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MONTANA FIRST JUDICIAL DISTRICT COURT,

LEWIS & CLARK COUNTY

THE STATE OF MONTANA,
ex rel MIKE McGRATH,
Attorney General,

Plaintiff
v,

ELILILLY AND COMPANY,

Defendant

Case No.: AB\/’Q-OO7 - }gg

COMPLAINT

The State of Montana (hereinafter “the State”), by and through the Attorney
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General of Montana, Mike McGrath, asserts the following claims against Eli Lilly and

Company (hereinafter “Defendant” or “Lilly”):

JURISDICTION AND VENUE

1. This is a civil action for damages and civil penalties for violations of the
Montana Food, Drug, and Cosmetic Act (Montana FDCA), Mont. Code Anno. § 50-31-
101 (2006), the Montana Consumer Protection Act, Mont. Code Anno. § 30-14-101
(2006), the Montana False Claims Act § 17-8-403, ef seq. (2006), and the other common

law causes of action stated herein.

PARTIES
2. This action is brought by the Montana Attorney General in the exercise of
his common law and statutory powers.
3. At all times herein mentioned, Defendant Lilly was and is a corporation

incorporated, operating, and existing under the laws of incorporation of the State of
Indiana, with its principal place of business in Indiana, continuously doing business in
the State of Indiana for monetary profit, and also within this judicial district. At all times
herein mentioned, Defendant Lilly, in interstate commerce and including this judicial
district, purposefully marketed, designed, manufactured, tested, analyzed, distributed,
recommended, merchandised, advertised, promoted, supplied and sold to distributors,
and retailers for resale to physicians, hospitals, medical practitioners and the general
public, a certain pharmaceutical product, hereinafter referred to as Zyprexa® (hereafter
“Zyprexa” - also known as Olanzapine). According to Lilly’s own website, through its
Lilly Tippecanoe Laboratories division, Defendant employs over 1,000 associates in
Tippecanoe County and manufactures Zyprexa in Tippecanoe County. Upon information

and belief, some or all of the Zyprexa ingested by consumers in the State of Montana was
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manufactured within Tippecanoe County by Defendant Lilly at its Tippecanoe
Laboratories division.
4. According to records maintained with the Indiana Secretary of State,
Defendant Lilly may be served with process by and through its registered agent:
Robert A. Armitage
Eli Lilly and Co.
Lilly Corp. Center
Indianapolis, IN 46285
5. At all times herein mentioned, Defendant Lilly was the actor engaged in
the acts herein alleged, acting through its agents and employees, and at all times, the
actions and omissions asserted in this pleading were committed by agents or employees
acting within the purpose and scope of said agency and/or employment, and/or all of said
acts and conduct were ratified and approved by said Defendant.
ALLEGATIONS OF FACT
0. At all times relevant, Defendant knew and had reason to know that its
drug, Zyprexa, put users at risk for developing severe and harmful health conditions
including, but not limited to, hyperglycemia, acute weight gain, diabetes mellitus,
exacerbation of diabetes mellitus, pancreatitis, cardiac problems and death. Furthermore,
Defendant has been aware of studies linking Zyprexa to these conditions since 1996 and
has known since at least 1999 that Olanzapine causes diabetes at a rate far in excess of
the risk of most atypical antipsychotics, yet has failed to fully and adequately warn the
State, physicians, and consumers of these risks.
7. At all times relevant to this action, Defendant has been responsible for, or

involved in, designing, manufacturing, marketing, advertising, distributing, and selling

Zyprexa.
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8. In 1996, the United States Food & Drug Administration (hereinafter
“FDA”) approved Zyprexa for use in the treatment of schizophrenia.

9. In 2000, the FDA approved Zyprexa for use in the short-term treatment of
acute mixed or manic episodes associated with bipolar disorder.

10.  In 2004, the FDA approved Zyprexa for maintenance in the treatment of
bipolar disorder, also known as manic-depression.

11.  Notwithstanding the limited uses approved by the FDA, Defendant
marketed, advertised, and sold Zyprexa for a number of non-approved or “off-label” uses
including, but not limited to, Alzheimer Disease, Geriatric Dementia, Tourette’s
Syndrome, Pervasive Developmental Delay, Autism, Anorexia Nervosa, and general
depression. This was in spite of the fact that no testing had demonstrated the safety or
effectiveness of Zyprexa for such uses. Lilly recognized that the small number of
psychiatric patients would provide an undesirably small market for the product. In a
continuing effort to illegitimately receive greater profits from Zyprexa, Lilly’s sales force
concentrated on primary care physicians, rather than psychiatrists, and focused upon
marketing and selling the drug as treatment for depression and anxiety, rather than the
psychotic conditions for which Zyprexa had been approved. To this end, Lilly employed
its immense marketing resources to encourage and promote sales for unapproved uses.
Lilly made this effort even though it knew Zyprexa was not approved for treatment for
those conditions.

