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The federal government may finally be putting
the brakes on its aggressive use of the False

Claims Act, its most devastating weapon against
health care fraud and abuse.

In response to a letter sent late last month by
several members of Congress to Attorney
General Janet Reno, the Department of Justice
and the HHS Office of the Inspector General
have issued new standards governing how they
will refer and prosecute federal false claims
cases. The new standards are clearly meant to
blunt allegations that the DOJ improperly pur-
sues cases in which providers are guilty only of
making simple billing mistakes.

In a striking departure from the DOJ's previ-
ous hard line opposition to watering down the

See False Claims Act , page 2
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Elements of the DOJ's False
Claims Act 'guidance' 

The Department of Justice's newly released
"Guidance on the Use of the False Claims Act

in Civil Health Care Matters" represents the
DOJ's first real concession to provider concerns
that they've been unfairly targeted for prosecution
because of simple billing mistakes.

In his brief preface to the guidance, Deputy
Attorney General Eric H. Holder Jr. emphasizes
that U.S. attorneys "are obligated to use their
authority under the act in a fair and responsible
manner," particularly when it comes to national
initiatives "which can have a broad impact on
health care providers across the country."

The guidance, which Holder claims is
designed to ensure the fairness of such prosecu-
tions, includes the following provisions:

See Guidance , page 3

OIG, DOJ back down on use of False Claims Act
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act, Deputy Attorney General Eric H. Holder Jr.
told Congress on June 4 that the department
"recognizes that legitimate concerns have been
raised about our activities in this matter, and we
have taken action to address them."

These actions include:

1.Clarifying the steps U.S. attorneys must
take before pursuing a False Claims Act

investigation. 

GAO criticizes HCFA's plan
to use private fraud busters

Two recently released General Accounting
Office reports gave the Health Care

Financing Administration a strong figurative slap
on the wrist for its slow pace and indecision in
adding two new weapons to its fraud-fighting
arsenal: contracting with specialized private-sec-
tor fraud cops to police Medicare patients, and
using  proven commercial software to detect and
edit incorrectly coded claims.

Private fraud busters

Hoping to give the agency an added edge in
ferreting out questionable claims, Congress
authorized the use of private fraud and abuse
investigators as part of the Medicare Integrity
Program (MIP) contained in the Health
Insurance Portability and Accountability Act of
1996 (HIPAA). (See “HCFA’s new hired
guns,” March 23 Compliance Hotline, page
1.) These independent claim detectives will per-
form audits, medical reviews and related func-
tions outside the regular payment processing

See GAO, page 4
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2.Establishing working groups to oversee the
development and implementation of

national initiatives such as the 72-hour window
project.

3.Allowing providers to discuss the allega-
tions made against them before issuing a

demand for settlement.
In its guidance, the DOJ also lists several

things that prosecutors may consider as mitigating
factors in a health care fraud investigation, includ-
ing "the impact that an enforcement action may
have on the availability of medical services in
small or rural communities as well as the resulting
financial and practical burdens on a health care
provider."

By providing "mechanisms" to evaluate the
potential impact a fraud investigation could have
on a facility and the community it serves, the
DOJ contends that it's not necessary for
Congress to impose a de minimus threshold,
such as the one proposed by the Health Care
Claims Guidance Act. (See related story on
False Claims Act legislation, page 3.)

Under a de minimus standard, providers
who receive overpayments from Medicare less
than a given amount could be fined by no more
than the full amount of the claim plus interest.
The DOJ claims that the imposition of a specif-
ic, quantifiable threshold would hamper its flexi-
bility in dealing with fraud cases.

Meanwhile, the OIG has issued its own
"best practice" guidelines, which it will use
when developing and participating in national
enforcement projects. Most significantly, the
OIG has decided to set "an appropriate mini-
mum monetary threshold and/or percentage
error rate" to serve as a guide in determining
which health care providers it will refer for over-

payment recoupment, says June Gibbs Brown,
the Inspector General. "Cases involving
providers who exceed the project's threshold
may be developed for potential referral to the
DOJ or other appropriate enforcement agency
for consideration under a civil or criminal
authority." 

