpose to reach any person who knowingly
assisted in causing the government to pay claims
which were grounded in fraud, without regard to
whether that person had a direct contractual
relationship with the government.”).

Wilkins, 659 FE3d at 314.

See 77 Fed. Reg. 9179, 9187 (February 16,
2012) (“a person has identified an overpay-
ment if the person has actual knowledge of
the existence of an overpayment or acts in
reckless disregard or deliberate ignorance of
the existence of the overpayment.”).

Whether or not a voluntary disclosure
through the OIG’s Self-Disclosure Protocol is
warranted under these circumstances to sus-
pend the period for returning and reporting
an overpayment, as set forth in 42 C.ER.
§ 401.305(b)(2)(i), is beyond the scope of this
Article. See https://oig.hhs.gov/compliance/
self-disclosure-info/files/Provider-Self-
Disclosure-Protocol.pdf.

31 US.C. § 3729(a)(1)(C).
31 US.C. §3729(b)(3).

See United States Department of Justice
Manual, Section 9.27-230 (“Initiating and
Declining Charges — Substantial Federal
Interest”).

Id. at Section 9.27-230 (“Initiating and Declining
Charges — Substantial Federal Interest”).

See United States Department of Justice
Manual, Section 9.27-250 (“Non-Criminal
Alternatives to Prosecution”).

42 C.ER. § 1003.103. To avoid exclusion,
generally providers and others must enter into
an onerous Integrity Agreement or Corporate
Integrity Agreement for a period of years.
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See Comments of Assistant Attorney General,
Department of Justice, Criminal Division,
Leslie Caldwell, ABA National Institute for
Health Care Fraud and Abuse, May 2015,
Miami Beach, Florida.

See Comments of Deputy Assistant Attorney
General, Department of Justice, Civil
Division, Joyce Branda, ABA National
Institute for Health Care Fraud and Abuse,
May 2015, Miami Beach, Florida.

United States v. John Mitchell, 14-CR-00306-
MEF-WC (M.D. Ala. May 21, 2014) (DE-1);
See United States v. Harold Persaud, 14-CR-00276-
PAG (N.D. Ohio Aug. 20, 2014) (DE-1).

See http://[www.justice.gov/usao-edmi/pr/
detroit-area-doctor-sentenced-45-years-
prison-providing-medically-unnecessary.

United States v. Edward Nowak, et al. 13-CR-
00312 (N.D. Ill. March 18, 2014) (DE-231);
see also http://www.justice.gov/usao-ndil/pr/
owner-and-executives-convicted-medicare-
referral-kickback-conspiracy-closed-sacred.

See United States v. Reliance Medical Systems,
LLC, et al. 14-CV-06979-DDP-PJW (C.D.
Cal. Sept. 8, 2014) (DE-1 at 53-54)
(Complaint); United States v. Aria Sabit,
14-CR20779-PDB-RSW (E.D. Mich.
December 9, 2014) (DE-19) (Indictment).

See http://www.justice.gov/opa/pr/vascular-
solutions-inc-and-its-ceo-charged-selling-
unapproved-medical-devices-and-conspiring.

See United States v. Earnest Gibson 111, et al.,
No. CR-12-600 (S.D. Texas October 13,
2014) (Jury Instructions). The AKS’ “will-
fully” requirement does not require the
government to prove that a defendant knew
that he violated the AKS, but it demands
proof of a defendant’s knowledge that his con-
duct violated some law); United States v.
Starks, 157 E3d 833, 838 (11th Cir. 1998)
(approving the court’s jury instructions on
“willfully” which required the jurors to find
that defendant acted with “specific intent to
do something that the law forbids.”).

See Federal Rule of Civil Procedure 9(b).
See 31 U.S.C. § 3729(a).

See OIG Advisory Opinion 98-10 (other
citations omitted) (“because such agents
are independent contractors, they are less
accountable to the Seller than an employee.
For these reasons, this Office has a long-
standing concern with independent sales
agency arrangements.”).

Polin, 194 E3d at 865-67 (finding that a pace-
maker monitoring service made payments to a
pacemaker sales representative based on the
number of patients that he signed up with the
service violated the AKS, reasoning that the
salesman’s substantial responsibilities and direct
contact with patients amounted to referrals).
Thus, the court in Polin expressed these same
concerns characterizing the sales representative
as someone with sufficient involvement to
effectively influence the physician’s referrals.

Wilkins, 659 E3d at 314 (reiterating that the

“government does not get what it bargained
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for when a defendant is paid by CMS for ser-
vices that are tainted by a kickback”); United
States ex rel. Bidani v. Lewis, 264 F. Supp. 2d
612, 615-16 (N.D. Ill. 2003) (“Compliance
with the AKS is thus central to the reim-
bursement plan of Medicare. To state
otherwise would be to allow participation
and reimbursement for supplies purchased

G

illegally only because the claimant had the
luck of not being caught and convicted in
the first place. Reimbursing a claimant for
the supplies would put the government in
the position of funding illegal kickbacks after
the fact.”).

Wilkins, 659 F.3d at 314-15 (noting that
“compliance does not require perfect

adherence to regulations which are not pre-
requisites to payment from the Government.
Compliance, however, does require a par-
ticipant in a federal health care program
to refrain from...entering into payment
arrangements that violate the AKS, while
making claims to the Government under that
program.”).

Chair’s Corner

continued from page 2

Vice Chair, will be working diligently to appoint the 2017
EMI planning committee (along with some 300 other
appointments they’ll be making), looking for the right
blend of experience and new ideas, for diversity in all its
forms, for Section members with a passion for putting
together outstanding programs.

The 2017 committee will then meet in person in July
at our annual all-hands leadership meeting to start laying
out the framework for next year’s program. Almost imme-
diately, the committee will start poring through the
proposals submitted by our Interest Groups, Task Forces
and members at large, trying to find the right mix of topics
to ensure that EMI 2017 covers the issues that are impor-
tant to our members no matter what their practice settings,
client bases or areas of focus may be. This process alone
will occupy several weekly conference calls of an hour or
more, as the committee selects plenary sessions and break-
outs that will simultaneously have broad appeal and offer
in-depth knowledge.

But the topics aren’t the end of the job. Matching
speakers with those topics can be just as demanding. Some-
times a proposal comes in with a “perfect” speaker panel
already attached to it. In many cases, though, the planning
committee must put in significant work to ensure that
speaker panels reflect the diversity of our membership, pro-
vide the range of perspectives offered from different practice
settings and geographic locales, involve both established
speakers and new voices, and meet the “Three Bears” test —
not too large, not too small, but just right. At the same
time, the planning committee will be working with our
Sponsorship Committee to maximize sponsor support, the
support that makes these conferences and our other mem-
ber services economically viable.

And the job isn’t over when the agenda is set and the
speakers are confirmed. On the eve of a conference, and
even after it has begun, there will invariably be issues that
arise — the last-minute schedule conflict, the speaker whose
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flight was canceled, an attendee who encounters a problem.
The planning committee members will be active through-
out the conference, introducing speakers, helping members
find the session they’re looking for, making sure that spon-
sors and guests feel welcome.

EMI is, of course, just an example. Everything described
above is also true of our Washington Health Law Summit
and Physicians Legal Issues planning committees, and of
the joint planning committee for the Antitrust in Health-
care conference we share with the Section of Antitrust and
the American Health Lawyers Association. For all of our
conferences, our planning committees have two goals: To
make sure that our members and attendees have the best,
most valuable CLE and networking experience they can
have, and to make it look easy.

But it’s not easy at all, and the members who do it are
just like you — volunteers who have paying jobs and other
commitments, family and friends to spend time with, classes
to teach and articles to write and, or so [ hear, golf to play
and vacations to take. So when you're at one of our confer-
ences, take a minute and look for the folks with the
“Planning Committee” ribbons on their badges. They’re the
wizards behind the curtain, whose job is to take months of
hard work and magically transform that work into an out-
standing program for you. Shake their hands and tell them
thanks. Don’t be surprised, though if they tell you that
thanks aren’t necessary, because planning programs is fun.

(And if you'd like to be a part of that fun, let Joyce Hall
(jhall@watkinseager.com) or Hilary Young (hyoung@joy
younglaw.com) know, so they’ll be aware of your interest
when they’re appointing next year’s planning committees.
Program planning is one of the most important tasks in the
Section, and one of the most enjoyable, as well.)

See you in San Diego. And D.C. And Chicago. See you
at the best programs the healthcare bar has to offer, thanks
to our planning committees and staff.

— Bill
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The Medicaid program is the
safety net program for low-income
children, their families, individuals
with disabilities and the elderly. As a
joint state-federal program, the fed-
eral government provides matching
funds for state expenditures on each
Medicaid program. As a result, the
ability of the Medicaid programs to
serve beneficiaries, especially with
respect to provider payment rates,
depends upon the fiscal health of the
states.

Over the years, and most recently
during the Great Recession that began
in 2007, due to negatively impacted
state finances and motivated by bud-
getary concerns, some states have
reduced provider reimbursement rates
despite the impact such reductions
may have on beneficiary access. For
instance, in 2012, 44 states either
reduced or froze Medicaid rates, and
26 did so in 2013.! In many instances,
the rates have fallen well below the
cost for providers to deliver the ser-
vices to Medicaid beneficiaries, which
limits the extent to which providers
can economically serve Medicaid
beneficiaries.

As a result, providers have filed
challenges to the budget-driven
reduction of rates in various states.
Although other provisions of the
Medicaid Act have been utilized,
these rate challenges have primarily
relied on 42 U.S.C. Section 1396a(a)
(30)(A) (“Section 30(A)”), which
requires that states choosing to accept
federal Medicaid funds must “assure
that payments...are sufficient to enlist
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enough providers so that care and ser-
vices are available under the plan at
least to the extent that such care
and services are available to the
general population in the geographic

area.”

Central to the fight concerning
these Section 30(A) lawsuits, how-
ever, is under what jurisprudential
right can these private suits be
brought either in law or equity. Pro-
viders and beneficiaries have used two
main legal arguments to sue state
Medicaid agencies to stop provider
reimbursement cuts. The first entails
a suit under Section 1983 of the Civil
Rights Act (“Section 1983”) against
state officials, alleging that state
actions violate federal law. The sec-
ond involves the existence of an
implied private right of action that
allows private actors to request courts
to enjoin state actions that are con-
trary to the federal Constitution or
federal statutes.

Armstrong v. Exceptional Child Cen-
ter, Inc. (“Armstrong”) is the latest in
the line of these Section 30(A) private
enforcement cases; however, it might
be the last as it arguably has elimi-
nated private enforcement actions
under either the Supremacy Clause or
directly under Section 30(A).> This
article discusses the background of
Section 30(A) cases, Armstrong, and its
impact on future rate challenges.*

The Boren Amendment,
The “Equal Access

Provision,” and Wilder

In 1981, Congress amended 42
U.S.C. Section 1396a(a)(13)(A) in
what has been called the “Boren
Amendment” to require states to
reimburse hospitals at rates that are
“reasonable and adequate to meet the
costs which must be incurred by effi-
ciently and economically operated
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facilities.” In the same legislation,
Section 30(A), which originally
required that Medicaid payments not
be “in excess of reasonable charges
consistent with efficiency, economy,
and quality of care,” was amended to
remove the “in excess of reasonable
charges” language.®

In amending the Medicaid Act,
Congress recognized that “without
adequate payment levels, it is simply
unrealistic to expect physicians to par-
ticipate in the [Medicaid] program.”
Congress intended the Boren Amend-
ment to provide states with more
flexibility to determine reimbursement
rates, in part by eliminating the
requirement that states reimburse pro-
viders on a reasonable cost basis.® For
example, as the Supreme Court of the
United States has noted, states had
the power to adopt state plans that
provided for prospective payments to
providers, rather than retrospective
payments.’

In 1989, Congress further amended
Section 30(A) by inserting the “Equal
Access Provision” — “and are suffi-
cient to enlist enough providers so
that care and services are available
under the plan at least to the extent
that such care and services are avail-
able to the general population in the
geographic area” — after the language
concerning assuring “that payments
are consistent with efficiency, econ-
omy, and quality of care[.]”'° Together,
the Boren Amendment and Section
30(A) became the basis for many pro-
vider rate challenges.!! Many of these
actions were premised on the enforce-
ability of these provisions of the
Medicaid Act as enforceable rights
under Section 1983."

In Wilder v. Virginia Hospital
Association, the Supreme Court held
that the Boren Amendment creates a
federal right, enforceable by providers
in a private cause of action pursuant
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to Section 1983, to “have the State
adopt rates that it finds are reasonable
and adequate rates to meet the costs
of an efficient and economical health
care provider.”” Thus, the Supreme
Court had determined that providers
could challenge a state’s Medicaid rate
reductions under the Boren Amend-
ment and Section 1983. After Wilder,
Congress amended the Medicaid Act
by repealing the Boren Amendment
in 1997.1

Gonzaga and Section
1983’s Reach

After the repeal of the Boren
Amendment, providers continued to
try to enforce Section 30(A) under
Section 1983. As noted above, Sec-
tion 1983 generally provides a cause of
action where there is a deprivation of a
right secured by federal statutes or the
Constitution.” A plaintiff may sue
under Section 1983 unless (1) the stat-
ute in question does not create
enforceable “rights, privileges, or
immunities” within Section 1983’s
meaning, or (2) Congress has fore-
closed such private enforcement of the
statute under Section 1983 in the
enactment itself.'" Following Wilder,
the Supreme Court set forth factors for
courts to consider in determining
whether a federal statute confers an
enforceable right: (1) “Congress must
have intended that the provision in
question benefits the plaintiff”; (2)
“the plaintiff must demonstrate that
the right assertedly protected by the
statute is not so ‘vague and amorphous’
that the enforcement would strain
judicial competence”; and (3) “the
statute must unambiguously impose a
binding obligation on the states.”"’

In an attempt to clear up confu-
sion regarding the reach of Section
1983, the Court in Gonzaga v. Doe
rejected the notion that its jurispru-
dence permits “anything short of an
unambiguously conferred right to

support a cause of action brought
under § 1983.”"" The Supreme Court
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emphasized that the primary question
is whether Congress intended to
create a federal right of action.'

Gonzaga significantly altered Sec-
tion 1983 jurisprudence as it relates
to Section 30(A). For example, prior
to Gonzaga, the First, Seventh and
Eighth Circuits held that Section
30(A) provided Medicaid providers
with a right enforceable under Sec-
tion 1983.° However, following
Gonzaga, the First, Second, Fifth,
Sixth, Ninth and Tenth Circuits held
that Section 30(A) is unenforceable
under Section 1983.%' As explained
by the Fifth Circuit in Equal Access
for El Paso, Inc., Gonzaga forces that
court to “abjure the notion that any-
thing short of an unambiguously
conferred private individual ‘right,’
rather than the broader or vaguer ‘ben-
efits’ or ‘interests,” may be enforced
under § 1983.”* The Fifth Circuit,
like many other circuits, held that
Section 30(A) focused on access in
the aggregate and on a systemic basis,
“rather than an individualized focus
concerned with whether the needs of
any particular person or class of recip-
ients have been satisfied.” The Fifth
Circuit thus held that Section 30(A)
failed to confer private rights on
Medicaid recipients to enforce the
equal access requirement under Sec-

tion 1983.%

The Supremacy Clause

Due to the changing Section
1983 landscape, providers and Medi-
caid recipients looked for alternative
legal mechanisms to enforce Section
30(A). Most notably, providers
turned to the Supremacy Clause to
bring claims for equitable relief
against states.”” Going back almost
two centuries, the Supreme Court
held that a federal court that has sub-
ject-matter jurisdiction may grant an
injunction or writ at the request of an
individual who has standing to bring
a government official into compliance
with federal law.”® In that case, a
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federal court issued an injunction
prohibiting an Ohio official from exe-
cuting a state law that was to tax the
Bank of the United States.”” As the
Supreme Court explained in a subse-
quent case, Davis v. Gray, it held that
a federal court “in a proper case in
equity, may enjoin a state officer from
executing a state law in conflict with
the Constitution or a statute of the
United States, when such execution
will violate the rights of the com-
plainant.”® In other words, as early as
1824 the Supreme Court held that
there is an implied federal cause of
action to enjoin state laws preempted
under the Supremacy Clause.”

