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STATE OF SOUTH CAROLINA }
) IN THE COURT OF COMMON PLEAS
COUNTY OF SPARTANBURG )
)
STATE OF SOUTH CAROLINA ex rel Henry ) CIVIL ACTION COVERSHEET
McMaster, in his capacity as Attorney General
of the State of South Carolina
Plaintiff{s) ) :
) w-cr-a2-[555
V5. )
)
Eli Lilly & Company, Inc. 3
N - Defendant(s) )
(Pleasc Print} SC Bar #: 5996
Submitted By:john B. White, Jr. Telephone #: 864-5835-5100
Address: 178 W. Main St/Spartanbhurg, SC 29306 Fax #: §64-542-2993
PO Box 3347/Spartanburg, SC 29304 Other:

E-mail: IWhite@@spartanlaw.com

NOTE: The cover sheet and information contained herein neither replaces nor supplements the filing and service of pleadings or other papers
as required by law. This form is required for the use of the Clerk of Court for the purpose of docketing. It must be filled out completely,
__signed, and dated. A copy of this cover sheet must be served on the defendant(s) alonp with the Summons and Complaing.

DOCKETING INFORMATION (Check all that apply)

*If Action is Judgment/Setdlement do not complete
JURY TRIAL demanded in complaint. {"] NON-JURY TRIAL demanded in complaint.
This case is subject to ARBITRATION pursuant to the Circuit Court Alternative Dispute Resolution Rules.
This case is subject to MEDIATION pursuant to the Circuit Court Alternative Dispute Resolution Rules.
This case is exempt from ADR (certificate attached),

G0N

NATURE OF ACTION (Check One Box Below)

s :
Contracts Torts - Professional Malpractice Torts - Personal Injury Rea) Rmpért_y’ R

" Constructions (100) 1 Dental Malpractice (200} M AssaulvSiander/Libel (300} [ Claims & Dcilvt:n; @00y,
)} Debt Collection (110) [0 tLegal Malpractice (210) [3 <Conversion (310) 0 Cnndcmn‘gnmi(mo) MR
] Employment (120) [71 Medical Malpractice (220) [0 Moteor Vehicle Accident (320) [0 Foreclosuze (4509 i
[T  General (130) [1  Other (299 [J  Premiscs Liability (330) 1 Mecharie’s Lier (430) 371
[T  Breach of Contsact (140) . [ Products Liability (340) (1 Panitiongeddn) 3= <70
[ Other (:99) [J Personal Injury (350) [1 PossessiBAY4SOT~ & -2

o [ Other (399) [0 BuildingClde Villation 6oy

Y Other (4997 2’3‘ -0
Inmate Petitions Judgments/Setilements Administrative Law/Relief Appeals
M PCR{500) 1 Death Setilement (766) {3 Reinstate Driver’s License (800) I} Arhitration (900)
I Sexual Predator (510) 1 Foretgn Judgment (710) {7 Judicial Review (810} [l Magistrate-Civid (910)
1 Mandamus (3520) ] Magistrate’s Judgment (720 "} Relief (820} 3 Magisirate-Criminal (920)
[ Habeas Corpus (530} M Minor Setlement (730} [1  Permanent Injunction (83() [ Mumicipal (8303
1 Other (599) O Transcript Judgment (740) [T} Forfeiture (840} 3 Probatc Coust (9403
[ Lis Pendens (750} 1 Ouher (859) [ sepor osm
[ Other {799 o 1 worker's Comp £960)
e 1 Zoning Boand (970)
1 Adminstranve Law Judge (980}
SpecialCemplex /Other T Public Service Commission {990}

! :rvironimental (600) X Pharmaceutcals (6303 [ Emplovment Secomy Comm (991}
M Awmamobile Arb. (6105 1 tiefair Trade Practices (640} 1 ther 1999
i Medical (5203 [V Oher (5993 S

Submitting Party Signature: Irate:

Note: Frivoloes civil procesdings maySee-etibiect to sanctions pursaant to SURCP, Rule 11, snd the South Carelina
Frivolous Civil Proceedings Sanctions Act, S.C Code Ann. 13236 10 21 sec

SCCA Y 234 (504 %—?’{agé“ﬁf bl
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**FOR MANDATED ADR COUNTIES ONLY

SUPREME COURT RULES REQUIRE THE SUBMISSION OF ALL CIVIL CASES TO AN ALTERNATIVE
IMSPUTE RESOLUTION PROCESS, UNLESS OTHERWISE EXEMPT,

You are required to take the following action(s):

1. The parties shall select a neutral within 210 days of filing of this action, and the Plaintiff shall tile a
“Stipulation of Neutral Selection™ on or before the 224" day after the filing of the action. If the parties
cannot agree upon the selection of the neutral within 210 days, the Plaintiff shall notify the Court by filing
a written “Request for the Appointment of a Neutral” on or before the 224™ day after the filing of this
action. The Court shall then appoint a neutral from the Court-approved mediator/arbitrator list.

2.

The initial ADR conference must be held within 300 days after the filing of the action.
3. Case are exempt from ADR only upon the following grounds:

a. Special proceeding, or actions secking extraordinary relief such as mandamus, habeas corpus, or
prohtbition;

Cases which are appellate in nature such as appeals or writs of certiorari;
c. Post Conviction relief matters:

d. Contempt of Court proceedings;

e. Forfeiture proceedings brought by the State,

. Cases involving mortgage foreclosures; and

g. Cases that have been submitted to mediation with a certified mediator prior to the filing of this
action,

4. Motion of a party to be exempt from payment of neutral fees due to indigency should be filed with the
Court within ten (10) days after the ADR conference had been concluded.

Please Note: You must comply with the Supreme Court Rules regarding ADR.

Failure to do se may affect your case or may result in sanctions. T
i . i
-y - -
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T .
E’: e Y
A=
v ]
(=)

** Florence, Horry, Lexangton, Richiand, Greenville, and Anderson

SCOA 7234 {5704y
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STATE OF SOUTH CAROLINA ) INTHE COURT OF COMMON PLEAS

COUNTY OF SPARTANBURG )} FOR THE SEVENTH JUDICIAL CIRCUIT

STATE OF SOUTH CARCLINA

ex rel Henry McMaster, in his capacity
as Attorpey General of the State of
South Carolina,

SUMMONS

) Case No.: 07-CP-42- [855

}

)

J

)

)
PLAINTIFF, )

)

V. 3

)

ELI LILLY & COMPANY, INC. )
)
)

DEFENDANT.
- )

TO THE ABOVE NAMED DEFENDANT:

You are hereby summoned and required to answer the Complaint in this action, a
copy of which is attached hereto and herewith served upon you, and to serve a copy of
your answer to same upon the subscribed at 178 West Main Street, Post Office Box 3547,
Spartanburg, South Carolina 29304, within thirty (30) days after the service of same,
exclusive of the day of such service. If vou fail to answer same within thirty (30) day

period, the Plaintiff will apply to the Court for the relief demanded therein and judgment
will be taken against you be default.

Lottt

5C Rar #: 5996

PO Box 3547 =

Spartanburg, South {arolina 29304 ¢ <
{

May 2.4 .2007 J o

L,....n L owd
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STATE OF SOUTH CAROLINA v INTHE COURT OF COMMON PLEAS

COUNTY OF SPARTANBURG ) FOR THE SEVENTH IUDICIAL CIRCUIT

STATE OF SOUTH CAROLINA )
ex rel Henry McMaster, in his capacity )
as Attorney General of the State of ) g6
South Carohina, 3 _ _,(1L - 5
y Case No.: }607 CP Z /
PLAINTIFF, 3 ~2
) vl
V. ) SO
3 oy %
ELI LILLY & COMPANY, INC. ) = O
) S =
DEFENDANT. 3 e
R o
—) G ooy
o _

CIVIL ACTION COMPLAINT

The State of South Carolina, Plaintff herein, by and through its Attorney General (“the
State™), according to law and equity, and as parens pairiae. brings this action on behalf of the
State Medicaid program, the South Carolina Department of Mental Heaith (“*SCDMH™} and the
South Carolina State Employees Health Plan (“SHP”) as injured purchasers and/or reimbursers
of prescription drugs. Under the South Carolina Constitution and other positive law of the Staze,
mcluding South Carcling’s common law and including, among other laws, S.C. CODE ANN.
§§43-7-20, el seq., 39-5-10, et seq., and 1-7-10, et seq., the State 1s responsible for, and has a
duty to protect, the health, safety and welfare of 1ts citizens. The State is further entitied to bring
these actions pursuant to 42 U.S.C. §1396, e seq., also known as the Social Security Act,
Chapter 7, subchapter XIX, entitled Grants to States for Medical Assigtance Programs. The Suate
seeks to abtain compensatory, punitive and other darages, restitution, civil penaltics, injunciive

and other eyuitable rehiel agamst Defendant Eh Lilly & Company, 1ne, {mﬂdani 3, 48 TROTE

fully set forth below and, i support the ENG{&EEE
B COURT
Cg AR ;",f’? K;'i*-
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PARTIES
1. The plaintiff 1s the State of South Carohina, with this suit being brought by 1ts

Autwomey General, Henry MoMaster, in the State’s capaaily as sovereign, m ils propretary
capacity, and in a parens patriae capacity on behalf of the Department of Health & Human
Services, SCDMHM and the SHIP.

2. The Attorney General 1s statutorily authorized to mitiate and maintain this action,
and does so, pursuant to S.C. CoDE ANN. §1-7-40, the South Carolina Unfair Trade Practices
Act, S.C. CopE ANN. §39-3-50 and S.C. CObDE ANN. §43-7-60(E)Y, 90. This action 1s also
maintained pursuant to the Attorney General’s common law parens patriae powers.

