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5996
864-585-5100
864-542-2993

07 - CP - 42 - /5s..55

CIVIL ACTION COVERSHEET

IN THE COURT OF COMMON PLEAS

Plaintiff(s) )
)
)
)
)

I>efendant(s) )

vs.

Eli Lilly & Company, Ine.

STATE OF SOIJTH CAROLINA )
)

COUNTY OF SPARTANRliRG )
)

STATE OF SOUTH CAROLINA ex rei Henry )
MeMaster, in his eapacity as Attomey General
of the State of South Carolina

(Please Prillt) SC Bar #:
SlIbmitted By:Jolm B. White. Jr. Telepholle #:
Address: 178 W. Main SUSpartanburg. SC 29306 Fax #:

PO Box 3547/Spartanburg. SC 29304 Otber:
__. _ E-mail: JWhite(il}spartanla..:Y.com

NOTE: The cover sbeet and information contained herein neither replaces nor supplements the filing and service of pJeadings·"o'-r-o"th-,-r-p-.",,-...-­
as required by law. This form is required for the use oftbe Clerk of Court for the purpose of d(}cketing. It must be filled out completely.

_ signed. and dated. A copY oerhil; co",er sheet must be served on tbe defendant(s) along with the Summons and Complaint.

DOCKETING lNFORMAnON (Check all that apply)

*IfAction is Judgment/Settlement do not complete
I8J .JURY TRIAL demanded in complaint. 0 NON-JURY TRIAL demanded in complaint.o This case is subject to ARBITRATION pursuant to the Circuit Court Alternative Dispute Resolution Rules.o This case is subject to MEDIATION pursuant to the Circuit Court Alternative Dispute Resolution Rules.
o lbis case is exempt fr?ffi ADR (certificate attached)_

NATURE OF ACTION (Check One Box Belowl

o
o
o
o
o
o

Contracts
Constructions (100)

Debt Collection (110)

Employment (120)
General (130)

Breach of ContJact (140)

Other (199)

Torts ~ Professional Malpractice

o Dental Malprat..'tice (200)
o Legal Malpractice (210)

o Medical Malpractice (220)

o Other (299)

Tort'i. - Penonallnjury
o AssaultiSlanderiLibe! (JOO)

o Conversion (310)

o Motor Vehicle Accident (320)

o Premises Liability (330)

o Produl,1s Liability (340)

o Personal Injury (350)
o Other (399)

RcalPropet1)'

o Clainl ~_Deli~iJ. (40bf
o Conderti»~ion-(4'10) ;r
o Foreclo~ (4f0)1

o Mecharit~-'s Lie~(\30) l'

o Partiti0rt~O) ~ . (:J
o Possessi~ii{45or';... '. ~-~:)

o BU;ldm~, "101,';00 (4~
o Other (499Y- (,) -'- __I

0' •

Spec[aJ}C:omplt'x !Other

L:nvlfonmenlal (600) SJ Phamlaceutlcals (630)

''\monwhik i\rb (610) 0 Unfair Trade Pmcticcs {64-0)

,'Aedical (620) 0 Othcr (699)

o
o
o
o
o

o
o
o

Inmate Petitions
PeR (500)

Sexual Predator (510)

Mandamus. (520)

Habeas Corpus (530)

Other (599)

.Judgments/Set1lem~nts

o Death Settlement (700)

o Foreign Judgment (710)

o Magistrate's Judgment (720)

o Minor Settlement (730)

o Transcript JUdgment (740)

o Lis Pendens (750)

o Other (799)

Administrative LllwlRelief

o Reinstate Driver's License (800)

o judicial Review (810)

o Rei ief (820)

o Permanent Injuoction (830)

o Forfeiture (840)

DOth" (899)

Apptals

o Arbitration (900)

o Magbirate-Civil (910)

o Magistrate-Criminal (920)

o Municipal (930)

o Probate Cooft (940)

o SCDOr (950)

o Worker's Comp (960)

o Zoning Board (970)

o Adminbtr31i\.-c La\>,I Judge (980)

o Public Service Commission (990)

o Fmployrocnt Secllliry Comm (991)

o Uth~'r (99'))

nate:Submitting Party Signature:

Note; Frivolous civd may ject to Sdoctions pursuant to S(
j"flvoluus Civil Proceedings S,mc110ns Act, SC, C:odc Ann, §1";-3610 et SC(
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HFOR MANDATED ADR COtiNTIFS ONLY

