
The next phase of enforcement for the anti-
kickback statute and Stark II self-referral laws,

which are rarely enforced on their own terms, is
likely to be fueled by False Claims Act (FCA) law-
suits, warn several health care attorneys.

According to health care attorney Craig
Holden of Ober Kaler in Baltimore, only a handful
of prosecutions have been brought under the
anti-kickback statute, which is a criminal statute,
and a handful of settlements under the civil mon-
etary penalty provision. Nor has there been any
administrative enforcement of Stark, he adds.

That may be changing. Buried in phase one of
the final Stark II regulation is a line that says
wrongful conduct, such as knowingly submitting a
claim in violation of Stark, can be punished
through recoupment of overpayments, imposition
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of penalties, the False Claims Act, and other
statutory and common law remedies, Holden
notes.

“They are setting the table to bring actions
under the False Claims Act,” warns Holden.
Increasingly, regulation of these areas will be driv-
en by qui tam plaintiffs, he predicts.

Last year, the Department of Justice (DOJ) told
Rep. Pete Stark (D-CA) that the law that bears his
name offers “a straightforward framework” for

Prosecutors say states’ role
growing in war on fraud

The growing role of state agencies pursuing
health care fraud and abuse cases is chang-

ing the landscape in fundamental respects that
providers should pay close attention to, several
federal prosecutors warn. 

For one thing, the more agencies that are
involved, the slower the process moves as a
whole. “With 47 state Medicaid fraud units, plus
various federal and state agencies, very often it
takes a while,” explains Jim Sheehan, U.S.
Attorney and chief of the civil division in
Philadelphia. “You have to plan for it in advance.”

“It is important to understand that just as the
feds are not one house, the states are not one
house either,” Sheehan adds. He cites one settle-
ment in his district that included the state attorney
general and the governor’s office but left out the
state Department of Health, which subsequently
objected to one aspect of the settlement.

How to develop an 
effective audit protocol

In the Philadelphia-based Health Care
Compliance Association’s latest survey of

compliance officers (COs), monitoring/auditing
emerged, along with dealing with the Healthcare
Portability and Accountability Act, as the top
challenge COs expect to face over the next
three years. In fact, the two items finished in a
statistical dead heat.

Developing an audit plan is not a one-time
event, warns Sheryl Vacca, a director with
Deloitte & Touche in Sacramento, CA. “It is an
evolution,” she says. In developing the audit plan,
she says it is essential to know not only what

Department of Justice is taking the reigns in two key areas, expert observers say
FCA new weapon for Stark and anti-kickback violations
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identifying false claims and overpayments result-
ing from illegal kickbacks or self-referral schemes.
DOJ added that more than 50 such qui tam suits
were pending. 

The Department of Health and Human Services
Office of Inspector General (OIG) responded to
DOJ’s missive by pointing out that since the Stark
II regulations became effective in 1995, physi-
cian/payment arrangements involving payments
that vary with referrals have largely disappeared.
The OIG also maintained that it had not observed
any significant disruption to the health care indus-
try as a result of this development. 

Several cases already have been brought,
including one in the Southern District of Texas, in
which false claims allegations were brought for
violations of the anti-kickback statute, on the the-
ory that when a hospital submits a cost report, it
attests to comply with all applicable federal laws,
Holden reports.

“They take the position that, if you sign that,
you violated the anti-kickback statute and you
have a false certification in your cost report,” says
Holden. The government submitted an affidavit in
that case suggesting that full compliance is a pre-
condition for payment, he explains. 

Holden also points to a line in the decision
essentially stating that if a provider files claims
knowing them to be ineligible for payment
because of Stark violations, that is actionable
under the FCA. And he cites at least three cases
that involve alleged violations of the anti-kickback
statute or Stark in which the government has
intervened.

In Goodstein v. McLaren Regional Medical
Center, physicians leased a suite to a hospital for
use as a therapy center in return for a lease pay-
ment from the hospital. When the physicians later
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Sheehan says, likewise, it is important to
understand exactly what states do that the feds
don’t. In the past, he says states were looked to
primarily for the expertise of their clinicians in
areas such as statistical analysis and auditing.