£ Defendant is a corporation organized and existing under the laws of the state of
Indiana  with its  principal place of business located at Lilly  Corporate  Center
Indianapolis, Indiana 46285, Lilly 1s authonrzed to conduct business in South Carohing, and 1ts
registered agent for service of process is National Registered Agents, Inc., 2 Office Park Cr,,
Columbia, South Carolina 29223,

4, The acts alleged to have been done by Defendant herein were authonzed, ordered

C . o . e H2 Iy
done and/or ratified by Defendant's officers, directors, agents, employees or representalivés =77

5 o

while engaged in the management, direction, control or transaction of Defendant’s husimess
f LA

affairs. ( \:
Loe
JURISDICTION & VENUE G g
1 -

(o]
The junsdiction of this Court 15 founded upon S.C. CONST. ANN. ART. V. §11

LA

which gives the Circunt Court general junsdiction over civif actions,
6. This Court has personal junsdiction over Defendant because Defendant does

busmess 1 Souwth Carolisg andfor bas the requisite mimimuem contacts with South Caroling
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necessary o constiutionally permit the Court to exercise junsdiction with such wnsdiction also
being within the contemplation of the South Carofina “long arm” statute (S.C. CoDE ANN. §36-2-
803).
7. Defendant did, ndividually or in conjunction with others, rescarch, develop
manufacture, create, design, test, label, steniiize, package. distribute, supply, market, sell
promeie, advertise, warn and otherwise distnbute Olanzapie (“Zyprexa”) in South Carolina and
specifically in Spartanburg County.

8. Venue in this Court 1s proper pursuant to the Rules of the South Carolina Supreme
Court and the South Carolina Code.

INTRODUCTION

9. This is an action 1o recover funds expended by the Stawe in providing medical
treatment o Medicaid, SCDMH and SHP participants suffering from Zyprexa-related illnesses

and to recover funds expended i purchasing Zyprexa for uses not covered by the State's
Medicaid, SCDMH and SHP programs. Many of the details and eritical facts related to
Defendant’s scheme are exclusively known by Defendant.

10. The State secks reimbursement of funds expended by South Carolina pursuant to

] ey

the Medicaid program, the SCDMH and its State Employees Health Pian (SP{?)T?EL‘:&[MC{S ]

regquited by 42 U.S.C. §1396a(2)(25¥A)L(B) to take all reasonable measures to asce ;ﬁn the legal .. ;
N

frability of third parties to pay for care and services avallable under the z’\r’icdicaidg‘icz,?@m o7

Pl [0
seek reimbursemernt to the public fund o the exient of such legat Hability. S o
an -
t1. The State seeks 1o recover damages toats SHP. The SHP 15 a Swuate-sponsored

program thal admimsters prescnption drug benefits for the State’s SHP participams. The South

Carclina Budget and Controi Board aversees the SHP, which currently covers approximately
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350,000 individuals. The SHP reimburses pharmacies, doctors and hosprtals for prescriptions
written for and dispensed to SHP partucipants,

12, The State seeks o recover damages to the SCDMHMH. The SCHMH s a State-
sponsored program that purchases Zyprexa for the State’s mental hospitals, chaies and centers,
jomt State and community sponsored mental health climes and centers and facilities for the
treatment and care of alcohol and drug addicts. The SCDMHE s a direct purchaser of Zyprexa for
patienis under its care.

13, The State has discovered that Defendant has engaged m a protracted and willful
course of corporate misconduct and misrepresentation i violating numerous Stale laws, and in
actionable breach of the duties owed to the State and its citizens. Defendant has concealed its
wrongdoing from the State,

14, The State brings this action exclusively under the common law and statutes of the
State of South Carolina. No federal claims are being asserted and to the extent that any claim or
factual assertion set forth herein may be construed to have stated any claim under federal law,
such claim 1s expressly and undemably disavowed and disclaimed by the State.

15, The claims asserted herein are brought solely by the State, and result from the
damages incurred by the State itself and are wholly independent of any claims that individual
users of Zyprexa may have against Defendant,

6. Defendant manufactures Zyprexa and promotes the drug to physicians m Sowh

Carolina. For years, the State has incurred significant expenses assocnited with the provison of..

- i i
necessary heaith care and other assistance necessary under s Medicad, SCDMET and SHP )

programs to cilizens who suller, or who have suffered. from Zypresa refated injuries; diseases-or 5 - -

(“: T
sickness, ST
(O T

[0
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APPLICABLE STATUTORY FRAMEWORK

7. The State participates i the Medicaid program to promote the general welfare of
1ts citizens and meet the spectiic objective that adequate and high quainty health care 1s avaiiable
1o those South Carolina crazens who cannot afford it

18 Under the Medicard system, whether the use of a drug 13 medically necessary 1s
material 1o the State’s decision to retmburse for the prescription. The State does not intend to
reimburse providers for drugs whose uses are medically unnecessary or are likely to result in
adverse medical cutcomes.

19.  Defendant 1s deemed to be on notice of Medicatd regulations regarding the scope
of prescription drug reimbursement. Defendant has a duty to prevent non-medically necessary
prescriptions for Zyprexa from being submitted to Medicad lor roimbursement.  Upon
information and belef, Defendant breached this duty by knowingiy causing prescriptions for
non-medically necessary uses of Zyprexa to be submitted 10 Medicaid for reimbursement.

20.  S.C.CoDE ANN. §43-7-60 provides as follows:

(8) It is unlawiul for a provider of medical assistance, goods, or services to
knowingly and willfully make or cause to be made a false claim,
statement, or representation of & matenal fact: (1) in an application or
request, including an electronic or computer generated clamm, for a henefit,
payment, or reimbursement from a state. .agency which administers or
assists mn the administration of the state’s medical assistance or Medicaid
program, or (2) on a report, certilicate, or similar document, mcluding an
clectrome or computer generated claim, submitted o a state...agency
which administers or assists in the administraiton of the state’s Medicaid: s

. - . . e s R i
program In order for a provider or facility o qualify or remain quadified
under the state’s Medicaid program to provide assistance, coods, of -

services, of recetve renmbursement, pavment, or benefit for thus sssis@nee
goods or services S

() It 1s unlawiul for o provider of medical assistance, goods, or scf icpE
: Sey .. ) [ -
knowmgly and willfully to conceal or futl 1o disclese any matenalfacts

. ) A [ S
event, o transaction which affects the: é:',r\ *

B
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a. Provider’s il or continued entitlement to payment, retmbursement,
or benefits under the state’s Medicand plan; or

b, Amount of payment, reimbursement, or benefit to which the provider
may be entitled for services, goods, or assistance rendered.

For purposes of this subscction, each fact, event, or transaction concealed or not
disclosed constituies a separate offense.

{E) In addimon to all other remedies provided by law, the Artormey General

may bring an action to recover damages equal to three umes the amount of
an overstatement of overpayment and the court may impose a civil penalty

of two thousand dollars for cach false claim, representation, or
overstatement made to a state. . agency which administers funds under the
state’s Medicaid program.

21. As persons receiving payment, reimbursement and/or benetit for services, goods
or assistance rendered under the State’s public assistance program, Defendant 18 a provider
within the meaning of S.C. CoDE ANN. §43-7-60(AX1). According to the South Carolina
legistature, the purpose of Medicaid Fraud Act is to preserve the integnity of the Medicaid
Program by providing a statutory deterrent to any person or entity causing the submission of
inappropriate cfaims to the Program.

22 The State of South Carolina, as 1s rue of many states, lacks a practical means of
ensuring that cach prescription for every drug constitutes a medically necessary use of that drug,
The State thus relies on persons or entitics receiving payment and benefits to turn square corners
in therr dealings with the Medicaid, SCDMH and SHP Programs. Nevertheless, this tack of
practical ability represenis a loophole in the scheme of the Medicard, SCDMH angd SHP

Programs.

Defendant has recognized and aggressively exploited this loophole i‘g’ﬂ;})iwd,;\v;iys.

DI

First Defeadant has engaged n a direct, sHegal, natonwide program of promotion ofiihe use of

Zyprexa for non-medically necessary uses. Defendant has conducted this program df brogsotion
T
senerally reimbursed by the State Medicaid, SEBMH

fa

knowing that presenptions for Zyprexa are
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and SHP programs even though prescriptions for non-medicaily necessary uses of Zyprexa {all
ouwtside the coverage of state programs.

24, Second, since the incepnion of their promotion of Zyprexa, Defendant has {alsely

represented to the State, and to the public in general, that Zyprexa is safer and more effective
than less expensive, first generation antipsychotics.
25. Finally, Defendant’s faiture to provide an adequuate warming of the nisks of using
Zyprexa has compromised the general health and welfare of South Carolina cinzens. The State,
in its common law duty to act as parens patriae, thus has standing to recover its necessary costs
of treatment of South Carohina citizens resulting from Zyprexa-related imuries for which
Defendant is liable.