The minimum threshold will vary from proj-
ect to project and will be based on factors such
as a provider's total Medicare/Medicaid rev-
enues, prior audits and number of erroneous
claims, and overpayment liability.

Also as part of its new guidelines, the OIG
says it will take steps to ensure that investiga-
tive protocols and settlement agreement terms
are applied consistently among different judicial
districts. It may also establish “a gradation of
compliance measures” based on such factors
as the size of the provider and the scope of the
misconduct, Brown says. 

While critics welcome these concessions on
the part of federal investigative agencies, they
emphasize that the issue isn't settled. "We're
happy with the guidelines," says Dionne Dugall,
spokesman for the Chicago-based American
Hospital Association (AHA). "It's a significant
step forward. But there's still a lot of clarification
needed, for things like the percentage error rate
and where it's going to be set. We want to know
how the guidelines are going to be enforced,
and if a hospital is still liable even after it follows
the instructions of the fiscal intermediaries. All
these things the guidelines don't really make
clear."

According to Holder, the DOJ plans to meet
with health care representatives "in the near
future" to discuss the guidance and address
any concerns. After six months, the guidance
will be reviewed and its impact assessed,
Holder adds. n
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Future of False Claims Act
bill now in question

As a “show of good faith” toward the Justice
Department' s new guidelines, Rep. William

Delahunt (D-MA), one of the two key congres-
sional co-sponsors of the Health Claims
Guidance Act (HR 3523), will back off the
“aggressive” legislative track he's pursued with
the bill, says Steve Schwadron, Delahunt's chief
of staff.

In a June 11 letter to Eric H. Holder Jr.,
deputy attorney general at the Department of
Justice, Delahunt wrote, “I believe that the guide-
lines provide a basis for resolution of this contro-
versy that makes it unnecessary and inadvisable
to proceed further with H.R. 3523 or other legis-
lation at this time.” Instead, Delahunt wrote, he
plans to recommend and endorse including the
DOJ guidelines in the “Commerce-State-Justice
Department Appropriation” bill.

A day later, however, Schwadron told
Compliance Hotline that Delahunt is not with-
drawing his support for the bill. “What we're
doing is calling for a bit of a breather. It doesn't
change the status of the legislation, but it does
mean that we will take a break from the aggres-
sive pursuit of more co-sponsors, from the bullet-
train speed at which we were going, because at
face value, what the Department of Justice has
done goes a long way to addressing what con-
cerned us.”

Nevertheless, Schwadron says, if the DOJ
doesn't follow through with effective implementa-
tion of its guidelines, Delahunt reserves the right
“to resume work with our co-sponsors on this leg-
islative track.” 

Rep. Bill McCollum (R-FL), the legislation’s
primary author, calls the Justice Department
guidelines “a good first move.” However, his
office says he still plans to continue pushing the
proposal forward. “It's a positive step,” says one
McCollum aide, “but it doesn't go far enough.”

H.R. 3523 amends the False Claims Act,
making it harder to file criminal fraud charges
against health care providers by increasing the
burden of proof on prosecutors, limiting penalties
for over-paid claims and creating safe harbors for
hospitals that submit inappropriate claims based

on advice from financial advisors and carriers.
(See “Bipartisan bill would gut False Claims
Act,” March 23 Compliance Hotline , page 1.)

Introduced in March, the HCGA has already
attracted more than 190 co-sponsors in the
House. The Senate version of the bill (S. 2007),
sponsored by Sens. Thad Cochran (R-MS) and
Ernest F. Hollings (D-SC) remains on track,
according to an aide to Sen. Hollings. n

First, and most significantly, Holder says that
before even alleging that a provider has violated
the False Claims Act, DOJ attorneys must estab-
lish "legal and factual predicates." That means
they must first evaluate whether the provider sub-
mitted false claims and then whether the false
claim was submitted "with knowledge of falsity.”

"These are separate inquiries," Holder main-
tains. "Department attorneys shall not allege a
violation of the False Claims Act unless both of
these inquiries lead to the conclusion that there is
a sufficient legal and factual predicate for pro-
ceeding."

