Support Sanders Amendment to Curtail Pharmaceutical Fraud, Hold
Violators Accountable
-

The pharmaceutical industry is now the biggest defrauder of the federal
government under the False Claims Act (FCA). The pharmaceutical industry has
greatly overtaken the defense industry in recent years as the biggest defrauder of the
federal government, paying $2.2 billion in FCA penalties in FY 2011 alone.1

-

Over the past two decades (1991-2011), pharmaceutical companies have been forced
to pay at least $23 billion in civil and criminal penalties in 214 settlements with the
federal and state governments resolving myriad violations under the FCA and other laws.
Three-fourths of the settlements have occurred in just the past five years.2

-

The practice of illegal off-label promotion of pharmaceuticals is responsible for the
largest amount of financial penalties levied by the federal government. This practice
is often prosecuted as a criminal offense because of the potential for serious adverse
health effects in patients from such activities.

-

The fraud endangers the public health. The illegal marketing of pharmaceuticals for
indications not approved by the Food and Drug Administration (FDA) bypasses the
FDA’s critical review process whereby the benefits and risks of a drug for each indication
are fully evaluated prior to approval. As a consequence, many patients prescribed offlabel medications are needlessly exposed to dangerous risks that outweigh any benefit.
Just a few months ago, in November 2011, Merck pled guilty to illegally promoting the
dangerous painkiller, Vioxx, for almost three years for rheumatoid arthritis before FDA
approval for this indication.3 Vioxx was later removed from the market for causing fatal
heart attacks.

-

The fraud costs taxpayers dearly. Deliberately overcharging state health programs,
mainly Medicaid fraud, has been the most common violation against state governments.
In one case, a jury found a Pfizer, Inc. subsidiary guilty of 1,440,000 counts of Medicaid
pricing fraud in Wisconsin, costing state and federal taxpayers $7 million, due to the
manipulation of the average wholesale price (AWP) by the pharmaceutical company.4

-

Without the help of whistleblowers, much of this fraud would remain hidden from
public view. From 2001 through 2010, cases initiated by whistleblowers were
responsible for 59 percent of federal pharmaceutical settlements and 67 percent of
taxpayer dollars recovered by the federal government.

-

Current penalties are too small to deter unlawful behavior, which, as a consequence,
has almost certainly become a business model for the pharmaceutical industry. The
$23 billion in financial penalties paid by all pharmaceutical companies in the 21 years
from 1991-2011 constitute just over half the $43 billion in profits made by the ten largest
pharmaceutical companies in a single year, 2010.5

-

The profits generated, in part, through unlawful activity dwarf current penalties. In
2004, a Pfizer, Inc. subsidiary pled guilty to off-label promotion of Neurontin, an antiseizure medication, and paid $430 million in civil and criminal penalties for the conduct.6
By contrast, sales of Neurontin in a single year, 2002, reached $2.27 billion, 94% of
which were from off-label indications.7 The company admitted to promoting the drug
despite knowing that it was proven ineffective for many of these indications.8

-

Company heads are rarely held accountable. Only a handful of pharmaceutical
executives have been successfully prosecuted for overseeing this fraudulent activity, and
only one has been sentenced to prison (for only 30 days).9
The Solution: Sanders Amendment

-

The Sanders amendment would add a critical tool to the federal government’s
enforcement efforts. The amendment would rescind exclusivity rights for a
pharmaceutical product granted under the Food, Drug & Cosmetic Act (FDCA), if the
company marketing that product has been found, or admits to, engaging in unlawful
activity involving the drug.

-

Unlike existing enforcement actions, the amendment would serve as an effective
deterrent. Removing the exclusivity for the drug involved in unlawful activity will
undoubtedly change the cost-benefit equation for pharmaceutical companies engaging in
fraud. Companies will no longer treat the penalties for unlawful conduct as merely a part
of doing business.
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