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False Claims Act
Held Applicable to
Off-Label Marketing

 recent  case  out  of  the  federal
court in Massachusetts raises the
specter of new types of civil and

criminal fraud prosecutions for entities
and individuals involved in the
manufacture, distribution, and
prescription of drugs and devices.  Several
investigations are currently underway in
the United States Attorney’s Offices
around the country which have as part of
their focus the marketing and prescription
of pharmaceutical products for “off-label”
uses.  Off-label prescriptions are those
which are written for indications, or in
dosages, not approved by the Food and
Drug Administration.  As we shall see, it
is perfectly legal for a physician to
prescribe a medication for a non-approved
use. Nevertheless, government prosecutors
and whistleblowers contend that
marketing of off-label uses should result
in criminal and civil fraud liability.

Off-label prescribing has become
increasingly widespread over the last two
decades.  One of the biggest factors
motivating this practice is the high
demand from advocacy groups for more
innovations in the treatment of cancer and
HIV, but numerous other drugs are being
prescribed for off-label uses as well.

The process by which the FDA
approves a new pharmaceutical product is
protracted and expensive.  Similarly, the
process by which an already-approved
product is cleared for additional uses is

also difficult and time-consuming.  In
contrast, when advances in research reveal
new benefits for existing drugs, physicians
are understandably eager to begin utilizing
these developments to the benefit of their
patients.  Drug and device companies are
equally eager to make their products
available for new uses.

The FDA does not have the authority
to regulate how or for what indications
doctors prescribe medications or devices.
This has been seen as part of the “art of
medicine” rather than as the purview of
regulators.  Instead of regulating the ability
of doctors to write off-label prescriptions,
the FDA has instead limited companies
ability to advertise and market off-label
uses of their products.

Today, however, FDA restrictions on
off-label marketing may be the least of the
pharmaceutical and device companies’
concerns in this area.  In a whistleblower
suit under the provisions of the federal
civil False Claims Act,  a former employee
of Parke-Davis, a division of Warner-
Lambert Company, has alleged that the
company engaged in a “fraudulent scheme
to promote the sale” of one of its products
and thereby “caused the submission of
false claims to . . . the federal government
for Medicaid reimbursement.” (United
States ex rel. Franklin v. Parke-Davis, (D.
Mass. No. 96-CV-11651.)

The civil False Claims Act is a Civil
War era statute that was originally signed

into law by President Lincoln during the
Civil War.  It was intended to curtail what
was perceived as rampant fraud by defense
contractors.   The civil False Claims Act
creates liability against those who
knowingly present a false or fraudulent
claim for payment to the government, or
who use a false record or statement to
obtain payment of a false claim.   The Act
also reaches those who knowingly cause a
false claim to be submitted.  “Knowingly”
can mean that the defendant has “actual
knowledge” of the falsity of the claims, or
acts in “deliberate ignorance” or “reckless
disregard” of the truth or falsity of the
claims or information submitted.

The civil False Claims Act carries
serious penalties – a fine of more than
$10,000 for each claim submitted, plus
treble damages.  Not surprisingly, it is a
favorite weapon for federal prosecutors.
The Act’s whistleblower or bounty
provisions also make it attractive to private
citizens with information about possible
fraud. A whistleblower can file suit in the
name of the government and stands to
recover as much as one-third of the
government’s final recovery.  With False
Claims Act settlements and judgments in
the health care arena sometimes reaching
into hundreds of millions of dollars,
whistleblowers have a tremendous
financial incentive to file suit.  Although
virtually anyone with knowledge of
potential fraudulent claims can file suit
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medical journals or reference textbooks.
The information disseminated cannot be
false or misleading, however.

According to the complaint in the
Parke-Davis Case, the company made false
statements about the safety and
effectiveness of Neurontin’s off-label uses,
which include pain control, control of bi-
polar disease, and treatment for attention-
deficit disorder.  In response, the company
moved to dismiss the complaint on the
grounds that the False Claims Act did not
provide a cause of action against
manufacturers that did not themselves
submit claims directly to the government
and that the Act could not be used to
enforce the FDA’s ban on certain off-label
marketing activities.