To determine whether false claims were sub-
mitted, DOJ attorneys must:

1.Examine relevant statutory and regulatory
provisions and interpretive guidance from

the program agency (such as HCFA or TRICARE)
to determine whether the claims are false.

2.Verify the accuracy of the data or other evi-
dence, either independently or with with the

assistance of HCFA's fiscal intermediaries, the
HHS Office of the Inspector General, the Federal
Bureau of Investigation, or another investigative
agency.

3.Conduct "the necessary investigative steps,"
such as subpoenaing documents and inter-

viewing witnesses.
Once the DOJ has established to its satisfac-

tion that false claims were filed, it must then
establish that the provider knew the claims were
false before pursuing a False Claims Act case.
Note, however, that to the DOJ "knowing" can
also mean acting with "deliberate ignorance or
reckless disregard as to the truth or falsity of
claims." According to the guidance, DOJ attor-
neys will consider the following factors in

Guidance
Continued from page 1
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determing whether providers meet the criteria for
knowing falsity:
ss Notice to the provider.
Was the provider on actual or constructive

notice of the rule or policy on which a potential
case would be based?
ss The clarity of the rule or policy.
Under the circumstances, is it reasonable to

conclude that the provider understood the rule or
policy?
ss Guidance by the program agency or its

agents.
Did the provider contact HCFA for clarification

of the billing rule at issue? If it did, was HCFA
"forthcoming and accurate" in its response? Did
the provider reasonably rely on such guidance in
submitting the false claims? 
ss The pervasiveness and magnitude of the

false claims.
Is the pervasiveness or magnitude of the false

claims enough for the DOJ to conclude that they
resulted from deliberate ignorance or intentional
reckless conduct?
ss Compliance plans and other steps to

comply with billing rules.
Does the provider have a compliance plan in

place, and is it adhering to the plan?
ss Past remedial efforts.
Has the provider already independently identi-

fied the wrongful conduct and taken steps to rem-
edy the problem? Was the problem reported to a
government agency?
ss Prior audits.
Have there been prior audits or other notice to

the provider of the same or similar billing prac-
tices?
ss Any other information that bears on the

provider's "state of mind" in submitting the
false claims. n

system.
While HIPAA set no specific deadline for hir-

ing these outside fraud busters, the GAO criti-
cized HCFA for the fact that it will be January
1999 before the first MIP contract is scheduled to
be awarded — and even then it will be "limited in
scope, covering only part of the work envisioned

for program safeguard contracts."
The fact that "HCFA has no firm plans

regarding when it will expand the scope of this
contract or award a second safeguard specialist
contract" also troubles the GAO.

Bottom line: HCFA will receive only a fraction
of the anticipated initial payoff from contracting
with these anti-fraud commandos, the report con-
cludes.

Of particular concern to both the GAO and
congressional backers is the fact that the limit-
ed January contract does not include one of the
new fraud tools originally scheduled for testing:
a systematic review of all services provided by
various providers to a single Medicare benefici-
ary to create a clearer picture of the claims pro-
file.

In their defense, HCFA officials cite as rea-
sons for delay such things as their recent finan-
cial audit of Medicare and Medicaid operations
by the Office of the Inspector General, which
forced the agency to create a new process for
soliciting and evaluating contractor proposals
to reduce error rates, snafus in allocating fund-
ing, and unusually high turn-over among its
contractors.

Commercial claims auditing software

This criticism comes on the heels of another
GAO report critical of HCFA's initial decision —
now revised — not to use already developed
commercial auditing software to identify inappro-
priate physician coding claims. Reversing its
stance, HCFA plans within a year to contract  for
and install commercial claims-auditing software
designed to identify incorrect physician codes.
HCFA anticipates that the change will save $465
million annually in Medicare overpayments.

HCFA initially rejected the idea of purchasing
commercial software because officials thought
the agency could develop similar software
cheaper in-house. That was a "flawed idea" from
the beginning, according to the GAO, considering
that after six years of trying, HCFA was still not
able to develop similar software.

Meanwhile, HCFA's concern about being
forced to disclose claims-auditing edits and com-
puter logic used by an agency vendor is also
unfounded, the GAO argues. n