12. Shortly after Defendant began selling Zyprexa, Lilly began to receive
reports of Zyprexa’s consumers developing hyperglycemia, acute weight gain, diabetes
mellitus, exacerbation of diabetes mellitus, pancreatitis, and other severe diseases and

conditions. These conditions occurred not only in patients with the psychiatric
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conditions for which Zyprexa had been approved but also in the non-approved or “off-
label” uses.

13, Beginning in 1998, scientific journals began to publish studies that
established a causal association between using Zyprexa and developing or exacerbating
diabetes mellitus (hereinafter “diabetes™) and the development of dangerously high blood
sugar levels, also known as hyperglycemia. Studies have consistently continued to find a
relationship between Zyprexa and these and other dangerous conditions.

14.  In April, 2002, the British Medicines Control Agency warned about the
risk of diabetes for patients prescribed Zyprexa. The agency reported forty known
incidents of diabetes, hyperglycemia, diabetic ketoacidosis, diabetic coma, and one death
among users of Zyprexa. Subsequently, the British government required Defendant to
warn consumers about the risk of diabetes and diabetic ketoacidosis, and further required
Defendant to instruct patients who were using Zyprexa to monitor their blood sugar
levels.

15.  In that same month, the Japanese Health and Welfare ministry issued
emergency safety information regarding the risk of diabetes, diabetic ketoacidosis and

diabetic coma for users of Zyprexa.

16. Defendant has failed to warn health care providers and consumers in this
country, including the State of Montana, about the true nature of the serious risks of
diabetes, hyperglycemia, diabetic ketoacidosis, and other serious conditions associated
with the use of Zyprexa.

17. The Defendant knew, or was reckless in not knowing, of the risks

involved in consuming Zyprexa. Furthermore, the Defendant has been aware of studies

and journal articles linking use of Zyprexa with these and other severe and permanent
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diseases since 1998. Defendant knew its drug Zyprexa was four times more likely to
cause consumers significant weight gain, hyperglycemia, and diabetes than any other
atypical anti-psychotic medication, except Clozapine, yet since 2003 has falsely told
health care providers and purchasers of Zyprexa that Olanzapine had a “comparable rate”
of diabetes with other atypical antipsychotics.

18.  Defendant failed to warn consumers, including those in the State of
Montana, its physicians and Medicaid recipients, of the dangerous and permanent health
consequences caused by the use of Zyprexa. In fact, Defendant instructed its
representatives to minimize and misrepresent the dangers of Zyprexa, affirmatively and
consciously placing company profits above the public safety. This is particularly true of
the prescriptions written for off-label uses. This failure to warn was designed and
intended to maximize company profits, even years after Lilly’s own experts were
internally questioning the safety of Zyprexa.

19.  Beginning in 1996, Defendant’s strategy has been to aggressively market
and sell Zyprexa by willfully misleading potential users about serious dangers resulting
from the use of Zyprexa. Defendant undertook an advertising blitz, extolling the virtues
of Zyprexa in order to induce widespread use. This marketing campaign consisted of
advertisements, telephone conferences, live conferences, direct promotional presentations
to doctors and other h ealthcare providers, and other promotional materials provided
directly to Zyprexa users. Defendant has also advertised the use of Zyprexa for off-label
uses, including geriatric dementia, pediatric symptoms, and for general depression.

20.  The advertising program sought to create the impression and belief by
consumers and physicians that Zyprexa was safe for human use, and had fewer side

effects and adverse reactions than other atypical antipsychotic medications. This was
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done even though Defendant either knew these representations to be false or had no
reasonable grounds to believe them to be true. By 2002, sales representatives of Lilly
were making 460,000 doctor visits per year and minimizing and obfuscating the risk of
Zyprexa daily.

21. The advertising program purposefully disguised the risks associated with
Zyprexa use, including serious illness and death. Lilly relayed only positive information
and relied upon manipulated statistics to suggest widespread acceptability, while at the
same time concealing adverse factual material (including, but not limited to relevant
information of serious health risks) from the State, physicians, and the general public. In
particular, the advertising materials produced by Defendant falsely represented the
severity, frequency, and nature of adverse health effects caused by Zyprexa. Further,
they falsely represented that adequate testing had been done on Zyprexa. In particular,
Defendant misrepresented that testing had been performed for off-label uses when, in
fact, no such testing had been done, and the FDA had not approved Zyprexa for such
uses.

