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On Monday, the Department of Justice announced that drug company GlaxoSmithKline agreed to pay a 53 billion fine, the largest health care frand fine in
the history of the United States. This fine is just the latest in a string of drug company penalties for improper promotion of drugs for “off-label,” or
unapproved, uses. Here we take alook at six recent multi-million dollar fines that drug companies have agreed to pay for inappropriately, and in some
cases illegally, promoting preseription drugs.

FIME (billions of dallars)

51.42

Eli Lilly
JAN 2009

Eli Lilly was fined §1.42
pillion to resalve a
government investigation
into the off-label
promuotion of the
anti-psychotic Zyprexa.

Pfizer

SEPT 2008

Pfizer was fined 2.3
pillion, then the largest
health care fraud
settlement and the largest
criminal fine ever imposed
in the United States. Pfizer

AstraZeneca

APRIL 2010

AstraZeneca was fined
3520 million to resolve
allegations that it illegally
promoted the
anti-psychotic drug
Seroquel. The drug was

5.95

Merck

NOW 2011

Merck agreed to pay a fine
of 5950 million related to
the illegal promotion of the
painkiller Vioe:, which was
withdrawn from the market
in 2004 after studies

515

Abbott

MAY 2012

Abbott was fined 1.5
pillion in connection to the
illegal promotion of the
anti-psychotic drug
Depakote. Abbott admitted
to having trained a special

53

GlaxoSmithKline

JULY 2012

GlaxoSmith Kline agreed
to pay afine of $3 billion to
resolve civil and criminal
liabilities regarding its
promotion of drugs, as
well as its failure to report
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Use in Smoking Cessation Treatment-WELLBUTRIN®*, WELLBUTRIN SR and WELLBUTRIN XL are not approved for smoking cessation
treatment, but bupropion under the name ZY BAN®* ig approved for this use. Serious neuropsychiatric events, including but not limited to depression,
suicidal ideation, suicide attempt, and completed suicide have been reported in patients taking bupropion for smoking cessation. Some cases may
have been complicated by the symptoms of nicotine withdrawal in patients who stopped smoking. Depressed mood may be a symptom of nicotine
withdrawal. Depression, rarely including suicidal ideation, has been reported in smokers undergoing a smoking cessation attempt without medication.
However, some of these sympioms have occurred in patients taking bupropion who continued to smoke.
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Eli Lilly and Company Agrees to Pay $1.415 Billion to Resolve
Allegations of Off-label Promotion of Zyprexa

$515 Million Criminal Fine Is Largest Individual Corporate Criminal Fine in History; Civil
Settlement up to $800 Million

American pharmaceutical giant Eli Lilly and Company today agreed fo plead guilty and pay $1.415
billion for promoting its drug Zyprexa for uses not approved by the Food and Drug Administration (FDA), the
Department of Justice announced today. This resolution includes a criminal fine of $515 million, the largest
ever in a health care case, and the largest criminal fine for an individual corporation ever imposed in a
United States criminal prosecution of any kind. Eli Lilly will also pay up to $800 million in a civil settlement
with the federal government and the states.

Eli Lilly agreed to enter a global resolution with the United States to resolve criminal and civil allegations
that it promoted its antipsychotic drug Zyprexa for uses not approved by the FDA, the Department said.
Such unapproved uses are also known as "off-label" uses because they are not included in the drug's FDA
approved product label.

Assistant Attorney General for the Civil Division Gregory G. Katsas and acting U.S. Attorney for the
Eastern District of Pennsylvania Laurie Magid today announced the filing of a criminal information against Eli
Lilly for promoting Zyprexa for uses not approved by the FDA. Eli Lilly, headquartered in Indianapolis, is
charged in the information with promoting Zyprexa for such off-label or unapproved uses as treatment for
dementia, including Alzheimer's dementia, in elderly people.

The company has signed a plea agreement admitting its guilt to a misdemeanor criminal charge. Eli Lilly
also signed a civil settlement to resolve civil claims that by marketing Zyprexa for unapproved uses, it
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JUSTICE NEWS

Department of Justice

Office of Public Affairs

FOR IMMEDIATE RELEASE Wednesday, September 2, 2009

Justice Department Announces Largest Health Care
Fraud Settlement in Its History

Bfizer to Pay $2.3 Billion for Fraudulent Marketing

WASHINGTON — American pharmacentical giant Pfizer Inc. and its subsidiary Pharmacia &
Upjohn Company Inc. (hereinafier together "Pfizer”) have agreed to pay $2.3 billion, the largest
health care fraud settlement in the history of the Department of Justice, to resolve criminal and
civil liability arising from the illegal promotion of certain pharmaeeutical products, the Justice
Department announced today.