ZYPREXA'S CLINICAL PROFILE

26. In September of 1996, the FDDA approved Zyprexa oral wablets for use in the
treatmnent of adults with schizophremia at a target dose of 10 mg/d. In 2001, “yprexa tablets were
approved for treatment of adults suffering from acute manic episodes associated with bipolar 1
disorder in doses up to 20mg/day. In July of 2003, Zyprexa tablets were approved for the short-
term treatment of adults suffering from acute manic episodes associated with Bipolar T Disorder,
in combination with lithiumn or valproate, with recommended doses of 10-20 mg/d. In January of
2004, Zyprexa tablets were approved [or Jong-term treatment of adults with bipolar 1 disorder in

doses up to 20 me/day.

o5 o0
i aov
27. There 1s no leginmate scientilic support {for any use of Zyprexa by &.szd.r(:l ué [
B 1 N . S g g \ f”",’ e . s |
trealment of adults with depression, anxiety, ADD, ADHD, sieep disorders, anger m&mwdgg enti e

mood enharcement or mood stablization. o
£

&2
(S22
oh
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28, Schizophrenia s one of the most complex and challenging of psychratne
disorders. It represents a heterogencous syndrome of disorganized and bizarre thoughts,
delusions,  halluciations, inapproprnate  affect and impaired  psycho-socal  functioning.
Fenrunately, schizophrenia 1s somewhat rare, occurring mn only about 1% of the population.

29. There are many clinical presentations of schizophrenia.  Despite common
misconceptions of schizophrenia as a “split-personality,” i fact schizophrenia s a chronic
disorder of thought and affect. The Diagnostic and Statistical Manual of Mental Disorders, 4th
edition, {DSM-IV) assigns a diagnosis of schizophrenia when a patient suffers two or more of the
following characteristic symptoms: delusions, hallucinations, disorganized speech, grossly
dhisorganized or catatonic behavior and negative symptoms. 1

30. Although the etiolegy of schizophrema s unknown, research has demonstrated
various abnormalities in schizophrenic brain structure and function. The cause of schizophrenia
is hkely multi-factorial, that is. multiple pathophysiologic abnormalities may play a role in
producing the similar but varying clinical phenotypes we refer to as schizophrenia.

31 Since the discovery of the effects of antipsychotics, such as chlorpromazine in the
19305, and the observation that traditional anti-psvchotic drugs are post-synaptic dopamine-
receptor antagonists, the hypothesis has emerged that dopamine hyperactivity underscores the
neurochermical basts for the pamary symptoms of schizophrenia.

32. {ver the years, treatment of schizophrenia has relied on antipsychotic drugs that

- e . 3 . 5 - ~ Py
target dopamine D2 receptors. The many antipsyehotic drugs mtroduced dunng the. follewing -
b i N R

COnly one of these ontersa are redpaned 1 delusions are brzave o of hallucmons consist of

T DA OF IO VORI O

srsitg with ¢

i as{?‘ac;a‘"}' o Cﬂi?'{*u
3515 o schizaphrenia ctrve or sweod diserder must be cacladed, and the dhisorder mast WE?;"'C due 167
medical dsorder o substinge use o
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decades were mncreasingly potent, as medicinal chemists improved the drugs’ affinity for the D2
receptor.

33 The tradiional or “typieal” antipsychotics include chlorpromarzing {Thorazine),
fluphenzine  (Proxilin}, halopendol  (Haldold, loxapine (Loxitane), molindone tMoban),
mesoridazine (Serentil). perphenazine (Trnlafon), thiondazine (Mellani), thiothixene (Navane),
and tnfjuoperazine (Stelazine).  Unul the early 199607s, the typical antipsychotics were the
common drug therapy for schizophrenia.

34 Although there were many traditional antipsychotics, the efficacy of these drugs
was similar because they all had similar mechanisms of action. A troubling side effect of typical
antipsychotics was that the blockage of dopaminergic neurolransmisston in the basal ganglia
caused extrapyramidal syndromes (EPS) such as parkinsonian effects. A long-lasting movement
dhisorder, tardive dyskinesia, also occurred with prolonged treaiment,

35. By the 1980s, clozapine was being investigated for the treatment of schizophrenia
on the theory that it might be more effective and cause less movement disorder than other
antipsychotics.  However, the potential of clozapine to cause toxic side effects, including
agranulocytosis, hmited s prescription to about 10 percent of persons with schizophrenia.

ZYPREXA’S SAFETY PROFILE

36. During the 1990’s pharmaceutical companies, acting on the “atypical” hypothesis,
mtroduced newer drugs attempting to capuure the enhanced therapeutic effect of clozapine
without s wxaeny and without the mereased EPS caused by traditional antipsychotics. "Before

1993, the only atvpreal antipsvehote n the Untted States market was clozapine, and dae 1o i1s

[ s
toxicity 1t had very e market share. Ten years later, atvpical antipsychouces suchias #¥prexa
o
oo
i 3
oy e}
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would account for about 90% of all antzpsychotic drugs prescribed for alf psychiatric purposes,
regardiess of whether they were approved for those mdications.
37, The atypweal antipsychotics include clozapime (Clozanl), Zyprexa, quetiapine
(Seroquel), Rispendone (Risperdal), anpiprazole {Alliy), and ziprasidone (Geodon), and are
considered the second-generation antipsychotics (SGA).

38. In part, this fawsuit descnbes how Defendant achieved, through a series of
unfawlul acts and practices, the largest Untied States market share for atypical antipsychotics.

Medical literature dating as far back ag the 1950s, and Defendant’s own pre-

39,
clinical studies of Zyprexa, demonstrated that Zyprexa, hike older antipsychotic medications, had

the potential to cause diabetes, diabetes-related injuries (e.g. weight gain and hyperglycemia),
cardiovascular and cerebrovascular complteations, and other severe adverse cifects. By the time
Zyprexa was first marketed, the neurochemical bases for the efficacy and side-effects were
generally known to Defendant, 1.e., effects on dopamine, serotonin, and histamine systems in the
brain. Therefore, prior to marketing Zyprexa, Defendant should have been concerned about
Zyprexa causing neurological problems, weight gain, diabetes, pancreatitis, hyperglycemia,

cardiovascular complications, and metabolic syndrome. And vet Zyprexa’s original label, and

ali label changes until 2004, did not adequately wam of these adverse effects

Zyprexa's pre-marketing clinical trials did not support an assertion that it was less
Lipon

40.
ikely to cause extra pyramidal symptoms (“EPS™) than traditional antipsychotics.

mformanon and behel, Defendant’s tnals were designed 1o produce similar rates of CPS i

pauents sorted mto placebo groups and thoese taking Zyprexa. In order 10 produce their desired

rey

- . ;- . : e o e

result, Defendant sclected patients for the placebo groups that were already m tle comse of ™ 7

STooEw

treatment with high deses of typread antipsychohics, oo i
™
o
s Em
P iy

s

<y ’ —Qi,



7:07-cv-01875-HMH Date Filed 07/06/2007  Entry Number 1-2 Page 15 of 49

41, The mamfestation of EPS 1« patent taking antipsychotic drugs 18 largely dose-
dependent. In other words, the larger the dose, the more bkely EPS become.  Further, patients
that develop EPS generally continue to expenence EPS {for months, even after discontinuing
antipsychotic drug rreatment. Because of this, patients in Defendant’s placebo groups continued
to experience EPS at the rate at which they had expenenced EPS while on antipsychotic drug
treatment hefore partcipaung m the tnals. Meanwhile, patients in the Zyprexa group predictably
developed EPS at the rate to be expected 1n a population tuking antipsychotic medication, a rate
which essentially matched the placebo group.

42. Based on the similar levels of EPS in the placebo and Zyprexa group, Defendunt
claimed, m their marketing, that patients taking Zyprexa were as likely 10 develop EPS as
patients taking nothing and thus less likely 1o develop EPS than patients taking traditional
antipsychotics.

43, Despite having becn on notice, for years, of the potential for deadly diabetes-
related side effects, Defendant opted for the bare minima of chinical trials, of limited duration,
such that no side effects were likely to be revealed.

44. Defendant had actual knowledge that Zyprexa causes weight gain, which
stgnificantly increases a patient’s nsk of contracting diabetes.  Despite such knowledge,
Defendant failed o include a Warning of the potential for weight gain and the possible
devetopment of diabetes as a result of the use of Zyprexa m s US. labeling for vears. In fuct,
Defendant conceaied the true sufety profide of Zyprexa from patients from 1997 unul 2004

Fven then, Defendant did not warn citizens of the Swate of the nsk of diaberes associated with

. T
i RIS . L ‘ z
APTEX. -
s ~ - e
e . H
Tl -
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[ T —
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45 Upon information and behief, long before case reports in peer-reviewed medical
hiterature hecame known to the yeneral medical public, Defendant was aware of Targe numbers of
diabetes-related adverse events associated with Zyprexa,

46. For example, an analysis of the number of Adverse Event Reports (TAERS™) over
the first four years ol Zyprexa’s market life shows nearly 200 AERs after 2 years, 400 AERs
after 3 years, and nearly 600 diabetes-related AERs in Zyprexa’s fourth year of distribution.

47, The number of reports of AERS is a very conservative representation of the actual
number of APRs actually occurnng. It is well understood that adverse drug event reports
represent between 1% and 10% of the total estimated population of all complications. (See
Physician Knowledge, Attitude and Behavior Related to Reporting, Archives of Internal
Medicine, 1988: 148, 1589-1592; Underreporting of Hemorrhagic Stroke Assoctated with
Phenylpropanolamine, 286 (24) JAMA (2001} Rhode [sland Physician’s Recognition and
Reporting of Adverse Drug Reactions, RI Medical Journal 1987: 70:311-316.}.

48, The reality of under-reporting 15 due mainly to the fact that the adverse event
reporting system in the LS. is a voluntary system (fe. doctors are under no obligation to report
an adverse event). As a result, the number of reported adverse events must be multiphed by a
factor of between 10 and 100 in order to arfive at an accurate estimale.