The court agreed to dismiss part of
the complaint, but allowed the portion
based on the civil False Claims Act to
proceed.  The court held that, although the
False Claims Act “cannot be used to
enforce compliance with every federal law
or regulation  . . ., the [Act] can be used to
create liability where failure to abide by a
rule or regulation amounts to a material
representation made to obtain a
government benefit.”   The court held that
False Claims Act liability would not result
from the off-label marketing activity itself,
but “from the submission of Medicaid
claims for uncovered off-label uses
induced by Defendant’s fraudulent
conduct.”    Thus, where false and
misleading statements cause the
submission of false claims, the entity
making those statements can be held liable
even though it did not actually submit any
claims for reimbursement to the
government.

The court went on to acknowledge
that the theory of liability in the Parke-
Davis Case was “not well charted,” but
pointed out that the remedial purpose of
the False Claims Act required it to
interpret its provisions “liberally” to reach
“all fraudulent attempts to cause the
Government to pay out sums of money.”
Further, the court stated that its answer
might have been different if the allegations
involved only “unlawful--yet truthful--
promotion of off-label uses to physicians.”
The end result is that the case will be
allowed to proceed, with all of the
incumbent risk and expense to Parke-
Davis.

Industry sources report that federal
prosecutors are currently investigating off-
label marketing practices at numerous
pharmaceutical companies.  Device
manufacturers, pharmacy companies,
pharmacy benefit managers, and
physicians may also be subject to similar
investigations and claims.  Whether these
investigations will result in more False
Claims Act cases, or in other enforcement
actions such as those under anti-kickback
statutes and the Federal Food, Drug &
Cosmetic Act, is unclear.  What is clear,
however, is that drug and device
manufacturers can expect an heightened
scrutiny of their off-label marketing
practices.  In a speech to the American
Society of Consultant Pharmacists,
Assistant United States Attorney James
Sheehan of the Eastern District of
Pennsylvania, one of the national leaders
of healthcare fraud prosecutions said,
“[S]ince the creation of dedicated
healthcare fraud units in every U.S.
Attorney’s office and in every Inspector
General’s office and in most FBI offices,
there are now people whose full time job
is to focus on healthcare fraud cases and
bring them to proper resolution.”  He
added that “with the greater importance
of drugs and drug regimens in treating
patients . . . this is now a major focus of
U.S. Attorney’s offices around the
country.”  �
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under the False Claims Act,
whistleblowers frequently come from the
ranks of disgruntled current or former
employees of the defendant entities.

In addition to the civil False Claims
Act, companies or individuals who submit
false claims to the government may also
be subject to significant criminal exposure.
The criminal counterparts to the civil False
Claims Act can result in felony
convictions, imprisonment for up to five
years on each count and substantial fines
and restitution.  Because the required
elements of the civil and criminal false
claims statutes are so similar, often turning
on an esoteric determination of the
“intent” of the defendant, government
investigations in this area often proceed
on parallel civil and criminal tracks.
Frequently, the implicit or explicit threat
of criminal prosecution can lead to
substantially higher civil settlements than
might otherwise be the case.

Until recently, the application of the
False Claims Act to the marketing of off-
label prescriptions was untested.  That
situation changed with the recent decision
of the U.S. District Court in Boston in the
U.S. ex rel. Franklin v. Parke-Davis case
(the “Parke-Davis Case”). According to
David Franklin, a former Parke-Davis
employee, Parke-Davis, engaged in a
pattern of false and fraudulent statements
to doctors about the safety and efficacy of
its products, including the drug neurontin.
These fraudulent statements, combined
with unlawful financial incentives to
physicians, allegedly caused the doctors
to submit claims “that were not eligible
for payment under Medicaid . . .” for off-
label uses of neurontin.

Generally, Medicaid reimbursement is
only available for “covered outpatient
drugs.”  Covered outpatient drugs are
defined as those used for “medically
accepted indications.”  A “medically
accepted indication” is one that is
approved by the FDA under the Food,
Drug & Cosmetic Act, or is supported by
one or more authoritative medical
compendia, or by clinical evidence
reported in peer-review medical journals.
Under the Food and Drug Modernization
Act of 1997, pharmaceutical companies
are permitted to promote off-label drug
uses through the distribution of peer-
reviewed articles from scientific or
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