Pharmacia & Upjohn Company has agreed to plead guilty to afelony violation of the Food, Drug
and Cosmetic Act for misbranding Bextra with the intent to defraud or mislead. Bextrais an
anti-inflammatory drug that Pfizer pulled from the market in 2005. Under the provisions of the
Food, Drug and Cosmetic Act, a company must specify the intended uses of a product in its new
drug application to FDA. Once approved, the drug may not be marketed or promoted for
so-called "off-label” uses - i.e., any use not specified in an application and approved by FDA.
Pfizer promoted the sale of Bextra for several nuses and dosages that the FDA specifically
declined to approve due to safety concerns. The company will pay a eriminal fine of $1.195
billion, the largest criminal fine ever imposed in the United States for any matter. Pharmacia &
Upjohn will also forfeit $105 million, for a total criminal resolution of $1.3 billion.

In addition, Pfizer has agreed to pay $1 billion to resolve allegations under the civil False Claims
Act that the company illegally promoted four drugs - Bextra; Geodon, an anti-psychotic drug;
Zyvox, an antibiotic; and Lyrica, an anti-epileptic drug - and caused false claims to be

Bextra Qﬂa\‘iaaﬂﬁﬂﬂ@]ﬂ’]@lﬁa 0.¢1.2005
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The FDA originally approved Seroquel in September 1997 for the treatment of manifestations of

psychotic disorders. In September 2000, FDA proposed narrowing the approval for Seroguel to
. . 1 g the short term treatment of schizophrenia only. In January 2004, the FDA approved Seroquel
q uetlapl ne fu marate) uﬂfljjﬂ E’] for short term treatment of acute manic episoaes associated with bipolar disorder (bipolar

mania). In October 2006, the FDA approved Seroquel for bipolar depression.

kg g VL - g 2 The United States alleges that AsiraZeneca illegally marketed Seroquel for uses never approved
a ’] ﬂ ’] 3 ﬂ ’] ’J j’] ’J u a u 3\.' % a j.l ’J @] ﬂ by the FDA. Specifically, between January 2001 through December 2006, AstraZeneca
promoted Seroquel to psychiatrists and other physicians for certain uses that were not
-V P Y] ‘ﬁl < approved by the FDA as safe and effective (including aggression, Alzheimer’s disease, anger
ﬂ G ’J a Gﬁ 3\] L ﬂj"] Gﬁ\‘] Lﬂ u aj‘j‘w ﬁ m EI ’] management, anxiety, attention deficit hyperactivity disorder, bipolar maintenance, dementia,
q depression, mood disorder, post-traumatic siress disorder, and sleeplessness). These
' unapproved uses were not medically accepted indications for which the United States and the
= VL 1 VL S g () e state Medicaid programs provided coverage for Seroquel.
1/] 3\] @ j- j_l a ‘qu a&l f] @] CY'I f] \c] af] u ﬂ \c] f] u According to the settlement agreement, AstraZeneca targeted its illegal marketing of the
anti-psychotic Serogquel towards doctors who do not typically treat schizophrenia or bipolar
disorder, such as physicians who treat the elderly, primary care physicians, pediatric and

a q cﬁ f] j LL a z El '1 a 1/‘!]) ﬁa 1 'VQ{GL dﬁ/L ﬁ El \j adolescent physicians, and in long-term care facilities and prisons.

In March 2006, AstraZeneca brought certain conduct to the attention of the government and
then cooperated in the investigation of the allegations being settled today.

21N1IIALAN LLﬂZ@WﬂW?Q’]i&JEﬁ:

The United States contends that AstraZeneca promoted the unapproved uses by improperly and
unduly influencing the content of, and speakers, in company-sponsored continuing medical
education programs. The company also engaged doctors to give promotional speaker programs
on unapproved uses for Seroquel and to conduct studies on unapproved uses of Serogquel. In

v
LLU ll a a G dfld'g W nocosto-zzs-to 100 tablets

Io patients. ( = . . . .
ARG oo 9 ® D“' addition, the company recruited doctors to serve as authors of articles that were ghostwritten
Prescribing Information. . - . " " . v
WA bl edrr, Se ro QUEL W by medical literature companies and about studies the doctors in question did not conduct.
b Ll quetiapine fumarate D= AstraZeneca then used those studies and articles as the basis for promotional messages about
T o==5 -
25 mg tablets : Q=S unapproved uses of Seroquel.
35429-02 Rx only % -~
,,,,,,, AstraZeneca Pharmaceuticals LP & Y —
I ] A L
Lar,| : =
EXP| : 2
Lo : AstraZeneca& o
e )
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Merck’s criminal plea relates to misbranding of Vioxx® by promoting the drug for treating
rheumatoid arthritis, before that use was approved by the Food and Drug Administration (FDA).