49, After adding the unreported adverse events tor Zyprexa to the above figures, the

rrue number of dinhetes-related adverse events {rom market mtreduction i 1996 o vear end

Wl
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500 Defendant did not entirely ignore the reports of adverse events concernming
diabetes and elevated glucose leveis. Rather, it implemented marketing strategies that blamed
diabetes and hyperglycemia on the schizophrenic population at large, rather than on Zyprexa
Thus, upon wmformation and belief, despite the fact that Defendant’s own internal studies and
adverse event data revealed that Zyprexa increased the nsk of diabetes, even among
schizophremcs, Defendant refused to adequately wamn patients of this known nsk. At the same
ume, Defendant affirmatively nmusrepresented that the mcidence of diabetes assocated with
Zyprexa was due only to background incidence inherent in the schizophrenic population.

51 Less than seven weeks after Zyprexa's approval, Defendant faced charges that it
wag suppressing side effects. The FDA sent a letter 1o Defendant on November 4, 1596
outhming labehing pieces and promotienal activities considered to be “false or musleading, and in
violation of the Yederal Food, Drug, and Cosmetic Act” by the Division of Drug Markcting,
Advernsing, and Communtcanons ("DDMACT.

52. According to the agency, the promotional campaign lacked “appropriate balance,
thereby creaung a misleading message about Zyprexa™ in that the pieces “emphasize efficacy but
do not provide sufficient balance relating to adverse events and cautionary information.”  In
addition, the materials did not “adequately or prominently discuss several important adverse

events specifically sefected for emphasis in the approved labeling”, including weight gain. In

.

conclusion, the fetter stated that the labeling pieces “present o misteading impression of Zyprexa
)

as a superior, highly cffective, virtually free of side effects, vasy to use product. This Iimp

5
4

s contrary 1o the approved fubehng ™
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53 The FDDA's letter specifically referenced an interactive teleconterence conducted
hy Dr. Gary Tollefson, Vice Prestdent of Lilly Rescarch Luaboratories, on October 2, 1996 - two
days after FDA approval. The letter states:

When asked a question about weight gamn, Dr. Tollefson’s

response misleadingly wimed an sdverse event into a therapeutic

henefit. He states, “So we went back and analyzed our data and

saw that the vast majority of weight gan reported mually as an

adverse event, 1n fact, was weight gamn occurring in patients who

had baseline before staring treatment, had been below their ideal

body weight. So we really look at this in the majority of patients

as heing part of a therapeutic recovery rather than an adverse

event. That data [ think was fairly compelling because 1t was

included in our fabeling.

54.  The information on weight gam was indeed mncluded in the approved labeling, but
as an adverse cvent, not a therapeutic benefit. Since the product was approved at the time of this
teleconference, Dr. Tollefson knew or should have known what information the approved
labeling contained and in what section 1t appeated.  His statements were therefore false and
misieading. Further, Dr. Tollefson’s musrepresentations about weight gain on the phone
conference were helted by Defendant’s own study’s conclusion.  Tollefson claimed that the

weight gain was mostly observed n patients whose weights were abnormally low before taking

Zyprexa, hence the alleped therapeutic effect.  However, upon information and belief,

3 -
Defendant’s own study in 1993 concluded that “weight gain was ¢vident and uniforniin all™ =
subjects, with an average weight gain of nearly 9 pounds over the study durghon®<
e (]
Soen

Tollefson’s interacuve telephone conference 1s an cene and carly tlustration of the
i

misrepresentations and data manipulations concerning the sks and benefits of '/ff.gépu, thar. "

L € T

_ : oy

Defendant has continued to report for more than a decade. )
35 Moreover, the FDA complamed that the October 1, 1996 teleconference had

Spresented @ wisleading tmipression of Jyvpresa as a supenor, highly effective, virtually free of
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side effects, easy to use product.” Dr. Tollefson had said that olanzapine had no Parkinson’s-hike
side effects: "We're very pleased that the Jabeling in the US. will show by objective rating
seajes that both Parkinsons like side effects and restlessness or Acathista, the incidence across all
doses of Zyprexa was comparable to placebo.  That 1s essentally this drug did not induce
persisient Parkinsonian probiems.” And: “|Wle've been able to show that there Is a staustically
and significantly lower madence of this neurological {Tardive Dyskinesial side etffect with
Zyprexa than with conventional drugs.” Not only was this a clearly deceptive analysis of the
clintcal mal results, years later Lilly admitted on its “"Patient Information Sheet Revised
(4720057 for Zyprexa that it could “cause serious problems such as . . A movement problem
called tardive dyskinesia (TH).”

56. In the October I, 1996 conference call, Dr. Tollefson announced that prolactin
would not be a problem: “In our tabeling it will be clear that Zyprexa 18 not assoctated with these
persistent, high long term elevations of prolactin . . .7 As a major selling point, Dr. Tollefson
pointed out that olanzapine was distinct from its competitors because it required no blood
monttoring “{Wjith some of the other agents, such as Clozapine or clozanl that you may be
familiar with, of course there are prerequisites for blood monitoring on a weekly basis because of
some of the safety concerns with those drugs. Of course this is very troublesome to patients and
very costly. We're very pleased that we have no requirements for any type of blood monitoring
with Zyvprexa.”

57. Lpon mmformation and behef, Defendant beheved, as carly as 1996, tat hlood

Py

R A
glucose monitoning should be recommended for patients on Zyprexa. Nevertheless, i aliowed s -
spokesman, Dr. Toliefson, to distinguish Zyprexa from ity competitors as a treatmen? Optgg that. s

-

R fdti

LA



7:07-cv-01875-HMH Date Filed 07/06/2007  Entry Number 1-2 Page 20 of 49

did not require monttoring, leaving the impresston that Zyprexa was less expensive to prescrbe
thun other anfipsvchotics becasuse i did not require blood momtoring.

S8, Dr. Tollefson cononued: “Lastly T think particularly tmportant to the presenber
and patient, unlike make [sic] of the anti-psychotics current!y in the marketplace that reguire the
prescriber to start with very low doses that are subtherapeutic because of safety concerns then
gradually work the patient nto a therapeutic range where they can begin 1o get benefit, Zyprexa
will have a starting does [sic] on day one of ten muilligrams, which is also an effective therapeutic
dose. So the bottom line is, there i1s no need for this historic, mandatory titration of drug. We can
start with the therapeutically clicctive does {sic] on day one.” By contrast, however, Lilly’s
official label says that patients shoutd commence with 2.5 to 5 mg on day one.

59. From the inception of Zyprexa's marketing, and with full knowledge of
Defendant’s highest exccutives, scientists and medical officers, Lilly engaged in systematic
overpromotion of Zyprexa, by exaggerating benefits, especially In non-medically necessary uses,
and wnderstating risks.

a0 Defendant endorsed. adopted, and repeated Dr. Tollefson’s misteading starements
to physicians about Zyprexa. In an October 1, 1996 press release utled "Lilly’s Zyprexa
{olanzapine) Cleared for Marketing for Treatment of Psychotic Disorders” issued by Lilly press
spokesperson, Lont Reberts, Defendant said that Zyprexa had “ne requirement for blood
monitonng and a therapeutic starting dose without a requirement for titration for most patients,”

quoting Dy Gary Tollefson, VE of Lilly’s Research Laboratories and “head of the olanzapie

heavywelght team.” Turther, the press release promised that “Zyprexa patients will not hiwe (o -

s iy

submit to weekly blood momtonng was.” AT
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61,

Defendant never provided a promment warning aboul the mncreased risk of
i P g

diabetes and hyperglycemia and of the need to provide baseline diabetes screening and glucose

monitoring. A warming did not appear unuitl 1t was forced by the FDA i mid-September of 2003,

62,

On September 11, 2003, the FDA nformed all manufacturers of atyprcal

antipsychotic drugs, mcluding Defendant, that due to an increasing prevalence of diabetes-

related illnesses associated with this class of drugs, that all labeling must bear the following

fanguage in the Warnings section:

physictans a “Dear Doctor Letter™ advisig of the now wamings.

Hyperglycemia, 1n some cases extreme and assoctated with ketoacidosis or
hyperosmolar coma or death, has been reported 1n patients treated with atypical
antipsychotics. Assessment of the relationship between atypical antipsychotic use
and glucose abnormalities 15 complicated by the possibility of an increased
background nsk of diabetes mellitus in patients with schizophrenia and the
increasing incidence of diabetes mellitus in the general population, Given these
confounders, the relationship  between  atypical  antipsychotic  use and
hyperglycemita-related adverse events is not compleicly understood. However,
eptderniologic  studies  suggest an  increased sk of  treatment  emergent
hyperglycemia-related  adverse  events in patients  treated  with  atypical
antipsychotics, Precise nisk estimates for hyperglvcermia-related adverse events in
patients treated with atypical antipsychotics are not avaliable.

Patients with an established diagnosis of diabetes mellilus who are started on
atypical antipsvchotics should be monitored regularly for worsening of glucose
control. Patients with nisk factors for diabetes mellitus (e.g.. obesity, family
history of diabetes) who are starting treatment with atypical antipsychotics should
undergo fasting blood glucose testing at the beginning of treatment and
pertodically during treatment. Any patent treated with atypical antipsychotics
should be monntored for symptoms of hyperglycemia ncluding polydipsia,
polyuria, polyphagia, and weakness. Patents who develop symptoms of
hyperglycemia durnng treatrment with atyptcal anuipsychotics should undergo
fusting blood glucose testing, In some cases, hvperglycemta has resolved when
the atypical anupsvehotic was discontinued: however, some patients required
contimuation of anti-diabetic treatment despite discontinuation of the suspect drug,

63, Despre the FDA's mandate that Defendant immediately wamn of the dangers

ey

17 Cay

described above, Defendant waited five more months, until March of 2004, 1o ssrzchﬁltaé

Y
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64. Poor 1o Zyprexa's FIDA approval, Defendant had a well-developed strategy to
expand the use of Zyprexa beyond patients with schizophrenia.  Upon information and belief,
Defendant sought ghost written resecarch and paid “thought leaders” to support Defendant’s
marketing aims.  These “thought leaders” were nothing more than third-party consultants and
researchers who were put on Defendant’s payroll to support and lend credibitity to Defendant’s
scientific and marketing goals,

65. Among these goals were plans to create a series of studies designed to illustrate
Zyprexa’s superior profile to both {a) ptacebo and (b} a representative conventional antipsychotic
while providing funding to engage key opinion leaders in publication worthy trials.