An important example of this
implied cause of action was addressed
in Ex parte Young.’® In that case,
shareholders of a railroad were
allowed to seek an injunction pre-
venting the state attorney general
from enforcing a state law that set
maximum railroad rates.’! Attorney
General Young argued that he was
immune from suit under the Eleventh
Amendment because he was acting
on behalf of the state.’” Nonetheless,
the Supreme Court determined that
“[ilf the act which the state attorney
general seeks to enforce be a violation
of the Federal Constitution, the offi-
cer, in proceeding under such
enactment, comes into conflict with
the superior authority of that Consti-
tution, and he is in that case stripped
of his official or representative char-
acter and is subjected in his person to
the consequences of his individual
conduct.”” Thus, the Supreme Court
explained that a federal court had the
equitable power to “grant a temporary
injunction” against the attorney gen-
eral.” The Court’s holding has been
interpreted to mean that this implied
cause of action exists to enjoin state
officials who come into conflict with
the Constitution or federal laws.”

These principles are by no means
relics of a bygone era. The Supreme
Court relied upon Ex parte Young as
recently as 2010 in the Free Enterprise

continued on page 18
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Fund v. Public Company Accounting
Owersight Board case.’® In Free Enterprise
Fund, the United States argued that
there was no cause of action that
existed to challenge federal legislation
as unconstitutional under separation
of powers principles.”” In essence, the
United States argued that such a chal-
lenge should be treated differently
from every other constitutional claim
for which equitable relief has long
been recognized as the proper means
for preventing entities from acting
unconstitutionally.”® However, the
Court relied on the validity of the
equitable principle described in Ex
parte Young to reject the United
States’ position.”

Underlying the implied cause of
action exemplified in the Ex parte
Young jurisprudence is that this cause
of action includes enforcement of the
Supremacy Clause’s effect of preempt-
ing state laws that conflict with federal
laws. Moreover, the Supreme Court
has even gone so far as to characterize
“the availability of prospective relief of
the sort awarded in Ex parte Young [as
giving] life to the Supremacy Clause.”®
On this basis, providers and recipients
have alleged an implied cause of action
under the Supremacy Clause to con-
tinue to challenge provider rate
reductions under Section 30(A).

Refusal to Address The
Enforceability of Section
30(A) Under the

Supremacy Clause

The Supreme Court first consid-
ered whether Section 30(A) was
enforceable in Douglas v. Independent
Living Center of Southern California,
Inc., which was the culmination of a
series of challenges to rate reduc-
tions.*' In that case, the California
legislature sought to cut Medi-Cal
fee-for-service reimbursement by ten
percent for many types of providers,
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including physicians, dentists, and
pharmacies. A group of providers,
beneficiaries and representative asso-
ciations sued the California Medicaid
agency in an attempt to enjoin the
cuts on the grounds that, among
other things, they violated Section
30(A). The Ninth Circuit, relying on
two centuries of precedent allowing
private parties to sue state officials
for injunctive relief in federal court
to challenge state laws under the
Supremacy Clause, held that the pro-
viders and beneficiaries could sue to
enforce Section 30(A) under the
Supremacy Clause even if they could
not under Section 1983 of the Civil
Rights Act.* During the pendency
of the case below, the Centers for
Medicare & Medicaid Services
(“CMS”) had not yet approved
amendments submitted by California
to the Medicaid State Plan to imple-
ment the rate reduction.

The Supreme Court granted cer-
tiorari concerning whether plaintiffs
could sue under the Supremacy
Clause. However, after the case was
briefed and argued before the Court,
CMS approved the rate cuts at issue
retroactively.® Because of the changed
circumstances, the Supreme Court did
not decide whether a Section 30(A)
private action suit could be maintained
under the Supremacy Clause.* Rather,
the Court ruled that the case should be
remanded to the Ninth Circuit because
the state plan amendments had been
approved.” The Supreme Court’s rul-
ing afforded the Ninth Circuit the
opportunity to decide whether the
approval of the state plan amendments,
including the availability of an Admin-
istrative Procedures Act (“APA”)
claim to challenge the federal approval,
would have an impact on the availabil-
ity of a preemption claim.* In vacating
and remanding the case to the Ninth
Circuit, the Court indicated that the
plaintiffs’ claim may be brought
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directly against CMS under the APA.*
The Supreme Court also stated that
“the APA would likely permit respon-
dents to obtain an authoritative
judicial determination of their claim.”*®
However, although Douglas did not
explicitly answer the question of
whether Section 30(A) could be
enforced under the Supremacy Clause,
earlier this year the Supreme Court in
Armstrong clearly determined that it
could not.

The Supreme Court’s
Decision in Armstrong v.
Exceptional Child Center,

Inc.
On March 31, 2015, the Supreme

Court significantly diminished
the ability of providers to challenge
Medicaid rates as inconsistent with
Section 30(A) by overturning the
Ninth Circuit Court of Appeal’s deci-
sion in Exceptional Child Center, Inc.
v. Armstrong® (“Exceptional Child
Center, Inc.”).”® Justice Scalia deliv-
ered the majority opinion (Roberts,
C.J., Thomas, Breyer and Alito join-
ing) of the Supreme Court on: (1) the
background of the case; (2) holding
that the Supremacy Clause does not
confer a private right of action grant-
ing plaintiffs access to the courts; and
(3) that providers may not sue in
equity to enforce Section 30(A). Jus-
tice Scalia further delivered a plurality
opinion (Roberts, C.]J., Thomas, and
Alito joining) that providers may not
sue using Section 30(A) as a private
right of action. Justice Breyer filed an
opinion concurring in this portion of
the opinion delivered by Justice Sca-
lia. Justice Sotomayor filed a dissent,
in which Justices Kennedy, Ginsburg,
and Kagan joined.

In Exceptional Child Center, Inc.,
the Ninth Circuit sustained the chal-
lenge of Medicaid-supported living
services providers to Idaho’s failure,
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for lack of appropriated funds, to
adopt significant rate increases that a
state-commissioned study had recom-
mended were necessary to substantially
reimburse providers for their costs.’
The Ninth Circuit held that the
providers had a right of action under
the Supremacy Clause to challenge
Idaho’s rates as preempted by the
Medicaid payment requirements of
Section 30(A).”> The Court held that
the existing rates were invalid under
Orthopaedic Hospital v. Belshe,” in
which the Ninth Circuit interpreted
Section 30(A) to require states to
consider costs when modifying rates
because the rates failed to substan-
tially reimburse providers for their
costs without any justification apart
from “purely budgetary reasons.”**

The Supreme Court granted cer-
tiorari as to whether the providers
had a right of action under the
Supremacy Clause, but denied review
on the issue of compliance with the
substantive payment requirements of
Section 30(A). Oral argument was
presented on January 20, 2015.

The majority opinion ruled that
the Supremacy Clause itself does not
confer a private right of action. By its
text,” the majority determined that
the Supremacy Clause creates a rule of
decision, i.e., a rule governing the laws
that must be applied by courts, and is
not an independent source of rights
granting a private right of action.’
The majority supported this holding
by noting the absence of any refer-
ence in the historical preratification
record of the Constitution that the
Supremacy Clause would give
affected parties “a constitutional right
to enforce federal laws against the
States.””’ The majority further sup-
ported this ruling by reasoning that, as
the Supremacy Clause is found in Arti-
cle I of the Constitution, an Article
that grants broad discretion to Con-
gress, it is suspect that the Constitution
would grant such broad discretion
while prohibiting Congress from estab-
lishing methods of enforcement by
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necessarily requiring private enforce-
ment under the Supremacy Clause.”

The majority acknowledged that
the Supreme Court has previously
permitted cases for injunctive relief to
proceed against state (and federal)
officers for violation of federal law.
However, the majority explained that
these cases are not based on the
Supremacy Clause as a private right
of action.” “What our cases demon-
strate is that, ‘in a proper case, relief
may be given in a court of equity...to

prevent an injurious act by a public
officer.”®

The majority similarly dismissed
the respondents’ contention that they
could proceed in equity against the
state under Section 30(A). Warning
that the equitable power of federal
courts “is subject to express and
implied statutory limitations,” the
majority found that respondents can-
not circumvent Congress’s intent to
foreclose private enforcement of Sec-
tion 30(A)."" The majority cited two
aspects of Section 30(A) to support
its holding that Congress intended to
exclude private enforcement. First,
Congress expressly provided a single
administrative remedy for “a State’s
failure to comply with Medicaid’s
requirements”—"“the withholding of
Medicaid funds by the Secretary
of Health and Human Services.”*
Second, acknowledging that this
enforcement provision alone might
not preclude equitable relief, the
majority reasoned that the enforce-
ment provision would do so “when
combined with the judicially unad-
ministrable nature of §30(A)’s text.”®
The majority cited the breadth and
lack of specificity of Section 30(A)’s
“judgment-laden standard” in support
of its holding that Congress intended
to confer enforcement of Section
30(A) on the Secretary alone.*

The majority acknowledged the
dissent’s disagreement as to whether
Congress intended to preclude private
enforcement of Section 30(A).
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However, the majority found unavail-
ing the dissent’s contention that,
based on the history of Section
30(A), Congress’s failure to expressly
preclude private enforcement suggests
that Congress did not intend to do
50.9 In essence, the majority turns the
presumption in favor of judicial
review upside down by holding that
there must be evidence that Congress
intended that private parties would be
permitted to sue to enforce a federal
law, and that in the absence of such
evidence, either in the language of
the statute or elsewhere, it would be
implied that Congress did not intend
to allow private enforcement in
court.”® Moreover, in response to the
dissent’s complaint that the majority
has left the respondents with no
options for relief, the majority
explained that relief may be sought
through the Secretary and expressed
doubt that “the Secretary’s notice to a
State that its compensation scheme is
inadequate will be ignored.”®”

The plurality also dismissed the
respondents’ assertion that the Medi-
caid Act itself provides for a cause of
action. Stating that Section 30(A) “is
phrased as a directive to the federal
agency charged with approving state
Medicaid plans,” the plurality
explained that Section 30(A) lacks
the sort of rights-creating language
needed to imply a private right of
action.®® The plurality further
explained that Section 30(A) explic-
itly confers a means of enforcement
through the Secretary’s withholding of
funding, and that this suggests that
other means of enforcement, such as a
private right of action, are precluded.”
The plurality continued that, although
providers are not intended beneficia-
ries of the Medicaid agreement, and
therefore, unlikely to have a right to
sue to enforce the obligations of pri-
vate contracting parties, even if they
were, “modern jurisprudence permit-
ting intended beneficiaries to sue
does not generally apply to contracts
between a private party and the

continued on page 20
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government...much less to contracts
between two governments.””® Thus,
the plurality concluded that the
Medicaid Act itself does not unam-
biguously confer a private right of
action.”

Justice Breyer, concurring in part
and concurring in the judgment, did
not join the plurality concerning why
the Medicaid Act itself does not
provide for a private right of action.
Instead, Justice Breyer explained
that several characteristics of the
Medicaid Act “make clear that Con-
gress intended to foreclose respondents
from bringing this particular action
for injunctive relief.””

Specifically, Justice Breyer rea-
soned that Section 30(A) sets forth a
broad and nonspecific federal mandate
that applies to something “that admin-
istrative agencies are far better suited
to...than judges” — the setting of
rates.” Justice Breyer continued that
Section 30(A) “underscores the com-
plexity and nonjudicial nature of the
rate-setting task.”™ Although he
acknowledged that federal courts are
accustomed to reviewing agency rate-
setting determinations for reasonableness
or constitutionality, Justice Breyer cau-
tioned that, under Section 30(A), states
setting the rates makes the result differ-
ent.” As Justice Breyer noted, “[tlo find
in the law a basis for courts to engage in
such direct rate-setting could set a prece-
dent for allowing other similar actions,
potentially resulting in rates set by federal
judges...outside the ordinary channel of
federal judicial review of agency deci-
sionmaking.”” Therefore, Justice
Breyer did not believe that Congress
intended to allow such a situation;
however, he did suggest that the power
to sue the Secretary under the APA is
an adequate form of relief in this com-
plex rate-setting area.”’ Justice Breyer
concluded that any difficulty for
respondents in prevailing under the
APA “is because Congress decided to
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vest broad discretion in the agency to
interpret and to enforce §30(A)” and
such difficulty is not a justification for
a private right of action.’™

Dissenting, Justice Sotomayor
disagreed that the language of Sec-
tion 30(A) demonstrates the requisite
congressional intent to restrict the
equitable authority of the federal
courts.” The dissenting opinion rea-
soned that a challenge to governmental
action under the Supremacy Clause
should not be treated any “differently
than every other constitutional claim’
for which ‘equitable relief has long
been recognized as the proper means
for preventing entities from acting
unconstitutionally.””®® That is, the
Court has “long entertained suits in
which a party seeks prospective equita-
ble protection from an injurious and
preempted state law without regard to
whether the federal statute at issue
itself provided a right to bring an
action,” and that this case should be
no different.”!

Citing a distinction between an
Ex parte Young analysis and the princi-
ples concerning whether a statute
creates an implied right of action or is
enforceable through Section 1983,
Justice Sotomayor elaborated that
“concluding that Congress has implic-
itly precluded private enforcement of
§30(A)...ignores this critical distinc-
tion and threatens the vitality of our
Ex parte Young jurisprudence.” More-
over, the dissenting opinion explained
that for Ex parte Young not to be appli-
cable, there needs to be a “carefully
crafted and intricate remedial scheme
for enforcement of §30(A).”® How-
ever, Justice Sotomayor found no such
remedial scheme in the language of
Section 30(A), instead reasoning that
“§1396¢ provides no specific procedure
that parties actually affected by a
State’s violation of its statutory
obligations may invoke in lieu of Ex
parte Young.”*
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Further, disagreeing with the
notion that the language of Section
30(A) is “judicially unadministrable”
and that therefore “Congress must have
intended to preclude its enforcement
in private suits,” Justice Sotomayor
asserted that Section 30(A)’s “breadth
counsels in favor of interpreting
§ 30(A) to provide substantial leeway
to States, so that only in rare and
extreme circumstances could a State
actually be held to violate its man-
date.”® Moreover, the dissenting
opinion acknowledged that such appro-
priately made decisions by the states
“should be accorded the appropriate
deference.” Thus, the dissenting opin-
ion asserted that “[g]liven the courts’
ability to both respect States’ legitimate
choices and defer to the federal agency
when necessary, [there is] no basis for
presuming that Congress believed the
Judiciary to be completely incapable of
enforcing § 30(A).”

Ultimately, the Armstrong deci-
sion appears to hold once and for all
that providers cannot challenge Medi-
caid rates as violating Section 30(A),
either under Section 1983 or the
Supremacy Clause. As such, what
tools are left for providers and benefi-
ciaries to ensure equal access under
the Medicaid program, and where do
stakeholders go from here?

Post-Armstrong: What is
the Outlook for Medicaid
Rate Challenges?