22, As aresult of Defendant’s advertising and marketing campaign, Zyprexa
has become one of Defendant’s top-selling drugs and has been prescribed to over twelve
million (12,000,000) people worldwide. In 2003, approximately seven million
(7,000,000) prescriptions for Zyprexa were dispensed, resulting in more than two billion
dollars ($2,000,000,000) in sales. In 2003, Zyprexa was the seventh largest selling drug
in the country. In 2004, Zyprexa sales exceeded four billion, four hundred million
dollars ($4,400,000,000).

23. Shortly after Defendant began selling its product Zyprexa, it received

reports of Zyprexa’s users developing severe and harmful health conditions, including,
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but not limited to, hyperglycemia, acute weight gain and associated cardiovascular risks,
diabetes, exacerbation of diabetes mellitus, and pancreatitis. These reports further
confirmed known risks of Zyprexa. This information was knowingly withheld or
misrepresented to consumers in the State of Montana, physicians, and the general public.
This information was material and relevant to consumers, physicians and the general
public.

24. In making Zyprexa available to all consumers and Medicaid patients,
Defendant knowingly misrepresented to consumers in the State of Montana that Zyprexa
was as safe and effective as other atypical anti-psychotic medications. The purchase and
use of Zyprexa for Montana Medicaid recipients and Montana consumers was based
upon such representations by Defendant.

25.  The Montana Legislature has charged the Attorney General with the duty
to bring appropriate proceedings in court to remedy violations of the Montana FDCA.
Mont. Code Ann. § 50-31-505, Montana Consumer Protection Act, Mont. Code Ann.
§30-14-101 (2006), and the Montana False Claims Act § 17-8-403, et seq. It is the right
and duty of the Attorney General, if in his judgment he has adequate cause to believe that
unreasonable, extortionate, and excessive charges have been made for public service, by
any public service corporation, to institute proceedings whereby rights of state, exercised
in behalf of all the people, may be preserved and vindicated.

26. Zyprexa has been prescribed by Montana physicians to many consumers
in Montana and particularly to recipients of the Medicaid program of the State of
Montana. As a result of ingesting Zyprexa, consumers in Montana and Montana
Medicaid patients have suffered serious health effects, which now require further and

more extensive medical treatment and health-related care and services. For many of
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79.  Defendant knew or reasonably should have known through adequate
testing that the claims made to the State of Montana with regard to the safety and
efficacy of Zyprexa were false or incomplete, and misrepresented the material facts of
Zyprexa’s unsafe and defective condition.

80.  Defendant’s misrepresentations in this regard were done with the intention
of inducing the State to approve of the distribution of Zyprexa to participants in the
Montana Medicaid Program and Montana consumers for both approved and “off-label”
uses.

81.  As a proximate and legal result of Defendant’s fraudulent and/or negligent
misrepresentations, the State and its citizens, corporations, and other business entities
have suffered and will continue to suffer damages and is entitled to all the remedies and

damages provided by law.

FOURTH CLAIM FOR RELIEF
(Negligence)

82.  Plaintiff repeats and realleges the paragraphs above as if set forth fully
herein.

83. Defendant had a duty to exercise reasonable care in the manufacture, sale,
and/or distribution of Zyprexa, including a duty to ensure that users would not suffer
from unreasonable, dangerous, undisclosed, or misrepresented side effects. This duty
extends to the State of Montana as the party ultimately bearing financial responsibility
for Montana Medicaid patients.

84. Defendant breached this duty, as it was negligent in the testing, marketing,

manufacture, sale, and packaging of Zyprexa.

85.  As a direct and proximate result of Defendant’s negligence, the State of
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Montana and its citizens, corporations, and other business entities have suffered and will
suffer damages and is entitled to all the remedies and damages provided by law.

FIFTH CLAIM FOR RELIEF
(Violations of the Montana Food, Drug and Cosmetic Act: False and Misleading
Advertising)

86. Plaintift repeats and realleges the paragraphs above as if set forth fully
herein.

87. Since 1947, the sale of drugs within Montana has been regulated by the
Montana Food, Drug, and Cosmetic Act (Montana FDCA), Mont. Code Ann § 50-31-
101, et. seq.

88.  The Montana FDCA prohibits false or misleading advertising of drugs
within the State. Mont. Code Ann. § 50-31,501(1,5). A drug advertisement is “deemed
to be false if it is false or misleading in any particular.” Mont. Code Ann. § 50-31-107(1).
A drug advertisement is also deemed to be misleading if it fails to reveal material facts
about the consequences which may result from using the drug in the manner in which the
advertisement suggests that it be used. Mont. Code Ann. § 50-31-107(2).