Now, attorneys general have started to figure
out that they wield authority that goes beyond
Medicaid and beyond Medicare, he says. That
may include oversight of nonprofits, managed
care organizations, patients’ right to know, as well

appealed an increase in their tax assessment on
the grounds that the contract with the hospital
was in excess of fair market value, the two attor-
neys who represented the taxing authority filed a
qui tam suit based on a Stark violation.

To the surprise of many, the government inter-
vened, says Holden. That case is scheduled for
trial in a few months.

Another example is Pastor Medical Center,
where it was alleged that, from 1992 to 1997, a
physician group failed to meet the group practice
definition under Stark because it distributed
income to employed physicians based in part
upon their referrals of lab tests. If a group is not a
qualifying “group practice,” it cannot take advan-
tage of the in-office ancillary services exception,
despite the fact that during the period at issue
there were no final regulations and neither the
Centers for Medicare and Medicaid Services nor
providers could determine the parameters of the
Stark prohibition, says Robert Homchick, a part-
ner with Davis Wright Tremaine in Seattle.

The government intervened in this case and
extracted a settlement of several hundred thou-
sand dollars. “It is disturbing that the government
would press this case and puzzling why the group
would settle,” says Homchick. n

State enforcement
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as responsibility for consumer fraud issues and
anti-trust in each state.

“To the extent that attorneys general pick that
up and run with it, we are going to see a lot more
cases driven with the state in the driver’s seat and
the feds along for the ride,” he says.

For example, the attorney general in Minnesota
recently used his responsibility for overseeing
nonprofits to conduct a seven-volume review of
Allina Health Systems in Minnesota. The result
was a series of allegations regarding problems
with cost reports and other issues. 

Minnesota also pursued a mental health case
against Blue Cross/Blue Shield of Minnesota
claiming that it had denied access to mental
health services in its managed care program. In
addition, Kentucky, Missouri, and Pennsylvania all
have pursued their own patient abuse cases in
the nursing home arena. Massachusetts has
taken the lead in drug pricing and kickback
issues, he adds.

Typically, Republicans are more in favor of
using states as laboratories for fraud enforce-
ment. “I think we are going to see more of that,”
he predicts, “especially with an attorney general
whose prior life experience was as a U.S. attor-
ney.” n

kinds of resources are available to identify risks
but to leave room for the unexpected so that not
every resource is being utilized when something
unforeseen surfaces.

It also is essential to make sure senior man-
agement and the governing board endorse the
audit plan. 

In addition to the HHS Office of Inspector
General’s (OIG) workplan, the latest of which was
released earlier this month, there is an abun-
dance of literature to help define risk areas. But it
is also critical to understand the state and local
environment, she adds.

Dan Roach, vice president and corporate com-
pliance officer at Catholic Healthcare West in San
Francisco, says that while OIG guidance and
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Tips for navigating new 
anti-fraud landscape

Lawrence Friedman, assistant director in the
civil fraud section of the Department of Justice,

offers some advice that providers would be well
served to heed regarding the emerging health
care anti-fraud landscape:
s “Don’t negotiate a federal case and think that

at the last minute you’ll sneak in and get a
Medicaid release.” Don’t think a deal with the feds
will bind the states or that the states will be defer-
ential, because they won’t, Friedman warns.

Likewise, Friedman says, providers shouldn’t
think cutting a deal with state prosecutors neces-
sarily will be the end of the problem, even though
at times the feds will act with deference, especial-
ly in areas where the federal government is very
active such as drug pricing and kickback issues.

“Make sure you coordinate,” he says. “You are
not going to bypass the assistant U.S. attorney by
making a deal with the state prosecutor.”
s “Don’t assume the feds won’t do a Medicaid-

only case.” Friedman says that he is increasingly
seeing Medicaid-only allegations. “We have
authority, and we pursue the federal share of
Medicaid,” he says. “We are very interested in
Medicaid, so don’t assume that is just a state
issue.”
s “Don’t ignore other non-Medicare state and

federal agencies.” Friedman says that in addition
to Medicaid, hospitals also should consider TRI-
CARE, FEHP, and other federal programs. “Don’t
forget that our view is that if one program is
harmed, it is very likely that many are,” he
explains.