66. Since Defendant introduced Zyprexa in 1996, 1t has been prescribed to more than
twelve million people worldwide and become Defendant’s top-setling drug.  In 2003,
approximately seven mitlion prescriptions for Zyprexa were dispensed, resulting in more than 52
billion in sales. Zyprexa was the seventh largest selling drug i the United States by retail sales
in 2003, In 2004, Zyprexa sales exceeded 34 .4 hithon. Crucial to this blockbuster success was
Defendant’s aggressive marketing of Zyprexa, which consisted chiefly of overstating the drug’s
uses, while concealing ity life-threatening side effects.

67. From launch to the present, Defendant’s marketing campaigns included
promotion for use in the elderly for both dementia symptoms and Alzheimer’s disease. 2

=2
— <5

68, Defendant’s decision to target the State’s elderly had two resultss]
L

I
unnecessary  claims  for Zyprexa were submutted to Medicaid, SHP and SEDMHA
g
R . . . oy o —
rermbursement, and the drugs caused disastrous health consequences for geratne pagents,. =
w N -
: . 7 RPN
6. In April of 2003, the FDA determmined that the treatment of behavioral disorders iy

clderly panients with dementia through atvpical antipsvehote drugs is associated with increased



7:07-cv-01875-HMH Date Filed 07/06/2007  Entry Number 1-2 Page 23 of 49

mortality. I a total of seventeen placebo controlied trals performed with Zyprexa m elderfy
demented patients with behavioral disorders, fifteen tnals revealed increases wm mortality m the
drug-treated group compared to the placebo-treated patients. Examination of specific causes of
death revealed that most were due to either heart related events such as heart failure and sudden
death or infections, such as pncumonia.

70. Although Zyprexa FDA-approved for the treatment of schizophrenia, 1t 15 not
approved for the treatment of behavioral disorders in patients with dementia. As a result of the
findings, the FDA required Defendant to include a Boxed Warnimg or “black box waming™ in
Zyprexa’s labeling describing this risk and emphasizing that it 18 not approved for this indication.

71 Further, in October of 2005, the article Dementia Drugs Can Increase Death
Risks concluded that,

..drugs often wvsed (o treat elderly patients with dementia-related
aggression and delusions can raise thewr nisk of death, according to
a study that reinforces new  warming  labels required on
medications. The researchers pooled results of 15 previous studies
on drugs known as atypical anti-psychotics and sold under the
brand names Zyprexa, Risperdal, Scroquel and Ability. Among
more than 5,000 elderly dementia patients, those taking any of the
drugs taced a 54 percent increased risk of dying within 12 weeks
of starting the medication, compared with patients taking dummy
pilis. There were |18 deaths among the 3,353 drug users versus 40
in the },757-patient placebo group, or 3.5 percent compared with
2.3 percent. The risks were similar for each of the drugs.. . The
study appears in Wednesday's Joumnal of the Amencan Medical -

Ass0CTanon., -
72 Upon information and belief, despite the foregomg, Delendant g:f'antzﬁqgs fo. ]
- = [ S
promote Zyprexa as safe and effective treatment for dementia i elderfy patients. ©0 =g L
o L9 .
T3 Such promotion s particularly sinister grven the results of a stud? Defendant
g e

:

serformed m 1995, before Zyvprexa was imniatly approved by the FDALD Linon mformation and
} ¥l 3 3 !

belief, Detendant feamed that colanzapine, the active mgredient in Zyprexa, was ineffective in
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treating such conditions as dementia and Alzheimer’s.  Nevertheless, from the mception of
marketing, Lally promoted Zyprexa for symptoms of dementia and Alzhermer’s in the elderly.

4. There 3 no vahid scentfic evidence to saupport Defendant’s contention that
Zyprexa is safe und effective for treatment of any off label mdication, includmg any use 1w
children.  ‘'There is no valid scientific evidence concemning the therapeutic equivalence of
Zyprexa for any off label mdication, including any use in children.

75. Further, even n cases where treatment with an antipsychotic was approprate,
Zyprexa prescriptions should not have been submitted to the State, as Zyprexa 18 no safer or
more effective than less expensive first generation antipsychotics.

ALLEGATIONS

76. Defendant did business in the State of South Carolina; made contructs to be
performed in whole or i part 1n South Carolina and/or manufactured, tested, sold, offered for
saie, supplied or placed in the stream of commerce, or in the course of business materially
participated with others in so doing, Zyprexa, which Defendant knew to be defective,
unreasonably dangerous and hazardous, and which Defendant knew would he substantially

certain to cause mjury to the State and to persons within the State thereby negligently and

02
——a fiivier ]

intentionally causing injury to persons within South Carolina and to the State, and 8§ degeribg

O Iy
<y e W . -
herein, commtted and continues to commt tortious and other unlawful acts in the State (‘ﬁ:%goutf{
__"q - -
- ) [ .
Caroiina. S < ~
e
77. From the 1997 product haunch of Zyprexa to the present, Dufcndm?!’"cn;@tdii;jj._ :

.

widespread frandulent statements and conduct, and pervasive false and misleading markeung,
advertising and promotion of Zypresa, Defendant decetved physicians, consumers, the State,

and others regarding the comparative efficacy of Zyprexa o other traditional and atypical

20
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antipsychotics. Defendant failed 1o wam - and affirmatively misled - physicians, consumers, the
State, and others i the medical community regarding Zyprexa’s assocrauon with diabetes,
diabetes-refated conditions and other adverse effects. Defendant actively marketed and
promoted Zyprexa in several populations where the efhicacy and safety of the drug had yet to be
established ~ marketing Zvprexa for the treatment of varous conditions or symptoms im children,
marketing Zyprexa for treatment in the elderly for dementia, and markeung Zyprexa for

treatment of patients who experience depressive or other physiological conditions.

78. From the outset of marketing, Defendant plotied and schemed to increase the
sales of Zyprexa. The scheme consisted of elaborate and clandestine promotion of non-
medically necessary uses of Zyprexa.

79, Upen information and belief, this scheme was carried out by employing the
Hlegal direct solicitation of physicians to presenbe Zyprexa for non-medically necessary uses;
the making of false statements to physicians and pharmacists concemning the efficacy and safety
of Zyprexa for non-medically necessary uses; the use of active concealment to avoid the
utilization polictes of Medicaid, SCDMH and SHP, which are intended to refuse payment for
uses of drugs which are medically unnecessary: and the active training of Defendant’s employees
in methods of avoiding detection of their activities.

86, The State spends millions of dotlars each year o provide or pay for health care
and other necessary Tacilites and services on hehall of mdigents and other eligible citizens
whose sad health care costs we dieatly coused by Zyprexa-mduced  disbetes, stroke,

pancreatitis, seizures and other diseases

81. Prefendant sold or arded and shetted o the sale of Zypresa whichow

[

defecnive and unreasonably dungerous.
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82. Upon information and belief, at all pertinent times, Defendant knew, or should
have known, that Zyprexa was and 15 unreasonably hazardous w human health.

83. Defendant, through its funding and control of certain studies concermng the
affects of Zyprexa on human health, is control over wade publications, promoting, marketing,
and/or through other agreements, understandmgs and joint undertakimgs and enterprises,
conspired with, cooperated with and/or assisted m the wrongful suppresston, active concealment
and/or misrepresentation of the true relationship between Zyprexa and vartous diseases, all to the
detrniment of the public health, safety and welfare and thereby causing harm to the State,

84, Zyprexa is mherently, abnormaily, and unreasonably dangerous. The health risks
and costs of Zyprexa to the ciizens of the State and to the State greatly outweigh any claimed
utility of Zyprexa. Defendant knew or should have known of the dangers tnherent in the use of
Zyprexa, and that the public and the State would be harmed by the intended and foreseeable use
ol Zyprexa,

85. As a direct and proximate result of the defective marketing practices of
Defendant, Zyprexa was and is defective and unreasonably dangerous.

86. Zyprexa reached the users and consumers thercof in substantiaily the same
condition which it was in when originally manufactured, distributed and sold by Defendant. At
the time Zyprexa was sold or placed on the market, it was m a defective conditon and
unreasonably dangerous to users and consumers.

87. The defective conditon of Zyprexa directly and provimately t“ziii!&{‘({j .:S“Ui'hm

Carolhma residents to suffer varous Zyprexanduced diseases. injunes and sicknesies, and
e M -
<

directly and proximately caused the State o expend mullions of dollars o ordef {{u}z'c}v;de.j
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necessary heaith care to these ciuzens through sts Medreard, SCDMH and SHP programs,
therehy divectly damaging the State.

88 At all pertinent times, it was {oresecable by Defendant that centain of the South
Carohina Medicaid, SCDMIH and SHP participants who used Zyprexa would become 11l and
suffer injury, discase and sickness as a result of using Zyprexa as Defendant intended, and 1t was
further foreseeable by Defendant that the Stete would be required to expend mithons of dollars
each year in order to provide necessary medical treatment and faciiities 1o those citizens.