Armstrong significantly limits the
ability of providers and Medicaid
beneficiaries to challenge Medicaid
rate reductions, especially under Sec-
tion 30(A). As such, Armstrong
removes one of the few tools that
counter-balanced the ability of states
to unilaterally reduce provider rates
without regard to whether the result-
ing rates failed to entice sufficient
high-quality providers to participate
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in Medicaid programs. Moreover,
the “federal government lacks the
financial, legal, logistical, and practi-
cal wherewithal comprehensively to
enforce § 30(A) against the states.”®®
Indeed, the only weapon in the Sec-
retary of HHS’s arsenal — revocation
of a state’s federal funding, 42 U.S.C.
§ 1396¢c — is the administrative equiv-
alent of a nuclear bomb: “[A] funds
cutoff is a drastic remedy with injuri-
ous consequences to the supposed
beneficiaries of the Act.”” Were the
Secretary to revoke funding of a state’s
Medicaid program for non-compliance
with Section 30(A), recipients would
lose health coverage altogether, mak-
ing matters far worse. States know that
this “remedy is so destructive to the
underlying aid program that it is rarely,

if ever, invoked.”®

However, Medicaid providers
may still have limited options to chal-
lenge state actions that are in conflict
with other provisions of the Medicaid
Act. Providers can still enforce Med-
icaid Act provisions that grant a
private right of action on providers
under Section 1983 or may continue
to seek injunctive relief under the
Supremacy Clause for provisions of
the Medicaid Act that are not “unad-
ministrable.” For example, the
District Court for the Southern
District of Florida has continued to
entertain a rate challenge with
respect to preventive children’s ser-
vices under 42 U.S.C. Sections
1396a(a)(8), (a)(10), and (a)(43),
which the court has held enforceable
under Section 1983.”! Further, claims
to enjoin states from implementing
changes to Medicaid programs prior
to CMS approval of a State Plan
Amendment are likely to continue to
be justiciable.”

State laws also may limit state
Medicaid agencies’ ability to reduce
rates.” As such, providers may utilize
state law vehicles, such as state writs
of mandate, to force state officials to
comply with the Medicaid Act or
state laws.”

Volume 28, Number 3, February 2016

One last avenue that providers
and beneficiaries still have to contest
rate reductions is the ability to chal-
lenge arbitrary and capricious CMS
actions under the APA.” However,
such challenges are often difficult to
win, as courts apply a highly deferen-
tial standard when reviewing agency
action under the APA, especially in a
highly complex regulatory program
such as Medicaid.”

Conclusion

The issue of access in the Medi-
caid programs continues to be
perplexing from the perspective of the
federal and state governments, as well
as for providers, beneficiaries and
other stakeholders. On November 2,
2015, CMS issued its long-awaited
final rule implementing Section
30(A). In that final rule, CMS
acknowledges that the ruling in Arm-
strong that providers and beneficiaries
lack a private right of action under
the Supremacy Clause to enforce Sec-
tion 30(A) “underscores the need for
stronger non-judicial processes to
ensure access, including stronger pro-
cesses at both the state and federal
levels for developing data on benefi-
ciary access and reviewing the effect
on beneficiary access of changes to
payment methodologies.”” Further
complicating the ability of Medicaid
programs to ensure access to benefi-
ciaries is a seismic shift of Medicaid
programs into managed care.” CMS has
recently proposed regulations that
would govern the availability of services,
assurances of adequate capacity and ser-
vices, and network adequacy standards
for Medicaid managed care plans.”

CMS is in the process of collect-
ing comments as to what standards
should be used to measure access and
how these standards should be applied
to Medicaid fee-for-service programs,
managed care programs or to both
together.!® CMS intends to use the
comments received to “strengthen the
framework for CMS review to ensure
that rates meet the requirements of
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[Section 30(A) of the Act], including
requiring access improvement strate-
gies to improve care delivery where
there are shortcomings.”'® The estab-
lishment of a more transparent and
accountable access review and moni-
toring process may minimize the need
for providers and beneficiaries to seek
judicial enforcement of Section 30(A).
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Endnotes

I Nat'l Governors Ass'n & Nat'l Ass'n of State
Budget Officers, The Fiscal Survey of States: An
Update on State Fiscal Conditions 58 (2012
& 2013).

2 42U.S.C. § 1396a(a)(30)(A).
3 135S.Ct. 1378 (2015).

4 The authors note that CMS finalized the
long-awaited rule implementing Section
30(A) on November 2, 2015. (Medicaid
Program; Methods for Assuring Access to
Covered Medicaid Services; Final Rule, 80
Fed. Reg. 67,576 (Nov. 2, 2015)). At the time
this article was submitted for publication, the
final rule had not been published in the
Federal Register, so this article does not focus
on the details of the final rule.
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Omnibus Budget Reconciliation Act of 1981,
Pub. L. 97-35, § 2173, 95 Stat. 808.

Omnibus Budget Reconciliation Act of 1981,
Pub. L. 97-35, § 2174(a), 95 Stat. 809.

See Wilder v. Virginia Hosp. Ass'n, 496 U.S.
498, 506 (1990) (discussing H.R. Rep. No.
97-158, Vol. 2, p. 293 (1981); S. Rep. No.
97-139, p. 478 (1981)).

See id. (discussing H.R. Rep. No. 97-158, Vol.
2, supra, at 292-293; S. Rep. No. 96-471, p.
29 (1979)).

See id. (discussing H.R. Rep. No. 97-158, Vol.
2, supra, at 292-293; S. Rep. No. 96-471, p.
29 (1979)).

Omnibus Budget Reconciliation Act of 1989,
Pub. L. 101-239, § 6402(a), 103 Stat. 2260.

See, e.g., Wilder v. Virginia Hosp. Ass'n, 496
U.S. 498 (challenge to hospital rates under
Boren Amendment); Arkansas Med. Soc’y,
Inc. v. Reynolds, 6 E3d 519 (8th Cir. 1993)
(Section 30(A) challenge to 20% across-the-
board rate reduction for non-institutional
providers).

Section 1983 provides in relevant part:

“Every person who, under color of any statute,
ordinance, regulation, custom, or usage, of
any State or Territory or the District of
Columbia, subjects or causes to be subjected,
any citizen of the United States or other per-
son within the jurisdiction thereof to the
deprivation of any rights, privileges, or immu-
nities, secured by the Constitution and laws
shall be liable to the party injured in an
action at law, suit in equity, or other proper
proceeding for redress.” 42 U.S.C. § 1983.

See Wilder, 496 U.S. at 524.

Balanced Budget Act of 1997, Pub. L. No.
105-33 § 4712(c), 111 Stat. 509. The Boren
Amendment was repealed largely due to a
concerted effort by states where they claimed
that the Boren Amendment needlessly con-
strained their ability to institute flexible,
cost-effective systems of care under Medicaid
and that it imposed significant fiscal demands
on the states.

See Wilder, 496 U.S. at 508.
1d.

Blessing v. Freestone, 520 U.S. 329, 340-41
(1997).

536 U.S. 273, 283 (2002)
Id.

See Sanchez v. Johnson, 416 E3d 1051, 1058
(9th Cir. 2005) (citing Visiting Nurse Ass'n, 93
E3d at 1005 (1st Cir. 1996); Methodist Hosps.
v. Sullivan, 91 F3d 1026, 1029 (7th Cir.
1996); Arkansas Med. Soc’y, Inc., 6 E3d at
528.)

See Equal Access for El Paso, Inc. v. Hawkins,
509 E3d 697, 704 (5th Cir. 2007); N.Y. Ass’n of
Homes & Seruvs. for the Aging, Inc. v. DeBuono,
444 E3d 147 (2d. Cir. 2006), aff'g sub nom.; In
re NYAHSA Litigation, 318 ESupp.2d 30, 39-40
(N.D.N.Y 2004); Westside Mothers v. Olszewski,
454 E3d 532, 542-43 (6th Cir. 2006); Mandy R.

Volume 28, Number 3, February 2016



22
23
24

25

26

27
28

29

30
31
32
33
34

35

36
37
38
39

40

41

42

4
44

45

46

Volume 28, Number 3, February 2016

ex rel. R. v. Owens, 464 F3d 1139, 1148 (10th
Cir. 2006); Sanchez v. Johnson, 416 E3d 1051,
1059-60 (9th Cir. 2005); Long Term Care
Pharm. Alliance v. Ferguson, 362 E3d 50, 59 (1st
Cir. 2004); Contra Pediatric Specialty Care, Inc.
v. Ark. Dep’t of Human Servs., 443 E3d 1005,
1015-16 (8th Cir. 2006), vacated on other
grounds, 551 U.S. 1142 (2007).

Equal Access for El Paso, Inc., 509 E3d at 704.
1d.
Id.

See, e.g., Cal. Pharmacists Ass'n v. Maxwell-
Jolly (9th Cir. 2010) 596 E3d 1098, vacated on
other grounds sub. nom. Douglas v. Indep.
Living Ctr. of S. Cal., Inc., 132 S. Ct. 1204
(2012).

See Osborn v. Bank of the United States, 22
U.S. 738 (1824).

Id. at 838-39.
Davis v. Gray, 83 U.S. 203, 220 (1872).

U.S. Const. art. VI, cl. 2. The Supremacy
Clause establishes that federal law is supreme
so that incompatible state law is preempted
and invalid.

209 U.S. 123 (1908).
Id.

Id. at 132.

Id. at 159-160.

Id. at 148.

See, e.g., Planned Parenthood of Houston & Se.
Tex. v. Sanchez, 403 E3d 324, 332-334 (5th
Cir. 2005); Crawford-El v. Britton, 93 E3d
813, 831-832 (D.C. Cir. 1996) (en banc)
(Silberman, J., concurring), rev’d on other
grounds, 523 U.S. 574 (1998); Richard H.
Fallon, Jr., Daniel J. Meltzer & David L.
Shapiro, Hart & Wechsler’s The Federal Courts
& The Federal System 903 (5th ed. 2003); 13D
Charles A. Wright, Arthur R. Miller &
Edward H. Cooper, Federal Practice and
Procedure § 3566 (3d ed. 2008).

561 U.S. 477 (2010).

Id. at 491, n. 2.

Id.

Id.

Green v. Mansour, 474 U.S. 64, 68 (1985);

see also Armstrong v. Exceptional Child
Center, Inc., 135 S.Ct. 1378, 1391 (2015)
(Sotomayor, J., dissenting).

132 S. Ct. 1204 (2012).

Indep. Living Ctr. of S. Cal., Inc. v. Maxwell-
Jolly, 572 E3d 644 (9th Cir. 2009), vacated and
remanded by Douglas v. Indep. Living Cer. of S.
California, Inc., 132 S. Ct. 1204 (2012).

Id. at 1207.
Id. ac 1211.

Id. When a state seeks to change how it
administers its Medicaid program, as set forth
in the agreement between the state and fed-
eral government (i.e., the “state plan”), it
submits state plan amendments (“SPAs”) to
CMS for review and approval.

See, e.g., Cal. Pharmacists Ass'n v. Maxwell-

Jolly (9th Cir. 2010) 596 E3d 1098, vacated on
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other grounds sub. nom. Douglas v. Indep.
Living Ctr. of S. Cal., Inc., 132 S. Ct. 1204
(2012) (subsequent APA challenge to later
enacted Medi-Cal rate reductions).

Id. at 1210.
Id.

Exceptional Child Center, Inc. v. Armstrong,
567 E App’x 496 (9th Cir. 2014).

Armstrong v. Exceptional Child Center, Inc.,
1358S. Ct. 1378 (2015).

Exceptional Child Center, Inc., 567 E. App’x at
497-98.

The Court did express “serious doubt” that
the state’s “inaction” in adopting higher rates
could be preempted under the Supremacy
Clause, but deemed any potential argument
on this issue by the state to have been waived.

567 F App’x at 498 n.2.

Orthopaedic Hospital v. Belshe, 103 E3d 1491
(9th Cir. 1997).

The Ninth Circuit panel did not mention the
Ninth Circuit’s more recent decision in
Managed Pharmacy Care v. Sebelius, 716 E3d
1235 (May 24, 2013), where the Court, in the
context of affirming the Secretary’s approval
of SPAs that included rate reductions, upheld
the Secretary’s interpretation that the Section
30(A) payment factors do not impose any par-
ticular methodology for considering provider
costs.

The Supremacy Clause states: “This
Constitution, and the Laws of the United
States which shall be made in Pursuance
thereof; and all Treaties made, or which shall
be made, under the Authority of the United
States, shall be the supreme Law of the Land;
and the Judges in every State shall be bound
thereby, any Thing in the Constitution or
Laws of any State to the Contrary notwith-
standing.” U.S. Const. art. VI, cl. 2.

135 S. Ct. at 1383.
Id.

Id. at 1383-1384.
Id.

Id.

Id. at 1385.

Id. The authors of this article note, however,
that the federal government’s administrative
enforcement tool — a revocation of funding
— is extreme and would devastate rather than
benefit the individuals whom Medicaid was
designed to protect. In fact, the federal gov-
ernment has never cut funding to a state for
violating the equal-access mandate.

135 S. Ct. at 1385.
Id.

Id. at 1386.

Id.

Id. at 1387.

Id.

Id.

Id.

Id. at 1388.
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Id. (Breyer, ]., concurring).

Id. (Breyer, J., concurring).

Id. (Breyer, J., concurring).

Id.at 1389 (Breyer, J., concurring).
I1d. (Breyer, ]., concurring).

Id. at 1390 (Breyer, ]., concurring).
Id. (Breyer, J., concurring).

Id. (Sotomayor, J., dissenting).

Id. (Sotomayor, J., dissenting).

Id. at 1391 (Sotomayor, ]., dissenting). Justice
Sotomayor provided the following examples:
“Foster v. Love, 522 U.S. 67, 118 S.Ct. 464,
139 L.Ed.2d 369 (1997) (state election law
that permitted the winner of a state primary
to be deemed the winner of election to
Congress held preempted by federal statute
setting date of congressional elections); Shaw
v. Delta Air Lines, Inc., 463 U.S. 85, 103 S.Ct.
2890, 77 L.Ed.2d 490 (1983) (state law pre-
empted in part by the federal Employee
Retirement Income Security Act of 1974);
Railroad Transfer Service, Inc. v. Chicago, 386
U.S. 351, 87 S.Ct. 1095, 18 L.Ed.2d 143
(1967) (city ordinance imposing licensing
requirements on motor carrier transporting
railroad passengers held preempted by federal
Interstate Commerce Act); Campbell v.
Hussey, 368 U.S. 297, 82 S.Ct. 327, 7 L.Ed.2d
299 (1961) (state law requiring labeling of
certain strains of tobacco held preempted by
the federal Tobacco Inspection Act); Railway
Co. v. McShane, 22 Wall. 444, 22 L.Ed. 747
(1875) (state taxation of land possessed by
railroad company held invalid under federal

Act of July 2, 1864).”

Id. at 1392 (Sotomayor, J., dissenting).
Id. at 1393 (Sotomayor, J., dissenting).
Id. (Sotomayor, J., dissenting).

Id. at 1394 (Sotomayor, J., dissenting).
Id. at 1395 (Sotomayor, J., dissenting).

Id. (Sotomayor, J., dissenting). As of the sub-
mission of this article for publication, the
authors are unaware of any prologue to the
case, as the authors do not believe the parties
challenged the Idaho agency action under the
APA.

Br. of Amici Curiae, Former HHS Officials at
4, Douglas, 2011 WL 3706105, at *4, *27
(filed Aug. 5, 2011); see Donenberg, Note,
Medicaid and Beneficiary Enforcement:
Maintaining State Compliance with Federal
Auwailability Requirements, 117 Yale L.J. 1498,
1501-02 (2008).

Pennhurst State Sch. & Hosp. v. Halderman,
451 U.S. 1,52 (1981) (White J., dissenting).

Donenberg, at 1502 (citation omitted).

Florida Pediatric Soc., et al. v. Dudek,
No. 05-23036, (S.D. Fl. May 1, 2015).
The court found that the “reasonable
promptness” provision of § 1396a(a)(8),
§ 1396a(a)(10)’s requirement that medical
assistance must be made available to all
individuals who meet the eligibility stan-
dards (in this case, requiring that children
receive medical and dental services known
as Early Periodic Screening Diagnosis and
Treatment (“EPSDT”) services), and the

continued on page 26
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requirement under § 1396a(a)(43) that
states inform eligible individuals about avail-
able medical services (“effective outreach”) all
may be enforced through Section 1983 claims.