In short, Friedman says that providers must
consider the impact these interrelated negotia-
tions will have on a possible voluntary disclosure,
other investigations, and the overall defense.

“Even if it is an ultimately reasonable resolu-
tion, don’t shortcut it,” he warns. “That is not
going to help you. It is going to hurt you. It is
going to delay things and make you put money in
escrow or put money up with nothing in return.
Don’t play that game.” n
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fraud alerts are critical resources, some COs
overlook investigations taking place regionally. “I
have experienced both in Minnesota and in
California situations where the U.S. Attorney liter-
ally goes from hospital system to hospital system
once they have identified a situation that has
been lucrative,” he says.

Similarly, Vacca reports that in California the
state attorney general is targeting skilled nursing
using a team that includes the FBI and numerous
other agencies. The team functions much like “a
SWAT team,” she says.

In developing an audit protocol, Vacca says
compliance officers also must look internally. At a
large health system with a full continuum of care,
however, that could mean auditing virtually non-
stop. “You have to prioritize your high-risk busi-
ness priorities that are going to mitigate risk for
your organization to the greatest extent,” she
says.

Roach says that in his experience as a compli-
ance officer with two large health care systems,
the most frequent mistake he’s seen is trying to
accomplish too much. “We have a tendency to
bite off more than we can reasonably chew,” he
warns. “Don’t create an entire laundry list,
because I don’t think you can do an effective job,”
he says. Instead, compliance officers should
focus on the top 10 to 15 priority issues the
organization expects to face, along with bench-
marks that then can be presented to the board,
he advises.

One way to establish those priorities in terms of
both money and people is through the use of a
template, which prioritizes items on a quarterly
basis and includes a column for methodology and
frequency.

It also is critical to understand the plan’s goals
and objectives, says Roach. The reality is that
many audits are not very useful in helping physi-
cians change their behavior, he warns.

Compliance officers must start by determining
the principle purpose of their audits. Are you just
trying to measure the process, the adequacy of
the process, or the accuracy of your claims? he
asks. Or do you want to use the audits to drive
your educational activities, which may, in turn,
influence the structure of the audits?

Likewise, Roach says that compliance officers

must determine if they want to look at processes
or outcomes. Even the best billing office in the
world will fall short if the admitting personnel do
not collect the right information about payer
sources and other critical information during the
intake, he warns.

In addition to “substance compliance” such as
adherence to the three-day window and not billing
Medicare for self-administered medications in the
outpatient context, Roach says that compliance
officers must also look at “structural compliance.”

He reports that his initial audits focused heavily
on substantive areas only to learn that not every-
body was implementing the necessary measures
identified such as refunding claims. 

“Now the balance in our audit protocol is about
50/50 — 50% substantive and 50% procedural or
structural,” he reports. “I think it is almost as
important to make sure that we are following our
rules, policies, and procedures as it is to make
sure that we are in rigid compliance with the law,”
he explains.

Clinical expertise is critical in certain audits,
says Vacca. However, clinical auditors are not
always available so COs must learn how to use
human resources within their own organization to
maximize efficiency.  One way to accomplish that
is to use a clinical expert in the arena you are
auditing as “a shadow,” she advises.

That way the auditors maintain their independ-
ence and develop the criteria with the clinical
expert providing feedback. “Meanwhile, you have
a paired couple that are learning from each
other,” she explains.

Another caveat is that it is not always wise to
bank on technology alone when it comes to
assuring that you have a clean claim, adds
Roach. “Those edits are great, and they will
screen out certain things, but they don’t go to the
root of the issue, which is usually documentation,”
he says.

Providers also can use auditing in a manner
that will help demonstrate outcomes and the
return on investment for your organization. “It also
helps to identify and increase the perception with-
in the culture that it is a proven methodology that
will help to identify for your culture that you are
doing the right thing in many different ways,”
Vacca explains. n