89. In violation of the Montana FDCA, Defendant’s advertisements made
false and misleading claims to doctors and the public in Montana about the effectiveness
of Zyprexa.

90. As a result of Defendant’s violation of Montana FDCA, the State and its
citizens, corporations, and other business entities have been damaged and are entitled to
all the remedies and damages provided by law.

SIXTH CLAIM FOR RELIEF
(Deceit)

91.  Plaintiff repeats and realleges the paragraphs above as if set forth fully
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herein.

92.  In Defendant’s advertising and promotional materials, in its marketing
tactics in face-to-face meetings with doctors, in its press releases, and in its public
advertisements,

Defendant made suggestions of fact that Defendant knew were not true. Such conduct
constitutes deceit under Mont. Code Ann. § 27-1-712.

93.  Defendant, in its face-to-face meetings with doctors, in its press releases
and in public advertisements, suppressed facts about the severe and harmful dangers of
Zyprexa, such that, Montana doctors and the public were misled about its dangers. Such
conduct constitutes deceit under Mont. Code Ann, § 27-1-712.

94.  As a result of Defendant’s violation of Mont. Code Ann. § 27-1-712, the
State and its citizens, corporations, and other business entities have been damaged and
are entitled to all the remedies and damages provided by law.

SEVENTH CLAIM FOR RELIEF
(Unfair Trade Practices and Consumer Protection Act Claim)

95.  Plaintiff repeats and realleges the paragraphs above as if set forth fully
herein.

96.  Defendant represented that Zyprexa had characteristics, uses, benefits,
and/or qualities that it did not have.

97. Defendant represented that Zyprexa was of a particular standard, quality,
and grade suitable for consumption when in fact it was not.

98.  Defendant advertised Zyprexa with intent not to sell it as advertised.

99. Defendant engaged in conduct creating a likelihood of confusion or a

misunderstanding and which misled or damaged buyers of Zyprexa, including the state of
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Montana.

100. Defendant used misrepresentations or omissions of material facts with the
intent that others rely on the misrepresentations or omissions in connection with the sale
of Zyprexa.

101. Defendant’s conduct, as described above, constitutes unfair and deceptive
practices in violation of Mont. Code Ann. § 30-14-103.

102.  As a consequence of Defendant’s violation of Mont. Code Ann. § 30-14-
103, the State, its citizens, corporations, and business entities have been injured and

suffered damages and are, therefore, entitled to all the damages and remedies provided by

law.
EIGHTH CLAIM FOR RELIEF
(Unjust Enrichment and Restitution)
103.  Plaintiff repeats and realleges the paragraphs above as if set forth fully
herein.

104. Lilly engaged in a systematic campaign to over-promote the use of
Zyprexa, claiming it was safe and as, or more, effective than traditional, significantly less
expensive pharmaceuticals for depression and anxiety.

105. Lilly knew that Zyprexa causes or contributes to hyperglycemia and
diabetes and other adverse conditions in users and is no more effective than much
cheaper and safer drugs.

106. Lilly had a duty to the State Montana and to the citizens, corporations, and
business entities of the State to disclose all material facts about its products and to refrain

from over-promoting or falsely promoting its products as safe and more effective than

traditional non-steroidal, anti-inflammatory drugs when it knew that was not true.
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107.  As aresult of Lilly’s breach of this duty and the misleading suppression of
the truth about Zyprexa, Lilly has sold millions of dollars of unnecessary and over-priced
Zyprexa to the State of Montana and its citizens, which likely caused adverse
cardiovascular effects to the citizens of the State of Montana.

108.  Lilly has been unjustly enriched by its false, deceitful, and misleading
conduct to the extent that the citizens of the State of Montana and the State of Montana
have unknowingly paid excessive costs for Zyprexa when they could have purchased
significantly less expensive traditional pharmaceuticals that would have been equally
effective and without the severe cardiovascular risks of Zyprexa.

109. Asa result of Lilly’s conduct, the State of Montana and its citizens,
corporations, and other business entities have suffered substantial economic damages and

are entitled to damages and all other available remedies.

NINTH CLAIM FOR RELIEF
(Montana False Claims Act, 2006 Mont. Code Title 17-8-403, et seq.)

110.  Plaintiffs incorporate by reference and reallege all of the foregoing
paragraphs as if fully set forth herein. This Count is brought by the State of Montana
under the provisions of the Montana False Claims Act, 2006 Mont. Code Title 17-8-403,
et seq.

111.  Defendant Lilly at all times relevant to this action sold and marketed, and
continues to sell and market, pharmaceuticals, including Zyprexa, in the State of
Montana.