89. Defendant indrvidually, and through their representatives, fraudulently mislead
the public, physiclans treating Medicard, SCDMH and SHP participants and the State, with
regard to the health risks of Zyprexa, all for the purpose of increasing Defendant’s profits from

90 Specifically, and mn addition to the allegations above, Defendant knew of the
hazards associated with Zyprexa. Defendant nevertheless affirmanvely and actively concealed
information which clearly demonstrated the dangers of Zyprexa and atfirmatively misled the
public and physicians treating Medicaid, SCDMH and SHP parvicipants with regard to the
material and clear risks of Zyprexa. Defendant did so with the intent that physicians treating
Medicaid. SCDMI and SHP participants would continue to prescribe Zyprexa.  However,
Defendant knew that prescribing physicians wouid not be in a posituon to discover the true risks
of Zyprexa and would rely upon the musleading informavon that Defendant promulgated.
Prefendant further knew that physictans treating Medicaid, SCDMH and SHP participants would
wiile Zyprexa proescriptions that would be pard for by the State’s Medicard, SCDMH and SHP

program. g
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91 At all perunent times, Defendant purposefully and intentionally engaged i these
activities, and continues to do so, knowing that when the State’s Medicaid, SCDMU and SHP
participants use Zyprexa as it was and 1s intended to be used, that the State’s Medicaid. SCDMH
and SHP participants wouid be substantially certain to suffer disease, injury and sickness,
including diabetes, stroke, pancreatitis, seizures and other illnesses, and that the State would be
directly injured thereby, all as desenibed sbove.

92. Also at all perunent times, Defendant purposefully and intentionally engaged in
these activities, and continues to do so. knowing that the State, in the absence of any such efforts
by Defendant, would be obligated to, and would, provide health care and other necessary
facilities and services [or certain of the State’s Medicaid, SCDMH and SHP participants harmed
by the intended use of Zyprexa, and that the State itself would thereby be directly harmed.

93. Upen information and belief, the statements, representations and promotional
schemes publicized by Defendant were deceptive, false, incomplete, misleading and untrue.
Defendant knew, or should have known, that their statements, representations and advertisements
were deceptive, false, incomplete, misleading and untrue at the time of making such statements.
Delendant had an economic interest in making such statements.  Neither the State nor the
physicians in South Carolina who prescribed Zyprexa had knowledge of the falsity or untruth of
Defendant’s statements. representations and advertisernents when Medicaid, SCDMIH and SHP
claims for Zyprexa were submitted; morcover, the State had a sight 1o rely on Delendant o act
honestly when dealing with the Stute. Each of the Defendant’s statements, vepresentations and
advertisornents were materzal to the S1ate’s purchuse of Zyprexa in that the State would not have

P

rermbursed for o or puichased Zyvpresa o it Rad konown  that Defondants Sstaréents s
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representations and  advertisements related to Ayprexa were deceptive, false, incompiete,
miskeading and unirue.

94 The State has a right o rely upon the representations of Defendant and was
directly and proximately injured by such reliance, ail as described above.

95, A significant percentage of South Carolina Medicatd, SCDMH and SHP
participants, bhelieved o number in the hundreds, if not thousands, suffered serious diseases
and/or potentially life-threatening medical conditions after taking Zyprexa and such risks of use
were known, or should have been known, 1o Defendant who failed to warn South Carolina

physicians treating Medicaid, SCDMH and SHP participants of those risks.
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7:07-cv-01875-HMH

COUNT

SUBMISSION OF FALSE & FRAUDULENT CLAIMS UNDER MEDICAID PROGRAM

The State mcorporates by reference the {oregoing allegauons as if set forth at

06,

length herem.
A\ stgnificant percentage of patients who use or have used Zyprexa are persons

97.
whose prescriptons are paid for in whole or m part by Medicaid.
Defendant’s aggressive, illegal scheme of off-label promotion has induced a

98,
dispensation of State Medicaid funds through a pattern of fraudulent conduct by causing the

State to pay out sums for prescriptions that were medically unnecessary. Defendant’s conduct
constitutes Medicatd fraud within the meaning of 5.C. Cope ANN. §43-7-60.
Defendant has, as alleged, actively concealed its promotion of Zyprexa for noa-

99,
medically necessary uses from the State. Said active concealment 1s motivated by the desire to,

and has had the effect of, preserving the flow of State funds to retmburse Zyprexa prescriptions

for non-medically necessary uses. Said active concealment constitutes a pattern of fraudulent
3 3 p

conduct through which State payments are derived, and constitutes Medicaid fraud within the
meamng of S.C CoLE ANN. §43-7-6(,
Defendant hag knowingly caused false claims for payment (o the State’s Medicaid

100.
program by intentionally promoiing non-medically necessary uses of Zyprexa to prescribing

physicians for the purpose of recerving greater compensation than that to which they are fcgally

1s b

entitied, with the costs ultimately bemng borne, in whele or in part, by the Stae through 1ts

Medicard remmbursement o pharmacies. These prescripuons constitute false clain
Medicard resmbursement 18 not intended for non-medically necessary uses of Zyprexgr &
‘ ; 8 S
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101, Violation of the Medicaid statute entitles the State o resmbursement of all funds
for which payment was {raudulently induced, mncluding but not hmited to, all funds pard by the
State for rermbursement of non-medically necessary uses of Zyprexa,

102, Further, Defendant caused the foregoing false claims 1w be submitted with
knowledge that they were not medically necessary. Such conduct entities the State to recover an
amount equal to three tmes the amount wrongfully reimbursed and two thousand dollars per
false claim.

WHEREFORE, the State respectfully requests that this Honorable Cowt enter judgment
in its favor and against Defendant and that the State be awarded reimbursement for all
expenditures made for non-medicaily necessary prescriptions of Zyprexa, three times the amount
Defendant knowingty caused to be submitted for wrongful reimbursement of Zyprexa, two
thousand dotlars per false clarm and such other relief as justice and equity may require.

COUNT 11

SUBMISSION OF FALSE & FRAUDULENT CLAIMS UNDER MEDICAID PROGRAM

103, The State incorporates by reference the foregoing allegations as if ser forth at

fength herein.

(o)
3

-0
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104. A significant percentage of patients who use or have used Zyprcxi_t_liregiersqmi{":

i

<2 T
whose prescriptions are pard for i whole or in part by Medicad. =

i

105, Defendant has fraudulently represented that Zyprexa is safer and more Lﬁccii\‘%“':
o

than less expensive, genene forms of first generation antipsvehotics.  Defenddd?s iogndt.a(-;_;

constitptes Medicad fravd within the mearng of S.C Cone ANy, §843.7 60,

106, Sinee the aneepuion of s marketing of Zyprexa, Defendant knowmgly

misyepresented that Ayprexa 1s more effective in the treatment of the negutive svimptoms of
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schizophrenia and less likely to produce certinn adverse events involving involuntary movement
disorders, which are commonly associated with first generation antipsvehotics. Defendant knew
these representations were false at the rime they were made and that Zyprexa is no more effective
than appropriate doses of first genenc antipsychotic drugs and ne less hkely to produce these
adverse events, Defendant touted Zvprexa’s added efficacy dimension and the reduction of these
adverse events as justification for s higher cost. As a result of these representations, and in an
effort to spare their padents from experiencing these adverse effects, certain South Carolina
doctors treating Medicaid participants opted for Zyprexa instead of less expensive, generic forms
of first generation antipsychotics.
Defendant has knowingly caused false claims to be submitted to the Medicaid

107.
Program by fraudulently representing that Zyprexa is safer and more effective than less

expensive, generic forms of first generation antipsychotics. The increased incremental cost of
Zyprexa, relative to available generic form of first generation antipsychotics, was borne by the
State and resubicd in excessive payment o Defendant. Al prescriptions for Zyprexa submitted

1 the State’s Medicaird Program constitute false clarms under the Medicaid Fraud Act
Violation of the Medicaid statute entitles the State to reimbursement of all funds

108,
for which payment was fraudulently induced, including but not limited to the incremental cost of

purchasing Zyprexa insicad of less expensive, generic forms of first generation antipsychotics.

Further, Defendant caused the foregeing false claims o be submitted with

109,

knowledge that they were medically unnecessary. Such conduct entitles the State to recover an
an ol o fhree 2e5 the ; s ot o Fyal s SR ) T \ Y
amount equal o three tmes the amount wrongfully reimbursed and two thouwsand-doHaid per "

false clann, cw B

- o

Tow

PG ¥ o

L Fn
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WHEREFORE, the State respectfully requests that this Honorable Court enter judgment
in it favor and against Defendant and that the State be awarded reimbursement for the ammount of
the incremental cost of renmbursement for Zyprexa instead of available, genenc forms of first
generation antpsychotics, three times the amount Defendant knowingly caused to be submitted
relief as justice and equity may require.

COUNT I

RECOVERY 0F THE COST OF TREATMENT FOR INJURIES CAUSED BY ZYPREXA

110.  The State incorporates by reference the foregoing allegations as if set forth at
fength herem.

111, The method by which Zyprexa was marketed in South Carolina rendered 1t
defective and unreasonably dangerous.

112, The design and/or manufacture of Zyprexa rendered it a dangerously defective
drug in that its use causes dangerous, and potentially life-threatening, medical conditions when
taken as recommended by Defendant and such nisks were not generally known by South Carolina
physiciang, the State and/or South Carolina Medicaid, SCDMH and SHP participants.