92 But see Dewvelopmental Servs. Network v.
Douglas, 666 E3d 540 (9th Cir. 2011) (hold-
ing that providers lacked ability to challenge
failure by state to obtain federal approval
under Section 1983, but explicitly limiting
the challenge under Section 1983 and not the
Supremacy Clause).

93 See, e.g., Cal. Welf. & Inst. Code § 14079
(California statute requiring that the director
of the Department of Health Care Services

94

95

96

annually review Medi-Cal (California
Medicaid) reimbursement rates for physician
and dental services and requiring the periodic
revision of those rates).

See, e.g., Cadlifornia Hosp. Ass'n v. Maxwell-
Jolly, 188 Cal. App. 4th 559 (2010), as
modified on denial of reh’g (Sept. 16, 2010)
(writ of mandate action invalidating rate
reduction for failure to comply with 42 U.S.C.
§ 1396a(a)(13)(A)’s notice requirements).

See Douglas, 132 S.Ct. at 1210.

See, e.g., Managed Pharmacy Care v. Sebelius,
716 E3d 1235, 1245-50 (9th Cir. 2013).
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Access to Covered Medicaid Services; Final

Rule, 80 Fed. Reg. 67,576, 67,579.

98 See Medicaid and CHIP Managed Care
Proposed Rule, 80 Fed. Reg. 31,098, 31,099
(June 1, 2015).

99 See Medicaid and CHIP Managed Care
Proposed Rule, 80 Fed. Reg. at 31,144.

100 Medicaid Program; Request for Information
(RFI) — Data Metrics and Alternative
Processes for Access to Care in the Medicaid
Program, 80 Fed. Reg. 67,377 (Nov. 2, 2015).

101 [d. at 67,378.
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THE MEDICINE SHOPPE V. LORETTA LYNCH, ET AL.:
PHARMACISTS AND PRESCRIBING PHYSICIANS
ARE EQUALLY LIABLE

Jeffrey C. Grass, ]D, MS, ACLM
Jeffrey C. Grass & Associates
Plano, TX

On November 3, 2011, the Drug
Enforcement Administration (“DEA”)
conducted an inspection of The Medi-
cine Shoppe, a small family-owned
pharmacy in San Antonio, Texas.
DEA Diversion Investigators (“DIs”)
seized prescriptions filled by patients of
a local physician who was under inves-
tigation for possible drug diversion. On
October 7, 2013, the DEA Deputy
Administrator issued an Order to
Show Cause (“OTSC”) to revoke The
Medicine Shoppe’s controlled sub-
stances Certificate of Registration
(“COR”) on the grounds that the
pharmacy had filled prescriptions writ-
ten by the target physician that were
not for a “legitimate medical pur-
pose.”! The DEA alleged that The
Medicine Shoppe’s pharmacists failed
to exercise their “corresponding
responsibility,” along with the physi-
cian, “to assure that its prescription
for controlled substances was issued
for a legitimate medical purpose” and
“in the practitioner’s usual course of
professional practice” under DEA
regulation.

The Medicine Shoppe responded
that the pharmacists had known the
patients and the prescribing physician
for many years and had contacted the
prescribing physician’s office to verify
the prescriptions before filling them.
The Medicine Shoppe argued that
therefore it had complied with the
requirements of their pharmacists’ pro-
fessional licenses and absent clear
evidence of diversion, the pharmacists
were obliged to fill the prescriptions.’

On October 2nd, 2014 the DEA
revoked The Medicine Shoppe’s
COR.* The Medicine Shoppe then
filed a Petition for Review with the
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United States Court of Appeals for the
District of Columbia Circuit, which
has original jurisdiction for appeals
of DEA Orders under the Adminis-
trative Procedure Act (“APA”).” The
Medicine Shoppe appealed on the
grounds that imposing a “correspond-
ing responsibility” on pharmacists to
ensure that controlled substances are
prescribed for a “legitimate medical
purpose’” requires them to make
medical judgments beyond their edu-
cation and training.® Moreover,
should the DEA disagree with a phy-
sician’s medical judgment and the
medical necessity of a prescribed medi-
cation, pharmacists who now share a
“corresponding responsibility,” along
with the physician, “to assure that its
prescription for controlled substances
was issued for a legitimate medical pur-
pose” will be subject to the same civil
and criminal liability for the physician,
despite authenticating the order with
the prescribing doctor, as required by
state law.

Accordingly, Petitioners chal-
lenged the DEA’s interpretation of
“legitimate medical purpose” under the
Controlled Substances Act (“CSA”)
and the “corresponding responsibility”
standard under DEA Regulation 21
C.ER. § 1306.04(a) (2014) on the
grounds that these standards exceed
the United States Attorney General’s
and the DEA’s statutory authority
under the CSA.’

On December 16, 2015, the
Court denied The Medicine Shoppe’s
petition for review without comment,
thereby leaving open the question of
whether or not the United States
Attorney General may expand the
professional duty of pharmacists to
require they either endorse or over-
rule the medical judgment of the
prescribing physician.

The Health Lawyer

The Backdrop of
Expanding DEA

Enforcement
The DEA has declared prescrip-

tion drug abuse to be the Nation’s
fastest-growing drug problem.® It is of
particular concern because legally
obtained substances can lead to addic-
tion or death.” One source of this
problem is medical offices acting as
“pill mills” and brick and mortar phar-
macies working together promoting
the illegal sale of pharmaceuticals.'® In
response to this epidemic, the DEA
has stepped up its enforcement efforts
against pharmacies suspected of
diverting pharmaceutical medicines.!!
In doing so, the DEA has broadened
the legal standard delineating licit
from illicit dispensing of controlled
substances.'?

Controlled Substance
Registration

The CSA and its implementing
regulations “establish federal require-
ments regarding both illicit and licit
controlled substances.”” A “controlled
substance” is defined as “a drug or
other substance, or immediate precur-
sor, included in Schedule I, II, III, IV,
or V.”'* Under the framework of the
CSA, enacted in 1970, “all controlled
substance transactions take place
within a ‘closed system’ of distribution
established by Congress.””” Accord-
ingly, the DEA “requires all businesses
that import, export, manufacture, or
dispense controlled substances; all
health care practitioners entitled to
give out, administer, or prescribe
controlled pharmaceuticals; and all
pharmacies authorized to fill prescrip-
tions, to register with the DEA.”'® The
DEA has the unique dual responsibil-
ity to not only 1) ensure the supply of
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pharmaceutical controlled substances
for legitimate purposes, but also 2)
prevent the diversion of these sub-
stances to illicit users/abusers.'” The
DEA administers this provision of the
CSA by issuing a COR that autho-
rizes a central individual or entity(s)
(“Registrants”) to dispense controlled
substances in Schedules II thru V of the
CSA." According to the most recent
tally by the Department of Health and
Human Services Office of Inspector
General (“OIG”), in March 2014 the
DEA had 1.5 million active retail and
wholesale Registrants.'

The DEA actively monitors these
Registrants through a system of sched-
uling, quotas, recordkeeping, reporting,
and security requirements.”’ The DEA
also uses criminal and regulatory tools
to identify and determine who is most
likely involved in the illicit distribu-
tion of controlled substances.”’ The
DEA initiates criminal investigations
of those suspected of criminal viola-
tions of the CSA. Criminal prosecutions
are coordinated with an Assistant United
States Attorney or state District Attorney.
Criminal cases vary widely in resource
requirements and complexity.*

Administrative Inspection
Warrants

Compliance inspections of phar-
macies are carried out by the DEA
Office of Diversion Control to ensure
that the pharmacies have sufficient
measures in place to prevent the
diversion of controlled substances.”
Noncompliance is determined primarily
by investigating complaints about the
dispensing practices of pharmacies.*
The DEA’s compliance review system
includes web sites that monitor the pre-
scribing and dispensing of controlled
substances by physicians and pharma-
cies.” For example, the DEA uses the
Automated Reports and Consolidated
Order System (“ARCOS”) to identify
high volume purchasers of narcotic
% Signs of sus-
picious circumstances are termed
“red flags.””” Red flags can constitute

controlled substances.
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evidence of diversion from “legal and
medically necessary uses towards uses
that are illegal and typically not medi-
cally authorized or necessary.”® If red
flags are detected but left unresolved,
the DEA will issue an Administrative
Inspection Warrant (“AIW”). An
AIW is an administrative search war-
rant that allows DEA DIs access to
either a medical practice or pharmacy
for the purpose of conducting compli-
ance audits.”

Pharmacists’ Duty to
Identify and Resolve
Red Flags

Individual pharmacists are now
required to do more than just “verify
the validity and authenticity of a pre-
scription,” as has historically been the
case under state and federal law as
well as DEA decisional history.”
Pharmacists must also “resolve all red
flags” before filling the prescription.’

Under this new regime, A phar-
macist who “knowingly fills an order
that is not intended for a legitimate
medical purpose, as well as the physi-
cian issuing it, will be subject to the
penalties provided for violations of the
provisions of law relating to controlled
substances under the CSA.”* “Know-
ingly” includes circumstances that are
known or should have been known to
the pharmacist who may not “close
[his or her] eyes and thereby avoid pos-
itive knowledge of the real purpose of
the prescription, upon verifying that a
physician issued it.””* Keeping oneself
unaware of facts that would render
him or her liable in order to avoid civil
or criminal liability is termed “willful
blindness,” “ignorance of the law,” or
“contrived ignorance” and is not a
defense under the law.”* Committing
multiple violations of a pharmacist’s
“corresponding responsibility” can
mean administrative or criminal prose-
cution resulting in the revocation of a
pharmacy’s COR, loss of the pharma-
cist’s professional license, and possibly
criminal prosecution under state or
federal controlled substances statutes.”

The Health Lawyer

Revoking Certificates of
Registration and Orders
to Show Cause

If the Registrant is believed to be
non-compliant, the DEA may initiate
an OTSC hearing as to why the Reg-
istrant’s COR should not be revoked,
suspended, or application for one
denied.’® This authority is derived
from an amendment to the CSA in
1984, which “gives the United States
Attorney General the power to
revoke the federal registrations of
physicians and pharmacists for the
purpose of addressing the severe prob-
lem of diversion of drugs of legitimate
origin into the illicit market.”” If the
DEA deems the violation to be egre-
gious enough to pose an “imminent
threat to public health or safety,” the
DEA may issue an immediate suspen-
sion order that summarily revokes the
Registrant’s authorization to prescribe
or dispense controlled substances.’
OTSC hearings and immediate sus-
pension orders are collectively known
as “Registrant Actions.”’ Since the
DEA grants a COR to a pharmacy
and not the pharmacist, this legal
action refers to the practices of the
store, although the actual parties
being scrutinized are the pharmacy
owners and the registered pharmacists
operating it.*

Once the DEA Administrator
issues an OTSC, the Registrant may
either allow the DEA Administrator
to issue a Final Decision and Order
modifying or revoking the pharmacy’s
COR or request an OTSC due process
hearing.” If the Registrant wants a
hearing, a DEA Administrative Law
Judge (“ALJ”) hears evidence pre-
sented by DEA Counsel and the
Registrant. The ALJ will make findings
as to whether or not a preponderance
of the evidence submitted shows the
Registrant’s continued registration is
“inconsistent with the public inter-
est.”” The AL] will then issue his or
her Findings of Fact, Conclusions of
Law and a Recommended Decision

to the DEA Administrator. The DEA

continued on page 30
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continued from page 29 '
Administrator may agree or disagree

with the recommendation of the AL]J
and will render his or her final Deci-
sion and Order adopting, modifying
or rejecting the AL]J’s Findings of
Fact, Conclusions of Law and a Rec-
ommended Decision.*

Pharmacists “Corresponding
Responsibility”
The DEA Administrator’s deci-

sion to allow a pharmacy to continue
dispensing controlled substances
depends, in part, on whether it has
acted responsibly in filling prescrip-
tions. DEA regulations require
pharmacists have a “corresponding
responsibility,” along with the physi-
cian, “to assure that a prescription for a
controlled substance “was issued for a
legitimate medical purpose” and “in
the practitioner’s [physician’s] usual
course of professional practice.”* An
order purporting to be a prescription
issued not in the usual course of profes-
sional treatment or a legitimate
medical purpose is not a prescription
within the meaning and intent of sec-
tion 309 of the Act (21 U.S.C. 829)
and the person knowingly filling such
a purported prescription, as well as the
person issuing it, shall be subject to the
penalties provided for violations of the
provisions of law relating to controlled
substances.” In other words, the DEA
make pharmacists as equally responsi-
ble as the prescribing doctor that
medications the pharmacy dispenses
are necessary for treating a patient’s
medical condition.*

Controlled Substances
Must Be for a “Legitimate
Medical Purpose”

Although the “legitimate medical
purpose” standard has existed for more
that 90 years, the phrase is not defined

in the CSA, and this omission invites
conjecture about its meaning.*’ For
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the most part, “legitimate medical
purpose” has been construed by the
federal courts and DEA decisional
history to require that dispensing
controlled substances be done “in
accordance with a standard of medical
practice recognized and accepted in
the United States.”*® However, the
United States Attorney General and
state legislatures have repeatedly been
at odds when the DEA has interpreted
its statutory authority under the CSA
in a way that enables it to control
healthcare policy* For example, at
issue in The Medicine Shoppe case
was whether the DEA may interpret
this phrase to decide medical standards
of care and require pharmacists to
judge whether prescribed medications
are necessary to treat a patient’s medi-
cal condition.”

Federal Pre-emption v.
State Police Powers

Since medical standards of care
are traditionally determined by the
states, a tension has developed between
federal and state enforcement in dis-
cerning whether a practice is for a
“legitimate medical purpose” or “illegit-
imate nonmedical purpose.”' More
particularly at issue in The Medicine
Shoppe case is whether the United
States Attorney General may expand
the professional duty of pharmacists
to require that they either endorse or
overrule the medical judgment of the
prescribing physician. Under Texas
state law, and the law of most other
states, pharmacists have the duty to
“exercise sound professional judgment
with respect to the accuracy and
authenticity of any prescription drug
order dispensed. If the pharmacist
questions the accuracy or authenticity
of a prescription drug order, the phar-
macist shall verify the order with the
practitioner before dispensing.”? “A
prescription drug order may not be
dispensed or delivered if the pharma-
cist has reason to suspect that the
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prescription drug order may have
been authorized in the absence of a
valid patient-practitioner relation-
ship, or otherwise in violation of
the practitioner’s standard of prac-
tice[.]”® Historically, the DEA’s
interpretation of pharmacists’ duty
under the CSA is to require they ver-
ify the validity and authenticity of
the prescription with the prescriber
and to deny the order if it appears
suspicious.*

However, the DEA contends
that it has the authority to expand
the professional duty of pharmacists
to require they either endorse or
overrule the medical judgment of the
prescribing physician even if contrary
to state law. The United State’s
Attorney General interprets the
CSA’s preemption provision, 21
U.S.C. 903, as clearly demonstrating
that “Congress expressly intended
that there would be a dual system of
Federal-State regulation of controlled
substances,” which reflects that this
field of regulation was to be shared by
the federal and state governments.>®

This provision reiterates what is
inherent in the Supremacy Clause of
the United States Constitution —
that no state may enact a law relating
to controlled substances that present
a “positive conflict” with the CSA.
The DEA cites the preceding lan-
guage of the CSA as its authority to
make a determination, independent
of state regulators, whether the Reg-
istrant’s continued authority to
handle controlled substances would
follow the public interest.’® Yet,
expanding this interpretation in a
way that grants the United States
Department of Justice the power to
determine medical necessity has con-
sistently put the federal government
at odds with the states’ ability to reg-
ulate the use and dispensing of
controlled substances.
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Conflicting Applications of
the “Legitimate Medical
Purpose” Standard

Chronic Pain Management

In United States v. Moore, the
United States Supreme Court upheld
the conviction of a physician alleged
to have “knowingly or intentionally,
dispensed or distributed [methadone]
by prescription, and who did so other
than in good faith in the usual course
of a professional practice and in
accordance with a standard of medi-
cal practice generally recognized
and accepted in the United States.”’