112. By virtue of the above-described acts, among others, Defendant Lilly
knowingly caused to be presented false or fraudulent claims for payment or approval, and

may continue to cause to be submitted false or fraudulent claims for payment or
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approval, directly or indirectly, to officers, employees or agents of the State of Montana,
for Zyprexa.

113. At all times relevant to the complaint, Defendant Lilly knowingly violated
the Montana False Claims Act.

114.  The amounts of the false or fraudulent claims Defendant Lilly caused to
be made to the State of Montana were material.

115.  Plaintiff State of Montana, being unaware of the falsity of the claims
caused to be submitted by the Defendant Lilly, and in reliance on the accuracy thereof,
paid and may continue to pay for improperly prescribed Zyprexa.

116. At all times relevant to the complaint, Lilly acted with the requisite

knowledge.

117. As a direct and proximate consequence of Defendant Lilly’s conduct, the
State of Montana has suffered significant, material financial damages in an amount to be
proved at trial.

118. The State of Montana would not have suffered these devastating losses
had the truth about Defendant’s marketing conspiracies been known.

PUNITIVE AND/OR EXEMPLARY DAMAGES

119. Plaintiff realleges and restates all matters alleged above.

120. At all times mentioned herein, Defendant knew of the defective and
dangerous conditions of Zyprexa. Defendant knew of its duties and obligations to
consumers to provide safe products to them and to warn such consumers of all known
dangers and defective conditions. Despite Defendant's knowledge of the dangers and

defective conditions inherent in Zyprexa, Defendant callously, recklessly, willfully and

wantonly failed to take appropriate steps to remedy the defects in Zyprexa or to warn
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users of said dangers, and in fact misrepresented the condition of the drug. The failure of
Defendant to remedy defects and to warn consumers was the result of its desires for
financial gain.

121.  Defendant mass produced, marketed and sold Zyprexa knowing of the
dangerous and defective condition. Despite its knowledge of defects, and despite the
extremely high risk of injury to users of Zyprexa, Defendant callously, recklessly,
willfully and wantonly disregarded the state of knowledge regarding the safety of the
drug. The refusal of Defendant to remedy defects was based on its pursuit of financial
gain.

122.  The aforesaid acts of Defendant constituted actual malice and fraud in that
it knew and intentionally disregarded the condition of the Zyprexa which created a high
probability of injury to consumers and deliberately proceeded to act in conscious or
intentional disregard or indifference to the high probability of injury and misrepresented
the condition of the vehicle to the general public.

123.  Pursuant to Montana law therefore Plaintiffs are entitled to exemplary
and punitive damages in an amount sufficient so that an example will be made of
Defendant to promote safety and to provide an incentive for Defendant and others so
situated to engage in safer design, testing, production and marketing practices.

PRAYER FOR RELIEF

WHEREFORE, the State of Montana, by and through Attorney General Mike
McGrath, prays as follows:

1. That the Court adjudge and decree that Defendant has engaged in the
conduct alleged herein.

2. That the Court adjudge and decree that Defendant’s advertising and
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promotion of Zyprexa was false and misleading in violation of the Montana FDCA.

3. That the Court adjudge and decree that Zyprexa violated Mont. Code Ann.
§ 27-1-712 and that the State of Montana and its citizens were damaged thereby.

4. That the Court adjudge and decree that such conduct is unlawful and in
violation of Mont. Code Ann. § 30-14-103.

5. That the Court, pursuant to Mont. Code Ann. § 30-14-142, assess civil
penalties of $10,000.00 against Defendant for each violation of Mont. Code Ann. § 30-
14-103 complained of herein and of Mont. Code Ann. § 17-8-403, ef seq.

6. That the Court, pursuant to Mont. Code Ann. § 30-14-131, enter an order
restoring to the State and to the citizens of the State all monies acquired by Eli Lilly and
Co. by means of its unlawful practices.

7. That the Court order Defendant to pay restitution which would restore the
State of Montana and the citizens of the State of Montana to the financial position that
they would have enjoyed absent Defendant’s false representa tions and promotion of
Zyprexa.

8. That the Court award the State of Montana treble damages pursuant to
Mont. Code. Ann. § 17-8-403, ef seq.

9. That the Court award the State of Montana its attorneys fees and costs.

10.  That the Court award the State of Montana punitive and exemplary
damages in an amount the Court deems just, necessary, and appropriate.

11.  That the Court order such other and further relief as the Court deems just,

necessary, and appropriate.

DEMAND FOR JURY TRIAL

Plaintiff demands trial by jury on all issues so triable.

Complaint — Page 27



Dated this é day of ~~ é‘[’,‘QOOT
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