Under the provisions of the FDCA, a company is required to specify the intended uses of a
product in its new drug application to FDA. Once approved, the drug may not be marketed or
promoted for so-called “off-label” uses — any use not specified in an application and approved
by FDA - unless the company applies to the FDA for approval of the additional use. The FDA
approved Vioxx® for three indications in May 1999, but did not approve its use against
rheumatoid arthritis until April 2002. Inthe interim, for nearly three years, Merck promoted
Vioxx® for rheumatoid arthritis, conduct for which it was admonished in an FDA warning letter
issued in September 2001.

The parallel civil settlement covers a broader range of allegedly illegal conduct by Merck. The
settlement resolves allegations that Merck representatives made inaccurate, unsupported, or
misleading statements about Vioxx’s cardiovascular safety in order to increase sales of the drug,
resulting in payments by the federal government. It also resolves allegations that Merck made
false statements to state Medicaid agencies about the cardiovascular safety of Vioxx, and that
those agencies relied on Merck’s false claims in making payment decisions about the drug.
Finally, like the criminal plea, the civil settlement also recovers damages for allegedly false
claims caused by Merck's unlawful promotion of Vioxx for rheumatoid arthritis.

“When a pharmaceutical company ignores FDA rules aimed at keeping our medicines safe and
effective, that company undermines the ability of health care providers to make the best
medical decisions on behalf of their patients,” said Tony West, Assistant Attorney General for
the Civil Division of the Department of Justice. “As this plea agreement and civil settlement
make clear, we will not hesitate to pursue those who skirt the proper drug approval process and
make misleading statements about the safety and efficacy of their products.”

“Today’s resolution appropriately reflects the severity of Merck's conduct; itis yet another

reminder that the United States will not tolerate misconduct by drug companies that bends the
rules and puts patient safety at risk,” announced Carmen M. Ortiz, U.5. Attorney for the District

10
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Abbott Labs to Pay $1.5 Billion to Resolve Criminal &
Civil Investigations of Off-label Promotion of Depakote

Company Maintained Specialized Sales Force to Market Drug for
Off Label Purposes; Targeted Elderly Dementia Patients in Nursing
Homes

Global Health Care Company Abbott Laboratories Inc. has pleaded guilty and agreed to pay $1.5
billion to resolve its criminal and civil liability arising from the company’s unlawful promotion
of the prescription drug Depakote for uses not approved as safe and effective by the Food and
Drug Administration (FDA), the Justice Department announced today. The resolution - the
second largest payment by a drug company - includes a criminal fine and forfeiture totaling
%$~oo million and civil settlements with the federal government and the states totaling $8o0
million. Abbott also will be subject to court-supervised probation and reporting obligations for
Abbott’s CEO and Board of Directors.

“Today’s settlement shows further evidence of our deep commitment to public health and our
determination to hold accountable those who commit fraud,” said James M. Cole, Deputy
Attorney General. “We are resolute in stopping this type of activity and today’s settlement
sends a strong message to other companies.”

The FDA is responsible for approving drugs as safe and effective for specified uses. Under the
Food, Drug and Cosmetic Act (FDCA), a company in its application to the FDA must specify each
intended use of a drug. A company’s promotional activities must be limited to only the intended
uses that FDA approved. Infact, promotion by the manufacturer for other uses - known as
“off-label” uses - renders the product misbranded.

Abbott has pleaded guilty to misbranding Depakote by promoting the drug to control agitation
and aggression in elderly dementia patients and to treat schizophrenia when neither of these
uses was FDA approved. In an agreed statement of facts filed in the criminal action, Abbott
admits that from 1998 through 2006, the company maintained a specialized sales force trained
tn market Nenakate in nnraing hameas for tha comtral af acitabion and agorescion in eldarly
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