However, the Court clarified that
the CSA extends only to issues
related to a practitioner’s federal reg-
istration and “extends no further.”®
In so doing, the Moore Court lim-
ited the DEA’s authority to regulate
transactions within “the legitimate
distribution chain.”® Therefore, the
holding in Moore did not interpret the
CSA to “authorize the DEA to set
standards of care, but rather reserves
those questions for the States.”® Nor
did the Court extend the ruling to
impose an independent duty or “cor-
responding responsibility” for the
medical necessity of the prescribed
medications on pharmacists.® The
Court observed that these were medi-
cal standards of care that have
traditionally been relegated to the
states and applied to the prescribing
practitioner.” Therefore, scrutiny of
pharmacy practice by the DEA had
historically been limited to issues
concerning the manner in which con-
trolled substances are stored and

distributed.®’

Medical Marijuana

However, the authority of the
United States Attorney General to
set healthcare policy under the doc-
trine of preemption was embraced by
the United States Supreme Court in
Gonzales v. Raich (previously Ashcroft
v. Raich). In Raich, the Court held
that the United States Congress may
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criminalize the production and use of
medical marijuana even where the
states approve its use as medically
necessary and for a “legitimate med-
ical purpose.”® Here, the Court
acknowledged Congressional intent
to criminalize the possession and use
of marijuana for all purposes as a
Schedule I controlled substance.®
Consequently, federal law and the
United States Attorney General’s
enforcement of the CSA preempt
state law under the Commerce
Clause of the United States Constitu-
tion when Congress has manifested
its clear intention to do s0.%

Death with Dignity

Yet a year later, the Court in
Gonzales v. Oregon expressly limited
the DEA’s role in evaluating the med-
ical usefulness of a prescription drug.
The Gongzales Court held that “the
states, not the DEA, have the author-
ity to determine what orders have
been issued for a ‘legitimate medical
purpose.”” The Court said that the
authority delegated by the United
States Attorney General permits the
DEA to deny, suspend, or revoke a
registration that would be “inconsis-
tent with the public interest.”®® In
determining consistency with the
public interest, the Attorney General
must consider five factors, including
the state’s recommendation, compli-
ance with state, federal, and local law
regarding controlled substances, and
public health and safety.” The CSA
explicitly contemplates a role for the
states in regulating controlled sub-
stances. However, the Gonzales Court
found substantial limitations in the
implementation of the CSA by the
DEA in this regard.”™ Justice Kennedy,
writing for the Court, stated:

The CSA and this Court’s case
law amply support the conclusion
that Congress regulates medical
practice insofar as it bars doctors
from using their prescription-
writing powers as a means to
engage in illicit drug dealing and
trafficking as conventionally
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understood. Beyond this, the Act
manifests no intent to regulate
the practice of medicine gener-
ally, which is understandable
given federalism’s structure and
limitations. The CSA’s structure
and operation presume and rely
upon a functioning medical
profession regulated under the
States’ police powers. The Fed-
eral Government can set uniform
standards for regulating health
and safety. In connection with the
CSA, however, the only provision
in which Congress set general,
uniform medical practice stan-
dards, 42 U.S.C. § 2990bb2a,
strengthens the understanding of
the CSA as a statute combating
recreational drug abuse and also
indicates that when Congress
wants to regulate medical practice
in the given scheme, it does so by
explicit statutory language.”

Consequently, the Gonzales Court
adhered to a policy of “continuing to
give deference to the opinions of the
state licensing authorities.”” By ruling
for the state of Oregon, the Supreme
Court is requiring that states, through
their legislatures, professional licens-
ing boards, and citizen initiatives, will
continue to decide what uses of medi-
cations are for a legitimate medical
purpose.”™

Furthermore, the Gonzales Court
and its progeny reveal a reluctance
to grant the DEA the absolute
authority to impose upon pharma-
cists civil or criminal liability arising
from a “corresponding responsibility
with physicians that controlled sub-
stances are intended for a legitimate
medical purpose” unless there is
direct evidence that the pharmacist
had actual knowledge that the pre-
scribing physician is diverting drugs.
That means that the pharmacist
knew that the doctor has “knowingly
or intentionally, dispensed or distrib-
uted by prescription, other than in
good faith in the usual course of pro-
fessional practice and in accordance

continued on page 32
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continued from page 31

with a standard of medical practice
recognized and accepted in the
United States.”” Therefore, “[a]cts of
prescribing or dispensing of controlled
substances that are done within the
course of the registrant’s professional
practice are, for purposes of the Con-
trolled Substances Act, lawful. It
matters not that such acts might con-
stitute terrible medicine or malpractice.
They may reflect the grossest form of
medical misconduct or negligence.
They are nevertheless legal.”” More-
over, “[iln making a medical judgment
concerning the right treatment for an
individual patient, physicians require a
certain latitude of available options.”’
Hence, “[w]hat constitutes Bona fide
medical practice must be determined
upon consideration of the evidence
and attending circumstances.””” How-
ever, under the guise of treatment, a
physician cannot prescribe, and a
pharmacy cannot sell drugs to a dealer
nor distribute drugs intended to cater
to cravings of an addict.”® Congress
did not intend for doctors to become
drug pushers. This general principle
does not diminish the difficulty in the
application of the legal standards set
forth for the proper prescribing and
dispensing of controlled substances.”

Lethal Injection

Because sodium thiopental is a
Schedule III drug, the CSA requires
a qualified medical practitioner to
write a prescription for the drug
before it may be dispensed.’® As
lethal injection has become the near
exclusive method of execution in
this country, challenges to capital
punishment will migrate from federal
U.S. Constitutional amendment
VIII challenges involving cruel and
unusual punishment to whether the
drugs used have been dispensed and
administered for a “legitimate medi-
cal purpose.”! Based on this position,
the DEA can no longer consistently
hold that it should not regulate the
drugs used in lethal injections.*
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Clear Examples of Illicit
Purposes

Decisions in the Fifth Circuit and
Sixth Circuit have provided some,
but not much guidance to pharma-
cists as to how they define “legitimate
medical purpose,” but mostly these
decisions tell stakeholders what is not
considered a legitimate medical pur-
pose. In United States v. Rosen, the
Court of Appeals observed that “[a]
majority of cases [in which physicians
were alleged to have dispensed con-
trolled substances without a legitimate
medical purpose] have dealt with facts
which were so blatant that a state-
ment of clear-cut criteria in a form
useful in other cases would have been
superfluous to the decision.”® The
Rosen Court did, however, “glean from
reported cases certain recurring con-
comitance of condemned behavior to
include conclusive evidence of wrong-
doing such as providing multiple
prescriptions to individuals in ficti-
tious names to avoid detection;
trading drugs for sexual favors or
money; or, physicians who sell pre-
scriptions to drug dealers or abusers;

and evidence of illicit sales.”®

In United States v. August, the
Court of Appeals for the Sixth Circuit
stated that “there are no specific
guidelines concerning what is required
to support a conclusion that an
accused acted outside the usual course
of professional practice.... [Rather, the
courts] “must engage in a case-by-case
analysis of evidence to determine
whether a reasonable inference of
guilt may be drawn from specific
facts.”” The August Court’s holding
essentially declared that the judiciary
was no more qualified than the DEA
to say what a “legitimate medical pur-
pose” is, but could say in particularly
blatant cases what it is not by includ-
ing a few condemned behaviors that
are so flagrant as to warrant concern.
For example, (1) an inordinately large
quantity of controlled substances was
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prescribed;* (2) large numbers of pre-
scriptions were issued;*” (3) no physical
examination was given;*® (4) the phy-
sician warned the patient to fill
prescriptions at different drug stores;*
(5) the physician issued prescriptions
for a patient known to be delivering
the drugs to others;® (6) the physician
prescribed controlled drugs at intervals
inconsistent with legitimate medical
treatment;”' (7) the physician involved
used street slang rather than medical
terminology for the drugs prescribed;”
(8) there was no logical relationship
between the drugs prescribed and treat-
ment of the condition allegedly
existing; and (9) the physician wrote
more than one prescription on occa-
sions to spread them out.”

The Medicine Shoppe v.
Loretta Lynch, et. al.

Factual Background

As noted above, The Medicine
Shoppe Pharmacy is a small, family-
owned, franchised pharmacy located
in San Antonio, Texas. In October
2011, the DEA executed an AIW in
connection with its investigation of a
local physician. Neither the Pharma-
cist-In-Charge (“PIC”) nor the
pharmacy itself had ever been the
subject of a complaint.”

On October 7, 2013, two years
after the AIW was executed, the DEA
Deputy Administrator issued an
OTSC to revoke The Medicine Shop-
pe’s COR. The grounds for the OTSC
were that the pharmacy, two years
prior, filled prescriptions written by
the physician under investigation and
that these prescriptions should not
have been filled because they pre-
sented unresolved red flags. According
to the DEA, the prescriptions pre-
sented red flags because, among other
things, they were written for the “holy
trinity drug cocktail” of hydrocodone,
Xanax and Soma (a muscle relaxant),
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and were suspicious for that reason.”
The Medicine Shoppe responded that
its pharmacists had known the
patients and the prescribing physician
for many years.” Moreover, the PIC
explained that before filling the pre-
scriptions, the pharmacist contacted
the prescribing physician’s office to
verify the authenticity of the order,
the identity of the patient, the physi-
cian’s contact information and DEA
number and the drug dosages. The
doctor confirmed this information.”
Therefore, The Medicine Shoppe’s
pharmacists maintained that they had
complied with their professional duty
within the parameters of their educa-
tion, training and the scope of their
professional licenses.” Moreover, the
pharmacists insisted that absent clear
evidence of diversion, the pharmacy
was obligated to fill the order.”

On January 7, 2014, an OTSC
hearing was held in San Antonio,
Texas, before the DEA’s ALJ. Under
her review of the evidence presented
by the parties, the AL] recommended
the revocation of The Medicine Shop-
pe’s COR, and “to deny any pending
applications for renewal or modifica-
tion of such registration.”’® On
October 2, 2014 DEA Deputy Admin-
istrator Thomas Harrigan issued his
Final Decision and Order, revoking
The Medicine Shoppe’s DEA COR on
the basis that its continued registration
would be “inconsistent with the public
interest.”!”" The Deputy Administra-
tor’s Order was premised upon his
finding that The Medicine Shoppe’s
pharmacists had failed to exercise their
“corresponding responsibility,” along
with the physician, “to assure that its
prescription for controlled substances
was issued for a legitimate medical pur-
pose” and “in the practitioner’s usual
course of professional practice.”'”

The Medicine Shoppe then filed
a Petition for Review with the United
States Court of Appeals for the Dis-
trict of Columbia Circuit challenging
this ruling on three principal
grounds: 1) whether the manner in
which the DEA currently imposes on
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pharmacies a “corresponding responsi-
bility with physicians” exceeds its
authority under the CSA; 2) whether
the DEA requires pharmacists to act
beyond the scope of their state-issued
professional licenses by requiring them
to make judgments about the medical
necessity of the controlled substances
being prescribed by practitioners; and
3) whether the “legitimate medical
purpose” standard is inconsistently
defined and applied by the DEA, thus
resulting in arbitrary enforcement
actions.'”

On December 16, 2015, the
Appeals Court denied The Medicine
Shoppe’s Petition for Review without
comment or memorandum, resulting
in the current state of the law.

The DEA Exceeds Its
Authority Under the CSA

The Medicine Shoppe unsuccess-
fully argued that the DEA exceeds its
statutory authority under the CSA by
interpreting the “legitimate medical
purpose” provision of the CSA to
grant the United States Attorney
General the power to (1) impose med-
ical standards of care for physicians;
and (2) impose a “corresponding
responsibility” on pharmacists as well
as the prescribing doctors. This inter-
pretation continues to grant the DEA
the same broad authority allowed by
the United States Supreme Court in
Moore and Raich but rejected in
Gongzales, which adhered to a policy
of “continuing to give deference to
the opinions of the state licensing
authorities.”'®

The Medicine Shoope advocated
that the states, through their legisla-
tures, professional licensing boards,
and citizen initiatives, should continue
to decide what uses of medications are
for a legitimate medical purpose.'®
Furthermore, The Medicine Shoppe
attempted to persuade the Court of
Appeals that it follow the Gongzales
Court and its progeny’s reluctance to
grant the DEA the absolute authority
to impose upon pharmacists civil or
criminal liability arising from a
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“corresponding responsibility with
physicians that controlled substances
are intended for a legitimate medical
purpose” unless there is direct evi-
dence that the pharmacist had actual
knowledge that the prescribing physi-
cian was diverting drugs.'® That
means that the pharmacist knew that
the physician has “knowingly or
intentionally, dispensed or distributed
by prescription, other than in good
faith in the usual course of a profes-
sional practice and in accordance
with a standard of medical practice
generally recognized and accepted in
the United States.”'”” The Court did
not accept these arguments, arguably
permitting the federal government to
make medical judgments concerning
medical necessity beyond setting
standards for regulating health and
safety combating drug abuse. This
authority would presumably allow the
Department of Justice to make determi-
nations concerning medical necessaity
in other areas of law where “medical
necessity” is the benchmark for eligi-
bility of benefits and also criminal

prosecution.'®

The DEA Requires Pharmacists
to Act Beyond the Scope of
Their State License

The Medicine Shoppe argued
that the DEA regulation imposing a
“corresponding responsibility” on
pharmacists to ensure that controlled
substances are prescribed for a “legiti-
mate medical purpose” requires they
act beyond the scope of their state-
issued professional licenses and make
judgments about the medical neces-
sity of the controlled substances being
prescribed by practitioners. This cor-
responding responsibility requires
pharmacists and pharmacy owners to
do more than just verify the authen-
ticity of a prescription for controlled
substances;'” they must now make
judgments about the medical neces-
sity of the controlled substances being
prescribed by practitioners.''

Although The Medicine Shoppe
contended that this standard requires
continued on page 34
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pharmacists take affirmative action
beyond their education, training and
professional license, the DEA main-
tained that its regulation requires no
pharmacist to exercise, overrule, or
second-guess a physician’s medical judg-
ment.'!! Rather, it requires a reasonable
assessment, within the pharmacist’s
competence, of whether the prescribing
practitioner has exercised medical judg-
ment.'"? The DEA further explained
that “a pharmacist must exercise
professional judgment when filling a
prescription issued by a physician” and
may not reasonably claim that, when
presented with a prescription that raised
suspicion, state law required its pharma-
cists to “close [their] eyes and thereby
avoid positive knowledge of the real
purpose of the prescription” upon verify-
ing that a physician issued it.”'" The
Court of Appeals agreed with the
DEA.'*

The DEA’s “Legitimate Medical
Purpose” Standard is Vague and
Arbitrary

The Medicine Shoppe also argued,
unsuccessfully, that the “legitimate
medical purpose” standard is vague and
arbitrary because its is not grounded
upon any particular medical standard
of care establishing what constitutes
proper prescribing, negligent prescrib-
ing and criminal drug diversion under
the CSA and DEA regulations.!”
However, the DEA has refused to set
such standards, stating its policy is that
“the government can investigate
merely on suspicion that the law is
being violated, or even just because it
wants assurance that it is not.”''® The
DEA further asserted that “it would be
incorrect to suggest that DEA must
meet some arbitrary standard or
threshold evidentiary requirement to
commence an investigation of a pos-

sible violation of the [CSA].”!