113, Zyprexa was a dangerously defective drug in that Defendant failed to conduct

ey T
atypicals as a class and anti-psychotic medications generally. s
3 |

L4 Zyprexa was dungerously defective becuuse 1t facked a sufficient wagning-of the- -
iy ot !

ity E
‘ N : .
rishs assocrated with 1ts use dand also because: &
— e
(@) the lack of an adequate warming cansed South Carolina phyvsicians treating

Medicaid, SCDMH and SHP paricipants 10 prescribe  Zyprexa m
inappropriate circumsiances and onmapprepriate classes of putients;
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{by Defendant had 2 duty 1o warn South Carelingd physicians  treating
Medicad, SCDMH and SHP participants of the risks and potenually hfe-
threateming side effects associated with Zyprexa use and failed to do so;
ard

) the warmng and/or labehng provided by Defendant for Zyprexa failed to
melude the nisks and or potentially life-threatening side effects associated
with Zyprexa use that were known to, or rcadily ascertammable by,
Defendant and such risks were concealed from South Carolina physicians
treating Medicaid, SCDMH and SHP participants.

115, Zyprexa is abnormally and unreasonably dangerous as marketed m that the health
risks and costs associated with Zyprexa greatly outweigh any claimed utility of Zyprexa to the
State and its Medicard, SCDMII and SHP participants.

116, Zyprexa reached the users and consumers thereof in substantially the same
condition as when originally manutfactured, distnbuted and sold by Defendant. At the time
Zyprexa was sold or placed on the market, 1t was in a defective condition and unreasenably
dangerous to South Carolina Medicaid, SCDMH and SHP participants,

7. South Carelina Medicaid, SCDMH and SHP participants, and their physicians,
used Zyprexa i the manner in which it was intended to be used, without any substantive
alteration or change in the product,

118, Asarcsult of Zyprexa's defective nature, certam South Carolimans whose care is

provided by Medicaid, SCDMH and SHP were injured.

119, The State was forced 1o expend signiftcant sums of money, through s Mediead,
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WHEREFORE, the State respectiully requests that this Honorable Court enter judgment
i its favor and against Defendant and award the State compensatory damages and any other
rehiel as justice may require.
COUNT IV

VIOLATION OF THE SOUTH CAROLINA UNFAIR TRADE PRACTICES ACT

121 The State mceorporates by reference the foregoing allegations as if set forth at
length herem.

122, By labehing, distnbuting, marketing, promoting and selling Zyprexa through
South Carolina physicians and pharmacies 1o the State, and South Carolina consumers,
Defendant 1s engaging 1n trade or commerce directly, or indirectly, affecting the people of the
State.

123, Defendant has repeatedly and willfully engaged 1n the following conduct which
constitutes a deceptive trade practice and 2 violation of the SCUTPA:

{a) Misrepresenting that Zyprexa s safe and effective for indications for
which safety and efficacy had not been demonstrated which caused South
Carolina physicians treating Medicaid, SCDMH and SHP participants to
prescribe  Zyprexa  in o nappropriate,  non-medically  necessary
circumstances;

(b Making false and misleading misrepresentations of fact regarding
Zyprexa's risk profile, including but not limited to misrepresenting the
likelthvod und severity of the side effects associated with Zyprexa,
including diabetes, stroke, high blood pressure, weight gain and other
serious and potennally life-threatening conditions;

() Misrepresenting and conceahng materzal facts andfor failing 1o imform and-~

educate South Carolina physicians as o the risks and dangers assogiatet—,

with Zyprexa use when such facts were well known 1o, or readiiyzs

ascertamabic by, Defendant; Lo~
1
{dy Misrepresenting and concealing material facts which werel kniiwvn o

Defendant, and unknown to South Caroling physicians, whag I}ggnda@fyv"

knew that South Carohna physicians rely on such facts when prdimg
whether (o prescribe Zyprexa to their patients; - '

e
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{¢) Misrepresenting that Zyprexa s safer and more effective than less
expensive, genenc forms of first generanion antipsychotics;

() \’imcpnsammc that Zvprexa 1s of a partcular standard, guality or grade
when it 1s not; and

() Imenti(ma}iy creating a likelthood of confusion or misunderstanding in the
minds of Scuth Carolina physicians as 10 whether Zyprexa was safe,
effective or medically necessary for Mediwaid, SCDMHBH and SHP
participants.

124, Defendant made, and continues to make, orally and s writing, false, misleading
or deceptive representations i advertisements, promotions and statements, and otherwise
disseminated. and continues to disseminate, false, misleading or deceptive information to the
public, mncluding South Carclina citizens, physicians and the State regarding non-medically
necessary uses of Zyprexa and the health risks and benefits associated with using Zyprexa.

125,  Defendant acted knowingly and willfully in committing the violations of the

SCUTPA described herein.

126, Each Zyprexa prescniption wntten without an adequate warning. for a non-

constitutes a separate and distinct violation of the SCUTPA. ?‘". =

127.  As a consequence of Defendant’s tllegal and deceptive sales andem 1?K’(:tmg_~-

g =~ Sy \:}
practices, the State made monetary expenditures on behalf of South Carolina Medicapd; € @MH £
P o '

v ,,
and SHP participants who were prescribed Zyprexa for conditions which were not medaeally ~

niecessary, and/or where a first generstion antipsychotic was as safe and effective and less
CAPERSIvVE.
128 As o further consequence of Defendant’s aliegal and deceptive sales and

marketing practices, many South Carolma Medicad, SCDME and SHP partcipants, inclading

Pt
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children, were presenbed Zyprexa by thewr physicians and sustained senous and potentially life-
threatening side effects.

129, The State was forced to expend significant sums of meney for the treatment of
those South Carolina Medicaid, SCDMH and SHP parucipants who ssstained serious and
potentially hfe-threatening mjuries as a result of using Zyprexa.

130, The Atomey General has determined that the imposttion of an injunction against
Defendant prohibiting the conduct set forth herein 1s in the public interest.

131, The State secks the entry of a permanent injunctuion prohibiting Defendant’s
unlawful and deceptive conduct and the imposition of all appropnate remedies available under
the SCUTPA.

132, The State secks restitution for all expenditures resulting from non-medically
necessary uses of Zyprexa caused by Defendant’s unlawful and deceptive sales and marketing
practices and the difference in cost between the State’s expenses for Zyprexa and what the State

would have spent on first gencration antipsvchotics, absent Defendant’s violations of the

SCUTPA. 3
Loghn |
- Lot
o r
133, The State seeks compensatory damages for all State expenditures rcbtiltmag, rom g
I f\‘; |
the treatment of those South Carolina Medicaid, SCDMH and SHP participants WEQ suszamedﬁf
o =
mjurnes, side effects and/or adverse medical events after using Zyprexa. A “C‘z

e, £y
i3

B . . " . S
WHEREFORE, the State respectfully requests that this Honorable Court enter ;utiﬁncm =

in1ts fovor and agamst Defendant and also secks,

a) a permanent injunction preventing Defendant from deceptively marketing
andfor promoting Zyprexa as appropriate for non-medically necessary
LSES]

{h} restituion of - all State  expenditures for  prescriptions caused by

Defendant’s deceptive marketing andfor promotion of Zyprexa;

Cated
b
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(<) compensatory damages for all expenditures made by the Scate on behalf of
South Carohna Medicatd, SCDMH and SHP pasicipants who sustamed
injuries assocrated with Zyprexa use;

iy imposition of 33,000 SCUTPA <¢ivil penalty for each method, act or
practice deemed 10 violate this Act;

e} three times the actual damages sustained by the State; and
i such further relief as justice and equity may require,
COUNT V

NEGLIGENCE
134, The State mcorporates by reference the foregoing allegations as if set forth at
length herem.
135, Delendant owed the State a duty to use reasonable care i the design, manufacture
and marketing of ity product, Zyprexa.
136.  Defendant negligently, carelessty, recklessly, willfully and/or imtentionally

engaged m the following conduct:

(@) Marketing and/or promoting Zyprexa for non-medically necessary uses;
)] Failing to adhere to all applicable faws and regulations pertaining to the
marketing, promotion and/or labehng of pharmaceutical products, such as
Zypresa, o>
¥yp - =3
- e
. . . . . . e THE
() Marketing and/or promoting Zyprexa as appropriate for chitdren; 2o 3

o
™

. . s . . N

{cd) Failing to adequately train its sales force so that when South (:?Qm%?ﬁ?s

physicians treating Medicaid, SCDMH and SHP participants raise{PsalZy
concerns regarding Zyprexa important safety information was withhield:eq
O
{e) Suppiving @ product that 1t knew, or should have known, contanred]
inadequate warnings of side effects and risks thut were known to, or based

on facts avarlable o Defendant;

th Supplying a oroduct lacking sutficient warnings and/or instiructons when
it krew, or should have known, the side effects assocrated with Zyvprexa
were not generally known by Seuth Caroling physioans reating Medienrd,
SCDMH and SHP particrpants,

)
e
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(g) Represenung that Zyprexa was safer than less expensive, first generation
antipsychohics:

{h} Continuing to promote, market and/or sell Zyprexa after it knew, or shoutd
have known, of the serious side effects and nisks associated with Zyprexa
use;

{1) Aflowing Zyprexa to be used indiscriminately for uses far beyond its

indications, which are limited to schizophrenia and, recently, mama
associated with bipolar disorder; and '

m Not disclosing data pertaining te such use.

137 Defendant’s negligent, careless, reckless, willful and/or intentional conduct was
the proximate canse of injunes and damages sustained by the State.

138. At all relevant times, Defendant knew, or should have known, that Zyprexa was,
and 18, hazardous o human health.

139, Zyprexa is abnormally and unreasonably dangerous as marketed in that the health
risks and costs associated with Zyprexa greatly outweigh any claimed utility of Zyprexa to
Medicaid, SCDOMH and SHP participants.

140.  As a direct result of the unreasenable marketing practices of Defendant, Zyprexa
wag, and is, defective and unreasonably dangerous.