As a result, some stakeholders
fear that the Court of Appeals dec-
sion clears the way for the DEA to
insert itself into the sensitive equation

34

of the physician-patient relationship,
requiring federal law enforcement to
make medical and scientific interpre-
tations that should be made by state
regulatory authorities.''® This fear has
increased the risk of a chilling effect
on prescribers and pharmacists to
provide needed medicines.'”” This
concern is especially true for the
treatment of pain.'?

Conclusion

Best Practices for Pharmacies

The CSA, when introduced over
40 years ago, was a much-needed
attempt to stem the abuse of licit and
illicit drugs in American society. The
numerous amendments to the CSA
since then exemplify the difficulties in
defining and controlling such a vast
and complex problem. The challenges
faced in determining the diversion of
prescriptive controlled substances in
such a way as not to negatively affect
the practice of medicine and treat-
ment of pain especially proves to be
no less difficult a task. A fresh per-
spective on the matter is needed to
provide better guidance. This change
should be considered in light of the
relatively long period that has passed
since this subject was last addressed
by the courts, the vast improvements
in technology and our increased
understanding of the effects drugs
have on the human body. The Medi-
cine Shoppe'*! provides some guidance
to pharmacists and pharmacy owners
in understanding their “corresponding
responsibility to assure that [their] pre-
scriptions for controlled substances are
issued for a legitimate medical pur-
pose” and “in the practitioner’s usual
course of professional practice.”

Pharmacists need to remain vigi-
lant in the war against drug abuse and
pill mills and decline to fill prescrip-
tions for controlled substance that are
suspicious. Pharmacies and the pharma-
cists operating them are not immune
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from administrative, regulatory or crim-
inal prosecution under the CSA solely
because they have verified a prescrip-
tion with the prescribing doctor.
Rather, they are expected to dispense
drugs for the bona fide treatment of a
patient’s disease. In doing so, they must
exercise sound professional judgment
when evaluating the legitimacy of a
controlled substance prescription. Phar-
macists must “resolve all red flags”
before filling the prescription. The law
does not require pharmacists to dis-
pense every medication, especially if
the order is suspicious. To the contrary,
pharmacists who deliberately ignore
red flags that give them a reason to
believe the medication does not serve a
legitimate medical purpose may be
prosecuted, along with the issuing prac-
titioner, as a drug trafficker. The price is
steep; drug trafficking is a felony
offense, which may result in the loss of
one’s COR, professional license or even
criminal prosecution.'?
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Donald Romano, Esq.
Foley & Lardner LLP
Washington, DC

Introduction

The Centers for Medicare &
Medicaid Services (“CMS”) views its
Medicare enrollment regulations as
an essential program integrity tool,
serving to protect the Medicare Trust
Funds from fraud, waste and abuse.
Recently, through regulation, CMS
significantly expanded its authority to
deny and revoke Medicare providers’
and suppliers’ Medicare billing privi-
leges.> Although most or all providers
and suppliers are familiar with the
concept of exclusion from federal
healthcare programs, there is less
familiarity and (misplaced) less con-
cern with revocations of Medicare
billing privileges, although the prac-
tical effect can be largely the same.
Many well-intended healthcare pro-
viders and suppliers easily could face
Medicare revocation for overlooking
seemingly minor administrative
requirements that have strict compli-
ance deadlines. Healthcare providers
and suppliers and their legal counsel
must acquaint themselves with the
Medicare enrollment regulations and
ensure compliance with them in
order to withstand the enrollment
scrutiny in today’s healthcare regula-
tory environment.

Background
Section 1866(j) of the Social

Security Act’ was enacted as part of
the Medicare Prescription Drug,
Improvement, and Modernization Act
(“MMA”) of 2003.* This section of the
law directed the Secretary of the
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Department of Health and Human
Services (“HHS”) to adopt a regula-
tory process related to Medicare
enrollment. On April 21, 2006, CMS
published a final rule implementing
the MMA’s provisions related to
enrollment, setting forth requirements
for providers and suppliers to obtain
and maintain Medicare privileges (the
“2006 Final Rule”).’ These require-
ments are codified in 42 C.ER. Part
424, Subpart P. The intent of the 2006
Final Rule was “to protect beneficia-
ries and the Medicare Trust Funds by
preventing unqualified, fraudulent,
or excluded providers and suppliers
from providing items or services to
Medicare beneficiaries or billing the
Medicare program or its beneficiaries.”

Since the 2006 Final Rule, Con-
gress and CMS increasingly have
relied on Medicare enrollment
requirements as a tool to protect the
integrity of the Medicare Trust Funds.
Enacted on March 23, 2010, the
Patient Protection and Affordable
Care Act (“PPACA”)" served, in part,
to expand the Administration’s focus
on providers’ and suppliers’ compli-
ance with Medicare enrollment
regulations:

e Section 6401 of PPACA amended
Section 1866(j) of the Social Secu-
rity Act® to mandate increased
scrutiny of new and existing pro-
viders’ and suppliers’ compliance
with Medicare enrollment regula-
tions. The level of scrutiny is based
on providers’ and suppliers’ per-
ceived risk of fraud, waste and
abuse as determined by CMS. In
compliance with PPACA’s require-
ments, beginning on March 25,
2011, providers and suppliers were
categorized into three levels of risk
for fraud, waste and abuse: (1) lim-
ited, (2) moderate, and (3) high.
Providers and suppliers perceived
to have a “limited” categorical risk
for fraud, waste and abuse are
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subject to the lowest level of scrutiny
(e.g., physicians and non-physician
practitioners, ambulatory surgical
centers (“ASCs”) and hospitals,
among others);’ providers and sup-
pliers perceived to have a “high”
categorical risk for fraud and abuse
(i.e., newly-enrolling home health
agencies (“HHAs”) and newly-
enrolling durable medical equipment,
prosthetic and orthotic (“DME-
POS”) suppliers) are subject to the
highest level of scrutiny.'°

e Section 6402(d) of PPACA
amended Section 1128(b) of the
Social Security Act' to allow per-
missive exclusions and civil
monetary penalties (“CMPs”) for
“lalny individual or entity that
knowingly makes or causes to be
made any false statement, omission,
or misrepresentation of a material
fact in any application, agreement,
bid, or contract to participate or envoll
as a provider or supplier under a Federal
health care program... .”'*

Following passage of PPACA,
CMS and HHS’ Office of Inspector
General (“OIG”) have taken additional
steps to increase scrutiny and enforce-
ment of providers’ and suppliers’
compliance with Medicare enrollment
requirements. Highlighting these ever-
increasing enforcement efforts:

e In its 2013, 2014, 2015 and 2016
Work Plans, the OIG identified
providers’ and suppliers’ compli-
ance with Medicare enrollment
requirements as an area that will be
subject to review, pursuant to Sec-

tion 6401 of PPACA."
e [n early 2012, CMS adopted and

implemented a National Fraud Pre-
vention Program (“NFPP”), which
streamlines CMS’ benefit integrity
efforts regarding both provider
enrollment and claims payment.
Relying on data mining, the NFPP
integrates automated provider

continued on page 40
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screening mechanisms during
enrollment and predictive analytics
in claims processing. As part of the
NFPP, beginning in 2011 CMS
began the process of revalidating the
enrollments of all existing 1.5 million
Medicare providers and suppliers.
According to the most-recently
available CMS data, “[fl[rom May
2011 through the end of 2012,
more than 400,000 providers were
subject to the new screening
requirements and nearly 150,000 lost
the ability to bill the Medicare Program
due to the [PPACA] requirements

and other initiatives.”"*

e In the President’s Fiscal Years 2015
and 2016 Budget Proposals, HHS
proposed legislation to allow CMPs
against providers and suppliers that
fail to update their Medicare enroll-
ment records.”

e On May 12, 2014, the OIG pro-
posed regulatory changes to
implement the statutory authority
of PPACA providing for CMPs and
permissive exclusion for “making
false statements, omissions or mis-
representations in an enrollment
application.”

® Most recently, on December 5,
2014, CMS published a final rule
(the “2014 Final Rule”)'" expand-
ing CMS’s ability to deny and
revoke Medicare providers’ and
suppliers’ Medicare privileges.

CMS Final Rule
(December 5, 2014)

Enrollment Provisions

There are eight main provisions of
the 2014 Final Rule related to Medi-
care enrollment. These provisions
address the following: (1) Definition of
enrollment; (2) Debts to Medicare;
(3) Felony convictions; (4) Abuse of
billing privileges; (5) Post-revocation
submission of claims; (6) Effective date
of billing privileges; (7) Effective date
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of re-enrollment bars; and (8) Correc-

tive Action Plans (“CADPs”).
Definition of Enrollment

Most healthcare physicians and
non-physician practitioners enroll in
Medicare to become eligible to obtain
and maintain Medicare billing privi-
leges. However, some physicians and
non-physician practitioners are
required to enroll in Medicare for the
sole purpose of ordering or certifying
items or services for Medicare benefi-
ciaries. In July 2011, CMS made
available CMS Form 8550, an enroll-
ment application designed for those
physicians and other non-physician
practitioners who wish to enroll in
Medicare exclusively for the purpose
of ordering or certifying items or ser-
vices for Medicare beneficiaries.'®

Prior to publication of the 2014
Final Rule, CMS’s definition of
enrollment encompassed only actions
related to becoming eligible to obtain
Medicare billing privileges. The prior
version of the regulation did not
address those situations where a phy-
sician or non-physician practitioner
had completed CMS Form 8550
solely to become eligible to order or
certify items or services for Medicare
beneficiaries."

Accordingly, the definition of
“Enroll/Enrollment” (codified at 42
C.ER. Section 424.502) was revised as

follows (revisions identified in italics):

Enroll/Enrollment means the pro-
cess that Medicare uses to establish
eligibility to submit claims for
Medicare covered items and ser-
vices, and the process that Medicare
uses to establish eligibility to order or
certify Medicare covered items and
services. The process includes:

(1) Identification of a provider or
supplier;

(2) Except for those suppliers that
complete the CMS-8550 form,
CMS-identified equivalent,
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successor form or process for the
sole purpose of obtaining eligibility to
order or certify Medicare covered
items and services, validating the
provider or supplier’s eligibility to
provide items or services to Medi-
care beneficiaries;

(3) Identification and confirma-
tion of the provider or supplier’s
practice location(s) and owner(s);
and

(4) Except for those suppliers that
complete the CMS-8550 form,
CMS-identified equivalent, succes-
sor form or process for the sole
purpose of obtaining eligibility to
order or certify Medicare covered
items and services, granting the
Medicare provider or supplier
Medicare billing privileges.*

Corresponding revisions to the
definition of “Enroll/Enrollment” were
made to 42 C.ER. Section 424.510
regarding the “Requirements for
enrolling in the Medicare program.” In

particular, 42 C.ER. Section 424.510
(a) (3) was added, which states:

To be enrolled solely to order and
certify Medicare items or services, a
physician or non-physician practi-
tioner must meet the requirements
specified in paragraph (d) of this sec-
tion except for paragraphs (d)(2) (i)
(B), (d)(2)(iv), (d)(3)(ii), and (d)
(5), (6), and (9) of this section.”"

Debts to Medicare

Prior to publication of the 2014
Final Rule, existing regulations per-
mitted CMS to deny an enrollment
application if the owner (as defined in
42 C.FR. Section 424.502) of an
applying provider or supplier or physi-
cian or mnon-physician practitioner
applicant had an existing “overpay-
ment” of $1,500 or more, which had
not been repaid in full at the time of
filing of an enrollment application.”
The purpose of this authority was to
address those situations in which an
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owner of a provider or supplier
incurred a debt to Medicare, exited
the Medicare program, and thereafter
attempted to re-enroll via another
business entity.*’

In the commentary to the 2014
Final Rule, CMS expressed concern
that existing regulations did not go
far enough. CMS’s authority to deny
enrollment applications did not extend
to situations in which an enrolling pro-
vider or supplier had a Medicare debt
other than an “overpayment.” Addi-
tionally, CMS’s denial authority did
not address situations where an entity
with which an enrolling provider,
supplier or owner was affiliated
incurred a Medicare debt and exited
the Medicare program.*

In the 2014 Final Rule, CMS
replaced the term “overpayment” with
the term “debt” in 42 C.ER. Section
424.530 (a) (6). The term “debt” was
broadly defined to encompass any
financial obligation to the Medicare
program, regardless of how it was
incurred or discovered.” Additionally,
in the 2014 Final Rule, CMS expanded
the authority to deny an applicant’s
enrollment application to include the
situation where either the applicant or
any entity (including a non-healthcare
entity) related to the applicant has an
outstanding debt.”®

CMS illustrated this expanded
denial authority as follows:

Provider X is applying for enroll-
ment in Medicare. Y owns 50
percent of X. Y was also a 20 per-
cent owner of Supplier Entity Z,
which was revoked from Medicare
12 months ago and currently has a
large outstanding Medicare debt.
The current version of § 424.530
(a) (6) could not be used to deny
X’s application because X’s current
owner (Y) does not have a Medi-
care debt. Rather, the entity with
which Y was affiliated (Z) has the
debt. However, under proposed
§ 424.530 (a) (6) (ii), and assum-
ing the other criteria were met, X’s
application could be denied
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because X’s owner was an owner of
supplier (Z) that has a Medicare
debt.”

In summary, in those situations
where an enrolling provider, supplier
or owner was previously the owner of
a provider or supplier with a Medi-
care debt in existence at the time its
Medicare enrollment was voluntarily
terminated, involuntarily terminated,
or revoked; the owner became unas-
sociated with the debtor entity within
one year of the debtor’s termination
or revocation; the debt was not repaid
in full; and CMS determines that the
debt poses an undue risk of fraud,
waste or abuse, CMS may deny the
enrollment application.”® In deter-
mining whether an unpaid debt poses
an undue risk of fraud, waste or abuse,
CMS will consider the following five
factors:

1. The amount of the Medicare debt.

2. The length and timeframe that
the enrolling provider, supplier or
owner thereof was an owner of the
prior entity.

3. The percentage of the enrolling
provider’s suppliers or owner’s
ownership of the prior entity.

4. Whether the Medicare debt is
currently being appealed.

5. Whether the enrolling provider,

20% Owner

REVOKED 12 MO AGO

LARGE MEDICARE DEBT
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supplier or owner thereof was an
owner of the prior entity at the
time the debt was incurred.”

CMS assured providers and sup-
pliers that it would “only exercise [its]
discretion under § 424.530 (a) (6) in

a careful and consistent manner.”*

A Medicare applicant with an
existing Medicare debt can avoid
denial by repaying the debt in full or
agreeing to a CMS-approved
extended repayment schedule.’!

The 2014 Final Rule did not also
grant CMS authority to revoke an
existing Medicare provider’s or suppli-
er’s privileges for incurring a debt to
CMS; however CMS noted that it
may expand its regulations in the
future to extend revocation authority
to existing Medicare providers and
suppliers.*

Felony Convictions

Prior to the effective date of the
2014 Final Rule, existing regulations
(codified at 42 C.F.R. Sections
424.530 (a) (3) and 424.535 (a) (3))
permitted CMS to deny or revoke a
Medicare provider’s or supplier’s
Medicare enrollment if, within the
ten (10) years preceding enrollment
or revalidation, the provider, supplier
or any of its owners was convicted of
certain enumerated federal or state

continued on page 42

50% Owner

X

APPLICANT

X's enrollment application
could be denied pursuant to
42 C.F.R. §424.530 (a) (6) (ii)
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felony offenses that CMS had deter-
mined to be detrimental to the best
interests of the Medicare program
and/or its beneficiaries.”

The 2014 Final Rule modified 42
C.ER. Sections 424.530 (a) (3) and
424.535 (a) (3) to expand CMS’s denial
and revocation authority in four
ways:

1. The 2014 Final Rule expanded
CMS’s denial and revocation
authority to include situations in
which a provider or supplier or
any of its owners were convicted
of any felony offense.’* In so
expanding its denial and revoca-
tion authority, CMS assured that
“[w]e are not suggesting that every
felony conviction will automati-
cally result in such an action. Each
case will be carefully reviewed on
its own merits, and...we will act
judiciously and with reasonable-
ness in our determinations.””’

CMS declined to exclude certain

felonies from denial or revocation

consideration (e.g., felonies related
to drugs and alcohol, traffic viola-
tions, and non-violent firearm
felonies).”®* CMS further declined
to adopt regulatory language limit-
ing its denial and revocation

authority to felonies meeting a

given severity threshold; however,

CMS did assert in its commentary

that it would “only exercise [its]

authority under § 424.530 (a) (3)

or § 424.535 (a) (3) after consider-

ation of the relative seriousness of
the underlying offense and all of
the circumstances surrounding the

conviction.”’

2. The 2014 Final Rule expanded
CMS’s denial and revocation
authority to apply not only in
cases where the provider, supplier
and/or its owners was convicted of
any felony, but also to apply where
the provider’s or supplier’s manag-
ing employee(s) was convicted of
a felony.” In adopting this regula-
tory change, CMS noted that
“certain managing employees of a
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provider or supplier may have as
much (if not more) day-to-day
control as an owner.””’

3. The 2014 Final Rule clarified its
regulatory language to advise that
it was permitted to deny or revoke
a provider’s, supplier’s, owner’s or
managing employee’s Medicare
privileges if it had been convicted
of a felony “within the preceding
ten years.”®

4. The 2014 Final Rule clarified that,
for purposes of the enrollment reg-
ulations, the term “convicted” has
the same definition as set forth
within the “General Provisions”
of Medicare’s program integrity
regulations, codified at 42 C.ER.
Section 1001.2.*" Previously the
term was not defined.

Abuse of Billing Privileges

Regulations existing prior to the
implementation of the 2014 Final
Rule, which are codified at 42 C.ER.
Section 424.535 (a) (8), permitted
CMS to revoke a Medicare provider’s
or supplier’s Medicare privileges based
on a finding that the provider or sup-
plier had abused its billing privileges
as follows: “The provider or supplier
submits a claim or claims for services
that could not have been furnished to
a specific individual on the date of
service. These instances include but
are not limited to the following situa-
tions: (A) Where the beneficiary is
deceased. (B) The directing physician
or beneficiary is not in the state or
country when services were furnished.
(C) When the equipment necessary
for testing is not present where the
testing is said to have occurred.”

The 2014 Final Rule added 42
C.ER. Section 424.535 (a) (8) (ii),
which expanded CMS’s revocation
authority to encompass not only
those situations where the services
could not have been furnished as
billed, but also those situations where
CMS finds the provider or supplier to
have “a pattern or practice of billing for
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services that do not meet Medicare
requirements such as, but not limited to,
the requirement that the service be rea-
sonable and necessary.”*

In its proposed rule, CMS solicited
comments regarding which factors
ought to be considered in rendering a
finding of abuse of billing privileges;
whether any factors ought to be given
greater or lesser weight than the others;
and whether a minimum numerical or
percentage threshold should be estab-
lished for purposes of finding a “pattern
and practice” of abusive billing.”

In the 2014 Final Rule, CMS left
itself considerable discretion to find a
“pattern and practice” of abuse of bill-
ing practices. In fact, CMS expressly
declined to define the term “pattern
and practice” in its regulations: “[W]e
did not define ‘pattern or practice’ to
maintain flexibility to address a vari-
ety of factual scenarios.”* To avoid
inconsistent application by various
contractors, the 2014 Final Rule pro-
vided that “CMS, rather than our
contractors, will make all determina-
tions under § 424.535 (a) (8) (ii) and

will consistently apply the criteria.”*

According to the 2014 Final
Rule, CMS will consider the follow-
ing six factors in determining whether
a provider or supplier has abused its
billing privileges:

1. The percentage of claims denied.*®
According to CMS, a finding of a
pattern and practice of abuse of
billing practices could include the
situation where a provider or sup-
plier was subject to a pre-payment
review and received a “significant
amount” of claim denials over
time for failing to meet medical
necessity requirements.*’ Providers
and suppliers placed on pre-pay-
ment review, or which provide
services or supplies subject to a
pre-payment review demonstra-
tion, are well advised to pay even
more careful attention to the doc-
umentation supporting their
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claims. The repercussions for fail-
ing to do so are no longer limited
to claim denials.

CMS’s proposed rule solicited
comments regarding whether a
minimum numerical or percentage
threshold should be established
before CMS could justifiably find a
“pattern and practice” of billing for
services that fail to meet Medicare’s
requirements. However, in the
2014 Final Rule, CMS declined to
adopt such a threshold. After con-
sidering the comments received,
CMS concluded that “[N]umerical
thresholds should not be established
because we need the flexibility to
address a myriad of scenarios.”*®

In calculating the percentage of
claims denied, CMS will disregard
any claim denials that have been
fully (rather than partially) over-
turned on appeal, as well as those
that have been finally and fully
adjudicated (meaning that the
appeals process has been exhausted
or the deadline for filing an appeal
has passed).*

2. The reason(s) for the claim denials.®

3. Whether the provider or supplier had

a history of “final adverse actions” as

defined by 42 C.F.R. Section
424.502.°

4. The length of time over which the
pattern continued.*

5. The duration of time the provider or
supplier had been enrolled in
Medicare.”

6. Any other information CMS deems
relevant.>

Although CMS solicited com-
ments regarding whether there should
be a set knowledge standard associ-
ated with a finding of abuse of billing
privileges under this provision, e.g.,
reckless disregard or knew or should
have known,” CMS declined to
adopt a knowledge standard in the
2014 Final Rule (finding such a stan-
dard would be duplicative of existing
authorities).’®
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There is no question that CMS
has granted itself significant flexibility
to revoke providers’ and suppliers’
Medicare privileges based on findings
of abusive billing practices. CMS
attempts to assuage providers’ and sup-
pliers’ concerns related to perceived
unbridled discretion through repeated
assertions in the 2014 Final Rule that
it will not abuse its discretion:

We do not believe that our pro-
posal is arbitrary or grants CMS
unlimited discretion. To the con-
trary, and as the commenters
noted, we were very clear in the
preamble of the proposed rule
that sporadic billing errors would
not result in revocation under
§ 424.535 (a) (8) (ii). Although
we did not define “pattern or
practice” to maintain flexibility
to address a variety of factual sce-
narios, we listed several factors
that would be considered in our
§ 424.535 (a) (8) (ii) determina-
tions and requested feedback
regarding other potential factors.
Additionally, not only will CMS
(rather than its contractors)
make all such determinations, but
also § 424.535 (a) (8) (ii) will be
applied only: (1) In situations
where the behavior could not be
considered sporadic; and (2) after
the most careful and thorough
consideration of the relevant fac-
tors. These points cannot be
stressed enough....”"We disagree
that our proposal will have a
chilling effect on health care.
This rule will not affect providers
that take seriously their responsi-
bilities to submit valid claims and
to seek clarification when there
is confusion or disagreement
involving applicable policies... .”

... [T]his final rule is focused on
providers who cannot or will not
come into compliance with our
payment requirements after
repeated claim denials... . [W]e
reiterate that not only will we
make all determinations under

§ 424.535 (a) (8) (ii), but also
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that this provision will be applied
in situations where the behavior
was not sporadic in nature. We
are focused on instances where
the provider is engaged in an
ongoing pattern of submitting
noncompliant claims... .”

We are neither attempting to
impede patient care nor reduce
the number of providers and sup-
pliers. We believe most Medicare
suppliers and providers are consci-
entious about submitting claims
that meet Medicare requirements,
and this rule will not affect that
majority. Once again, we are
merely attempting to address the
problem of providers and suppliers
with patterns of non-compliant
claim submission. Providers and
suppliers that are not engaged in a
pattern or practice of non-compli-

ant billing will not be adversely
affected.”

Post-Revocation Submission
of Claims

Prior to the effective date of the
2014 Final Rule, existing regulations
(codified at 42 C.F.R. Section
424.535 (h)) limited revoked physi-
cian organizations’, physicians’,
non-physician practitioners’ and
IDTFs’ ability to submit claims for
pre-revocation services rendered to
60 calendar days from the effective
date of the revocation. Citing the
need to protect the Medicare Trust
Funds from potentially fraudulent
future claims, CMS proposed to
expand Section 424.535 (h) to
require all revoked providers and sup-
pliers to submit all claims for items
and services rendered pre-revocation
within 60 days of the effective date of
the revocation. Revoked HHAs
would be required to submit all claims
within 60 days of the later of (1) the
effective date of the revocation; or
(2) the final date of the HHA’s last

payable episode of care.®!

Very few comments were received
in response to CMS’s proposal.
Accordingly, CMS’s proposed revisions

continued on page 44
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were finalized. As revised, the text of

42 C.ER. Section 424.535 (h) states:

(h) Submission of claims for services
furnished before revocation. (1)(i)
Except for HHAs as described
in paragraph (h)(1)(ii) of this
section, a revoked provider or
supplier must, within 60 calendar
days after the effective date of
revocation, submit all claims for
items and services furnished before
the date of the revocation letter.

(ii) A revoked HHA must submit
all claims for items and services
within 60 days after the later of
the following:

(A) The effective date of the

revocation.

(B) The date that the HHA’s last
payable episode ends.

Effective Date of Billing
Privileges

Prior to the effective date of the
2014 Final Rule, 42 C.ER. Section
424.520 (d) established that, for
newly-enrolling physicians, non-phy-
sician practitioners, and physician
and non-physician organizations, the
effective date of their billing privileges
would be the later of: (1) the date a
Medicare enrollment application was
filed, if that application was subse-
quently approved; or (2) the date an
enrolled physician or non-physician
practitioner first began furnishing
services at a new practice location.
Citing the need to ensure that the
Medicare program is not billed for ser-
vices when any provider or supplier
does not meet Medicare’s enrollment
requirements, the 2014 Final Rule
revised 42 C.ER. Section 424.520 (d)
to include ambulance suppliers. Pro-
viders and those suppliers that are
subject to survey and certification
requirements are not included in this
revision because of CMS’s determina-
tions that such providers and suppliers
undergo an “extensive, multi-layered
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review process” prior to enrolling in
Medicare, and regulatory limitations
exist on such providers’ and suppliers’
ability to back-bill (protecting the
Medicare Trust Funds).®

Effective Date of
Re-Enrollment Bar

When a Medicare provider’s or
supplier’s, owner’s or managing employ-
ee’s privileges are revoked (for any
reason other than failure to respond
timely to a revalidation request or
other request for information), a re-
enrollment bar is instituted for a period
of one to three years, based on the
severity of the basis for revocation.®’

Prior to the promulgation of the
2014 Final Rule, the effective date of any
re-enrollment bar was either (1) 30 days
after CMS or the CMS contractor mailed
its revocation determination to the pro-
vider or supplier, or (2) the date that
CMS or its contractor determined that
a provider or supplier had been excluded
for a federal exclusion or disbarment,
felony conviction, license suspension
or revocation, or if the practice loca-
tion is found not to be operational.®*

Due to concerns for those situa-
tions in which delays in updating
databases with criminal convictions
and licensure actions led to abbrevi-
ated periods of revocation, the 2014
Final Rule revised 42 C.ER. Section
424.535 (c) to specify that all re-enroll-
ment bars would begin 30 days after
CMS or its contractor mails a revoca-
tion determination to a provider or
supplier. CMS stated that by starting
the re-enrollment bar period after the
revocation letter is sent, instead of
when the adverse action became effec-
tive (which may have occurred months
before CMS became aware of it) the
full period can be imposed.®®

Limitation on The Use of
Corrective Action Plans

(“CAPS”)

The Health Lawyer

One of the most significant
changes to the Medicare enrollment
regulations contained in the 2014
Final Rule is the limitation CMS
placed on providers’ and suppliers’
ability to submit a corrective action
plan (“CAP”) following a revocation
of Medicare privileges. A CAP serves
to establish that a Medicare provider
or supplier has come into compliance
with Medicare enrollment require-
ments and may lead to reinstatement
of Medicare billing privileges,* negat-
ing the need to appeal the revocation
determination.

Prior to the effective date of the
2014 Final Rule, providers and suppli-
ers that received a Medicare revocation
determination were permitted to sub-
mit a CAP, unless the revocation was
based on 42 C.ER. Sections 424.535
(a) (2), 424.535 (a) (3) or 424.535 (a)
(5).° It is now CMS’s position that
“[glenerally, we do not believe that pro-
viders and suppliers should be
exonerated from failing to fully comply
with Medicare enrollment require-
ments simply by furnishing a CAP.”®

Therefore, CMS revised 42
C.ER. Section 405.809 to add a new
paragraph (a) (1), “(a) A provider or
supplier — (1) may only submit a correc-
tive action plan for a revocation for
noncompliance under § 424.535 (a) (1)
of this chapter... .”®

In particular, CMS addressed the
scenario where a provider or supplier
neglected to update its practice loca-
tion. In concluding that permitting a
provider or supplier to submit a CAP
in this scenario would be inappropriate,
CMS noted that “it is the provider or
supplier’s responsibility — as indicated
on the CMS-855 forms that the pro-
vider or supplier completes and signs as
part of the enrollment process — to

report changes to CMS on a timely
basis.”™

In its commentary, CMS assured
providers and suppliers that “we stress
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that revocations are not imposed for
trivial reasons. Each prospective revo-
cation is carefully reviewed to ensure
that there are legitimate grounds for
taking such action and that the integ-
rity of the Medicare program warrants
it.”™ Despite this assurance, many
providers and suppliers may perceive
this regulatory change to potentially
lead to draconian results.

Conclusion

[t is ever-more important that
providers and suppliers familiarize
themselves with the CMS enrollment
regulations and their timeframes to
ensure compliance with all require-
ments. Despite CMS’s statements that
it will carefully review decisions
involving revocation or other enroll-
ment decisions to “ensure that there
are legitimate grounds” for taking
action against a provider or supplier,
there appears to be numerous instances
where it has used its broad authority to
take severe action for seemingly minor
administrative mistakes or oversight
by a provider or supplier. For example,
some providers and suppliers have
experienced Medicare revocation due
to episodic and inadvertent mistakes
made by billing companies. Others
have had their Medicare privileges
revoked for failure to update an
address of a practice location within
30 days. Even in 2011, when CMS
first stepped up its focus on providers
and suppliers and their compliance
with CMS enrollment requirements,
it was becoming increasingly impor-
tant for attorneys representing
healthcare clients to stay apprised of
all changes in the Medicare enroll-
ment process to be better equipped
to protect their clients’ interests.
Now, given CMS’s even stronger
program integrity authority, attor-
neys representing providers and
suppliers must be more diligent than
ever in helping clients ensure com-
pliance with the myriad of Medicare
enrollment regulations.
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Endnotes

I This article supplements the article, “The
Medicare Enrollment Process — CMS’s Most
Potent Program Integrity Tool,” Adrienne
Dresevic, Esq. and Donald Romano, Esq., The
Health Lawyer, Vol 23, No. 4, April 2011.

2 The term “provider” (abbreviated from the
statutory term “provider of services” is defined
in 42 C.ER. § 400.202 as including a hospital,
a critical access hospital, a skilled nursing
facility, a comprehensive outpatient rehabili-
tation facility, a home health agency, or a
hospice that has in effect an agreement to
participate in Medicare, or a clinic, a rehabili-
tation agency, or a public health agency that
has in effect a similar agreement but only to
furnish outpatient physical therapy or speech
pathology services, or a community mental
health center that has in effect a similar agree-
ment but only to furnish partial hospitalization
services. The term “supplier” is defined in
§ 400.202 as a physician or other practitioner,
or an entity other than a provider, that fur-
nishes healthcare services under Medicare.