141.  Zyprexa reached the users and consumers thereof in substantially the same
condition as when originally manufactured, distnbuted and sold by Defendant. At the time
Zyprexa was sold or placed on the market, it was in & defective condinon and unrcasonably
dangerous to Medicaid, SCDMIT and SHF parucipents.

142, South Carolina Medicard, SCDMH and SHP participants used Zyprexa in the
ranner o which it was intended o be used, without any substaniive alteration or change égrf;hc

- i

product.
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143, Due to the neghgent, careless, reckless, willlul and/or ntentional conduct of
Defendant, as set forth above, the State dispensed millions of dollars of Medicard, SCDMH and
SHP funds in purchasing Zyprexa prescriptions and was also forced to expend sigmficant sums
of moeney Tor the care and treatment of South Carolina Moedicaid, SCDME and SHP parucipants
injured by Zyprexa, 2l of which was foreseeable to Defendant.

144, 'The reprehensible nature of Defendant’s conduct entitles the State to an award of
punitive damages.

WHEREFORE, he State respectfully requests that this Honorable Court enter judgment
in its favor and against Defendant and award the State compensatory and punitive damages and
any other relief as justice may require.

BREACH OF WARRANTY

t45.  The State incorporates by reference the foregoing allegations as if set forth ar
length herein.
146, Through its sales and markeung practices to South Carohna physicians treating

Medicaid, SCDMH and SHP participants, Defendant warranted that Zyprexa was ff and

<D

T o
- - =TT
appropriate for patients suftering from conditions less serious than schizophrenizindzBipofaf™
- - iy
. ... A S . S N R
disorder, the only conditions {for which Zyprexa was arguably proven safe and effective. ¢n 7o
= > .
[ e 7

147, Through 1ts sales and marketing practices o South Caroling pirays;:é?az;sﬁreatéig;
Medicaid, SCDMB and SHP participants, Defendant warranted  that Zypr’ﬁx;ivéz.sééiiz mii
appropriate tor pediatric use.

148, Through us sales and markeung practices 1o South Carolina physicians ireating

Medicard, SCOMH and SHYP participants, Defendant woarranted that Zyprexa had no sienificant
¥T ¢

3
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risks or side effects that were not identifted on s labeling. Defendant further warranted thal
Zyprexa was safer than less expenstve, genenc forms of first generation antipsychotics.

149, South Carohna physicians treating Medicaid, SCDMH and SHP panicipants
rehed on the warranties made by Defendant regarding the appropriate uses and safety profile for
Zyprexa.

156G, Defendant breached the express and implied warranties they made to the State,
through South Carolina physicians weating Medicaid, SCDMH and SHP participants, since the
product was not appropriate for use in children, or for adults with conditions less serous than
schizophrenia and bipolar disorder.  Also, Zyprexa was far less safe than warranted by
Defendant.

181, The State dispensed mulhions of dollars i Medicard, SCDMH and SHP
expenditures for non-medically necessary vses of Zyprexa and in purchasing Zyprexa when a
less expensive, generic form of a first generation antipsychotic was available. The State also
spent significant sums of money, through its Medicaid, SCDMH and SHP programs, for medical
treatment for those South Carolina citizens who developed serious side effects and/or adverse
reactions after using Zyprexa. The State’s expenses were caused by Defendunt’s express and
implied warranties.

WHEREFORE, the Swute respectfully requests that this Honorable Court enter judgment
in its favor and against Defendant and award the State compensatory damages and any other
relief as justice may require.

COUNT Vil

FRrauDp & MISREPRESENTATION
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152, The State mcorporates by reference the foregoing allegations as if set forth at
length herein.

153, As pant of its promotion of Zyprexa, Defendant, through its safes representatives
and other advertising and promotion, willfully, knowingly and deceptively communicated 1o
South Carohna physicians treating Medicaid, SCDMH ard SHP partucipants that Zyprexa was
safe and effective for South Carobima children and clderly, that it was safe and effective for South
Carolina Medicaid, SCDMH and SHP parucaipants suifering from conditions less serous than
schizophrenia and bipolar disorder and that it was safer and more effective than less expensive
first generation antipsychoucs, all of which were knowingly false.

154, Defendant had a duty to disclose the conditions for which Zyprexa was proven
safe and effective, and not to go beyond those indications m its sales and marketing to South
Carotina physicians, the intermediaries between Defendant and the State.

(55, Defendant mtended to induce South Carolina physicians treating Medicaid,
SCDMH and SHP participants to prescribe Zyprexa for South Carolina Medicaid, SCDMH and
SHP participants for whom Zyprexa was not appropriate or medically necessary.

156.  South Carolina physicians treating Medicaid, SCDMH and SHP participants as
well as the State, were justified i relying on Defendant to educate physicians as 1o the
appropriate uses, mndications and nisks of Zyprexa.

157, The State, through its Medicaid, SCOMH and SHP programs, was forced o
expend signtficant amounts of money for non-medically necessary Zyprexa prescriptions which

were directly cansed by the fraudulent and musteading statements of Defendant.
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158, Defendant willfully, knowingly and deceptively withheld material facts regarding
the risks and side effects associated with Zyprexa use from South Carolina physicians trealing
Medicard, SCDMH and SHP participants.

1539, Defendant had a duty to disclose known risks and side effects assocrated with
Zyprexa use, particularly, but not solely, when specifically asked about those risks by South
Carolina physicians.

160.  Defendant intentionalty withheld information regarding the safety nsks and side
effects associated with Zyprexa use with the mtenton of inducing South Carolina physicians o
prescribe Zvprexa for Scuth Carolina Medicaid, SCDMH and SHP participants in greater
guantities than they otherwise would have, or was otherwise appropriaie.

[61.  Souwth Carohina physicians treating Medicaid, SCIDMH and SHP participants, as
well as the State, were justified in their reliance on Defendant to educate them as 10 the risks and
dangerous and potentially life-threatening side effects associated with Zyprexa use.

162.  Defendant knew that the State and South Carolina Medicaid, SCDMH and SHP
participants, particularly children, would not be in a position 1o discover and understand the true
risks of using Zyprexa, and the public relied upon the misteading information that Defendant
promulgated to South Carolina physicians to the detnment of the State.

163, Defendant knew that the representatons that were relied on by South Carolina
physicians treating Medicaid, SCOMH and SHP participants were false or were made recklessly

withott any knowledge of the muth.

=5 T

e =5

164, Tach of Defendant’s misleading and decephive statements, represeRiations a
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purchase of Zyprexa in that the State would not have been required (o reimiburse pharmacies for
non-medicaliy necessary uses of Zyprexa if Defendant had marketed Zyprexa legally.

165, The Srate, through its Medicaid, SCDMH and SHP programs, was forced to
expend significant amounts of money to treat South Carclina citizens who contracted serious and
potentially  Dife threatening  medical  conditions resulting from  DefendanUs  deceplively
withholding  adequate safety mformation regarding Zyprexa use andfor misrepresenting
Zyprexa's safety profile.

WHEREFORE. the State respectfully requests that this Honorable Court enter judgment
in its favor and against Defendant and award the State compensatery and punitive damages and
any other relief as justice may require.

COUNT VIHH

UNJUST ENRICHMENT

166.  The State incorporates by reference the foregoing allegations as if set forth at
length hergin,

167.  Defendant knowingly, wilifully and intentionally marketed and promoted Zyprexa
for conditions and iHnesses for which it was not medically necessary.

168, Defendant knowingly, willfully and intentionally withheld information from
South Carolina physicians treating Medicaid, SCDMH and SHP participants regarding the risks

associated with Zyprexa use.

-

el
el

169 As a result of the deceptive marketing pracnces of Defendant, South Cargfna

£y

, e . o T
physicians treating Medicard, SCDMH and SHP participanis prescribed Zyprexa in-ar grgaicr
— r;

[—

" y - ) S
nuimbers than would have been generated absent Defendant™s deceptive and illegal coptducE The
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inflated tevels of Zyprexa reimbursement for Medicaid, SCDMH and SHP participants resulted
in a financial windfall for Defendant.

170, The State paid. reimbursed and/or otherwise conferred a benefit upon DPefendant
to the extent of the inflated numbers of Zyprexa prescoiptions that directly resubied from
Defendane’s fraudulent marketing practuices relative to Seuth Carohna Medicaid, SCDMH and
SHP participants who were not suffenng from allnesses for which Zyprexa is a medically
necessary trealment.

i70.  Further, Defendant has been unjustly enmiched as a resubt of s false
representations that Zyprexa 1s safer and more effectuve than less expensive, generic forms of
first generation antipsychotics. The State would not have purchased Zyprexa instead of first
generation antipsychotics in the absence of Defendant’s fraudulent representations,

172, Defendant has been unjustly enriched 1o the extent of the mcreased revenue
received by Defendant tfrom Zyprexa prescnptions that were ultimately reimbursed by the Stawe
and resulted from Defendant’s deceptive and iliegal marketing program.

WHEREFORE, the State respectfully requests that this Honorable Court enter judgment
in 118 favor and against Defendant and that Defendant be required to make restitution 1o the State
for all expenditures made for non-medically necessary prescriptions of Zyprexa as well as the
incremental cost of reimbursing for Zyprexa instead ol less expensive, generic forms ot first
generztion antipsychotics and such other relief as justice and equity may reguire.

REQUEST FOR JURY TRIAL

o s . . _ . _ . e = e
Ihe State respectivlly reguests that all 1ssues presented by s ahove Complaw badned: /-
{"“ e At

hetore o jury, with the excepuion of those ssues that, by Jaw, must be ned before {héw;':(m&’
F

]
Respectfully submitted, T o
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