“Supplier” is also defined as an independent
laboratory, furnisher of portable X-ray ser-
vices, physical therapist in independent
practice, end stage renal disease (“ESRD”)
facility, rural health clinic, federally qualified
health center (“FQHC”), chiropractor, or
ambulatory surgical center. For purposes of
the Medicaid program a “provider” encom-
passes both a provider of services and a

continued on page 46
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supplier. Adding to the confusion, Congress
and others sometimes (incorrectly) use the
term “provider” in the context of Medicare to
include both providers of services and suppli-
ers. Providers are generally paid under part A
of Medicare (although sometimes under part
B), and suppliers are always paid under part B.
There are other, important differences
between the two, including in the context of
survey and certification requirements (or lack

thereof).

42 U.S.C. § 1395cc.

Pub. L. No. 108-173, § 936(a)(2).
71 Fed. Reg. 20754 (April 21, 2006).
Id.

Public Law 111-148, 124 Stat. 119, March 23,
2010.

42 U.S.C. § 1395¢cc(j).

The complete listing of providers and suppli-
ers determined to have a limited risk for fraud,
waste and abuse includes the following: (i)
physician or non-physician practitioners; (ii)
ASCs; (iii) Competitive Acquisition
Program/Part B Vendors; (iv) ESRD facilities;
(v) FQHC:s; (vi) histocompatibility laborato-
ries; (vii) hospitals, including critical access
hospitals, Department of Veterans Affairs hos-
pitals, and other federally-owned hospital
facilities; and (viii) health programs operated
by an Indian Health Program or an urban
Indian organization. 42 C.ER. § 424.518. See
also Medicare Program Integrity Manual
(“MPIM”) (CMS Internet-Only Publication
100-08), Chapter 15, Section 15.19.2.1.

42 C.ER. § 424.518. See also MPIM (CMS
Internet-Only Publication 100-08), Chapter
15, Section 15.19.2.1. Providers and suppliers
listed as those having a moderate risk for
fraud, waste and abuse (and thus are subject to
a moderate level of enrollment scrutiny)
include (i) ambulance service suppliers; (ii)
community mental health centers; (iii) com-
prehensive outpatient rehabilitation facilities;
(iv) hospice organizations; (v) independent
clinical laboratories; (vi) independent diag-
nostic testing facilities (“IDTFs”); (vii)
physical therapists enrolling as individuals or
as group practices; (viii) portable x-ray suppli-
ers; (ix) revalidating HHAs and (x)
revalidating DMEPOS suppliers. Id. The regu-
lations provide for an upward adjustment to a
provider’s or supplier’s risk category from lim-
ited or moderate to high under certain,
specified circumstances, see 42 C.ER.
§ 424.518(c)(3), but do not provide for a
downward adjustment.

42 U.S.C. § 1320a-7(b).
Emphasis added.

See OIG Work Plan Fiscal year 2013, at p. 18,
available at http:/[oig.hhs.gov/reports-and-
publications/archives/workplan/2013/Work-
Plan-2013.pdf; OIG Work Plan Fiscal Year
2014, at p. 27, available at http://oig.hhs.gov/
reports-and-publications/archives/workplan/
2014/Work-Plan-2014.pdf; OIG Work Plan
Fiscal Year 2015, at p. 22, available at http://
oig.hhs.gov/reports-and-publications/archives/
workplan/2015/FY15-Work-Plan.pdf; and
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21

22

OIG Work Plan Fiscal Year 2016, at p. 25,
available at http:/[oig.hhs.gov/reports-and-
publications/archives/workplan/2016/oig-
work-plan-2016.pdf.

2013 National Training Program, Module: 10,
Medicare and Medicaid Fraud Prevention at
p. 16, available at http://cms.gov/Outreach-
and-Education/Training/CMSNational
TrainingProgram/Downloads/2013-Fraud-and-
Abuse-Prevention-Workbook.pdf. See also
Report to Congress Fraud Prevention System
Second Implementation Year, June 2014,
available at http://www.stopmedicarefraud.
gov/fraud-rtc06242014.pdf (emphasis added).

See HHS FY 2015 Budget in Brief, available at
http://hhs.gov/about/budget/fy2015/budget-in-
brief/cms/program-integrity/index.html and
HHS FY 2016 Budget in Brief, available at
http://hhs.gov/about/budget/budget-in-brief/

cms/program-integrity/index.html.

42 U.S.C. § 1320a-7a (a) (9) grants CMS the
authority to impose CMPs against a provider
or supplier that “knowingly makes or causes to
be made any false statement, omission, or mis-
representation of a material fact in any
application, bid, or contract to participate or
enroll as a provider of services or a supplier
under a Federal health care program (as so
defined), including Medicare Advantage orga-
nizations under part C of subchapter XVIII of
this chapter, prescription drug plan sponsors
under part D of subchapter XVIII of this
chapter, Medicaid managed care organizations
under subchapter XIX of this chapter, and
entities that apply to participate as providers
of services or suppliers in such managed care
organizations and such plans.” As of the date
of publication of this article, the statutory lan-
guage has not been updated to reference a
provider’s or supplier’s failure to update an
enrollment application when/if changes occur.

79 Fed. Reg. 27080 (May 12, 2014). As of the
date of publication of this article, a final rule
has not been issued.

79 Fed. Reg. 72500 (December 5, 2014),
effective February 3, 2015.

79 Fed. Reg. at 72501. See also MPIM, Ch. 15,
§ 15.16.1. Physicians and non-physician prac-
titioners enrolling via the CMS-8550 do not
and will not send claims to a Medicare
Administrative Contractor for the services
they furnish. Examples of such physicians
include, but are not limited to, physicians
who are employed by the Department of
Veterans Affairs, the Public Health Service,
FQHCs, Rural Health Clinics, dentists, and

pediatricians.
79 Fed. Reg. at 72501.
79 Fed. Reg. at 25018.

See also 79 Fed. Reg. at 72505. Each of the
subsections excluded from applicability to
physicians and non-physician practitioners
completing a CMS Form 8550 relate solely to
the billing privileges of an enrolling provider or
supplier.

79 Fed. Reg. at 72505 (emphasis added). See
also MPIM, Ch. 15, § 15.13. 42 C.ER.
§ 424.502 defines the term owner to include
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“any individual or entity that has any partner-
ship interest in, or that has 5 percent or more
direct or indirect ownership of the provider or
supplier as defined in sections 1124 and
1124A(A) of the Act.

Id.
Id. at 72507.

Id. The preamble to the 2014 Final Rule is
clear that CMS intends “debt” to encompass
more than just an overpayment, but does not
give any examples of “debts” that are not
overpayments.

Id. at 72505. CMS did not include the enroll-
ing entity’s current managing employees,
corporate officers, or directors within the

scope of 42 C.ER. § 424.530 (a) (6).

Id. at 72506.

42 C.ER. § 424.530 (a) (6).

79 Fed. Reg. at 72509. See also 42 C.ER.
§ 424.530 (a) (6) (ii).

Id.

42 C.ER. § 424.530 (a) (6) (iii). See also gen-
erally, MPIM, Ch. 15, § 15.8.4.

79 Fed. Reg. at 72507.

71 Fed. Reg. at 20779. See also MPIM, Ch. 15,
§§ 15.8.4. Examples included financial crimes,
such as extortion, embezzlement, income tax
evasion, making false statements, insurance
fraud, and other similar crimes for which the
individual was convicted.

Id.
79 Fed. Reg. at 72510.
Id.
Id.
Id.
Id.

Id. The previous language was “within the 10
years preceding enrollment or revalidation of
enrollment.” CMS proposed and finalized the
language change because it said the previous
language caused confusion as to how far back
the 10-year period went.

Id. 42 C.ER. § 1001.2 defines the term

“Convicted” as follows:

(a) A judgment of conviction has been
entered against an individual or entity by a
Federal, State or local court, regardless of
whether:

(1) There is a post-trial motion or an appeal
pending, or

(2) The judgment of conviction or other
record relating to the criminal conduct has
been expunged or otherwise removed;

(b) A Federal, State or local court has made a
finding of guilt against an individual or entity;

(c) A Federal, State or local court has
accepted a plea of guilty or nolo contendere by
an individual or entity; or

(d) An individual or entity has entered into
participation in a first offender, deferred
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adjudication or other program or arrangement
where judgment of conviction has been withheld.

79 Fed. Reg. at 72513 (emphasis added). See
also 42 C.ER. § 424.535 (a) (8) (ii).

Id.
79 Fed. Reg. at 72514.
Id.

79 Fed. Reg. 72517 and 42 CER. § 424.535
(a) (8) (ii) (A).

78 Fed. Reg. 25013 at 25022 (April 29, 2013),
79 Fed. Reg. at 72515.

79 Fed. Reg. at 72514. In a previous final rule
implementing 42 C.ER. § 424.535 (a) (8) (i),
CMS similarly noted that it would limit its
revocation authority to those situations in
which abusive billing practices were clearly
established. However, CMS concluded that
abusive billing practices could be established
by just three instances of billing errors. “We
recognize the impact that this revocation has,
and a revocation will not be issued unless suf-
ficient evidence demonstrates abusive billing
patterns. Accordingly, we will not revoke bill-
ing privileges under § 424.535 (a) (8) unless
there are multiple instances, at least three,
where abusive billing practices have taken
place.” (emphasis added). Note that the
threshold of three instances to establish abu-
sive billing practices was not adopted in the
regulatory text; this threshold is found solely
in the commentary to the final rule. 73 Fed.

36448, at 36455 (June 27, 2008).
79 Fed. Reg. at 72513.
79 Fed. Reg. 72517 and 42 C.ER. § 424.535 (a)

(8) (ii) (B). In some situations, providers and
suppliers experience claim denials related to
deficiencies in an ordering physician’s documen-
tation. Commenters requested that such claim
denials not be included in determinations gov-
erning whether a provider or supplier has a
pattern and practice of submitting claims that
do not meet Medicare requirements. In the
2014 Final Rule, CMS declined to exclude these
claims from such determinations, finding “[w]e
believe it is the responsibility of the provider
submitting the claim to ensure that all require-
ments — including, as necessary, proper and
compliant supporting documentation — have
been met prior to a claim’s submission.” Id.

79 Fed. Reg. 72517 and 42 C.ER. § 424.535
(a) (8) (ii) (C). Pursuant to 42 C.ER.
§ 424.504:

Final adverse action means one or more of the
following actions:

(i) A Medicare-imposed revocation of any
Medicare billing privileges.

(ii) Suspension or revocation of a license to
provide healthcare by any State licensing
authority.

(iii) Revocation for failure to meet DMEPOS
quality standards.

(iv) A conviction of a Federal or State felony

offense (as defined in §424.535(a)(3)(i)

55

56

57

58

59

60

61

within the last 10 years preceding enrollment,
revalidation, or re-enrollment.

(v) An exclusion or debarment from participa-
tion in a Federal or State healthcare program.

79 Fed. Reg. 72517 and 42 CER. § 424.535
(a) (8) (ii) (D).

79 Fed. Reg. 72517 and 42 CER. § 424.535
(a) (8) (ii) (E).

42 C.ER. § 424.535 (a) (8) (ii) (F).
78 Fed. Reg. at 20523.

79 Fed. Reg. at 72516.

79 Fed. Reg. at 72514.

Id.

79 Fed. Reg. at 72515.

79 Fed. Reg. at 72516. Despite CMS’s assur-
ances that it will refrain from using its
revocation authority only in situations where a
pattern of non-compliance is established, it
appears that some contractors continue to
revoke billing privileges under section 424.535
(a) (1) (not in compliance with enrollment
requirements) for failure to submit proper
claims. The authors submit that section
424.535(a)(1) is not a valid basis for revoking
billing privileges for claims errors, and that
such revocations are inconsistent with the
2014 Final Rule. This position is consistent
with the Departmental Appeals Board
(“DAB”) case of Proteam Healthcare, Inc.,
Docket No. A-14-97, Decision No. 2658,
September 28, 2015, which found that CMS’s
revocation of Proteam’s billing privileges (after
Proteam mistakenly included the identifica-
tion number of the wrong physician on certain
claims) was improper.

See 78 Fed. Reg. at 25023. See also 79 Fed.
Reg. at 72520-72521.

Recent case law addressing the effective date
of a revocation of billing privileges includes
the following: Better Living/Better Health LLC
v. CMS, HHS DAB, Appellate Division, Doc.
No. A-15-19, Dec. No. 2634 (May 1, 2015),
and Med-Caire, Inc. v. CMS, HHS DAB,
Civil Remedies Division, Doc. No. C-15-227,
Dec. No. CR3826 (May 1, 2015). In these
cases, the ALJs revised the revocation
effective date when CMS or its contractor
attempted to retroactively revoke billing
privileges without presenting factual or legal
arguments supporting a retroactive
revocation. Moreover, when CMS revised its
regulations to allow a retroactive revocation
in these limited situations, CMS was not
allowed to apply the revocation
retroactively when the facts that led to the
revocation occurred before the January 1,
2010 effective date of the regulations at 42
C.ER. § 424.535(g). See Derm One, PLLC w.
CMS, HHS DAB, Appellate Division, Doc.
No. C-11-29, Dec. No. CR2355 (Apr. 12,
2011) (concluding that “[a] federal agency can-
not create a new rule and apply it retroactively
unless that power is conveyed expressly by
Congress,” citing to Bowen v. Georgetown Univ.

Hosp., 488 U.S. 204, 215 (1988)).
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79 Fed. Reg. at 72521. In addition to provid-
ers, certain suppliers, such as portable X ray
suppliers, rural health clinics, ASCs, and
ESRD facilities must pass the certification pro-
cess in order to participate in Medicare. See 42
C.ER. § 488.1. “Certification” is defined as a
determination made by the state survey agency
that providers and suppliers are in compliance
with the applicable conditions of participa-
tion, conditions for coverage, conditions for
certification, or requirements.” Id.

42 CER. § 424.535 (c). See MPIM, Ch. 15
§15.27.2.

79 Fed. Reg. at 72522.
Id.
79 Fed. Reg. at 72523.

42 CER. § 424.535 (a) (2) grants CMS the
authority to revoke a provider’s or supplier’s
Medicare privileges due to its conduct, or that
of any owner, managing employee, authorized
or delegated official, medical director, super-
vising physician, or other healthcare
personnel of the provider resulting in exclu-
sion from any federal healthcare program.

42 C.ER. § 424.535 (a) (3) grants CMS the
authority to revoke a provider’s or supplier’s
Medicare privileges based on any felony con-
viction against the provider or supplier, any of
its owners or any managing employee.

42 C.ER. § 424.535 (a) (5) authorizes CMS to
revoke a provider’s or supplier’s Medicare priv-
ileges based on findings of non-compliance
during an on-site review.

78 Fed. Reg. at 25025.

79 Fed. Reg. at 72523. Pursuant to 42 C.ER.
§ 424.535 (a) (1):

(a) Reasons for revocation. CMS may revoke a
currently enrolled provider or supplier’s
Medicare billing privileges and any corre-
sponding provider agreement or supplier
agreement for the following reasons:

(1) Noncompliance. The provider or supplier is
determined to not be in compliance with the
enrollment requirements described in this
subpart P or in the enrollment application
applicable for its provider or supplier type,
and has not submitted a plan of corrective
action as outlined in part 488 of this chapter.
The provider or supplier may also be deter-
mined not to be in compliance if it has failed
to pay any user fees as assessed under part 488
of this chapter.

(i) CMS may request additional documenta-
tion from the provider or supplier to
determine compliance if adverse information
is received or otherwise found concerning the
provider or supplier.

(ii) Requested additional documentation must
be submitted within 60 calendar days of
request.

See also MPIM, Ch. 15, § 15.25.1.1.

7079 Fed. Reg. at 72523.

71

79 Fed. Reg. at 72524.
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