SUPREME cor iRT RULES REQUIRE THE SUBMISSION OF ALL CIVIL CASES TO AN AI ,TERNATIVE
DISPUTE RESOLUTION PROCESS, UNLESS OTHERWISE EXEMPT

You arc required to take the following action(s);

1, rhe parties shall select a neutral withm 210 days of filing of this action, and the Plaintiff shall file a
"Stipulation of Neutral Selection" on or before the 224'" day afierthe filing ofthc action, If the parties
cannot agrec upon the selection of the neutral within 2I0 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, 'rhe Court shall then appoint a neutral from the Court-approved mediator/arbitrator list

2, rhe initial ADR conference mllst 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 seeking extraordinary relief such as mandamus, habeas corpus, or
prohibition;

b. Cases which are appellate in nature such as appeals or writs ofcertiorari;

c. Post Conviction relief matters;

d, Contempt of Court proceedings;

e, Forfeiture proceedings brought by the State;

f. 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 indigeney should be filed with the
Court within ten (10) days after the ADR conference had been concluded.

Please Note: You must eomply with the Supreme Court Rules regarding ADR
Failure to do so may affect your case or may result in sanctions.

,-.. ~

** Florence, Horry Lexington, Richland, Cireenville. and Anderson

20f2
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STATE OF SOUTH CAROLINA

COUNTY OF SPARTANBURG

STATE OF SOUTH CAROLINA
ex rei Henry McMaster, in his capacity
as Attorney General of the State of
South Carolina,

PLAINTIFF,

v.

ELI LILLY & COMPANY, INC.

DEFENDANT.

IN TilE COURT OF COMMON PLEAS

FOR THE SEVENTH JUDICIAL CIRCUIT

) SUMMONS
)
)

; Case No. 07.CP.42.1~Q5'
)

)
)
)
)
)
)

TO THE ABOVE NAMED DEFENDANT:

You are hereby summoned and required to answer the Complaint in this action, a

copy ofwhich 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 you fail to answer same within thirty (30) day

period, the Plaintiff wiI! apply to the Court for the relief demanded therein and judgment

wiII be taken against you be default.

May Z:~2007

H H&COGGINS

Jo B. . e, Jr., Es
Federal Bar II 6 I9
SC Bar II: 5996
PO Box 3547
Spartanburg, South arolina 29304 c·
.iwhite((!!spartanlaw. om f-'~i

(j)

['-)

C\
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STATE OF SOUTH CAROLINA

COUNTY OF SPARTANBURG

IN THE COURT OF COMMON PI.EAS

FOR THE SEVENTII JUDICIAL CIRctilT

STATE OF SOUTH CAROLINA
ex rei H"nry McMastl"', in hIS capacity
as Attorney General of the State of
South Carolma,

I'LAINTlFF,

Y.

ELI LILLY & COMPANY, INC.

DEFENDANT,

)

)
)
)
) Case No.:
)
)

)
)
)
)
)

Pl

tI)

0"
(.../1

CIVIL ACTION COMPLAINT

The State of South Carolina, Plaintiff herein, by and through lts i\ttorncy General ("the

State"), according to law and equity, and ,lS parens patriae. brings this action on behalf of the

State MedicaId program, the South Carolina Department of Mental Health ("SCDMH") and the

South Carolina State Employees Health Plan ("SHY') as injured purchasers and/or reimbursers

of prescription drugs. Under the South Carolina Constitution and other positive law of the State,

including South Carolina's common law and including, among other laws, S.c. CODE ANN.

§§43·7,20, el seq., 39·5·10, el seq., and 1·7·10, el seq., the State is responsible for, and has a

duty to protect, the health, safety and welfare of Its citizens. The State IS fUl1her enutled to bring

these actions pursuant t() 42 U.S.C. §1396, et seq., also knr)wn as the 50c1al Security Act.

('hapter 7, subchapter XIX, entitled Gf<lIHS to States for !\1edical Asslstance Prognnns.The State

seeks to ()otam compensatory, pUnili\.'e and ()lhcr darnages, restltutlon, C1VJ! pcnalties, ll1junetive

and uthe! equitable relief against [)cfcndant Eli Lillv & ('omlxHlv, Inc. (~lldant '), :15 more. . ~ .. PA1U
(ully set (orth helow and, If] support lhcFlblNG,,lIEE _~0UR1'

,. 1=( \j .,--~
C~j~';
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PARTIES

I. 'rhe plaintiff IS the State of South Carolina, with this suit bC!Ilg brought by Its

Attolllcy (Jcneral, Henry I"'fcI\:1astcr, in the State's capacity as sovereign, 1Il Its propnetary

capacity, and in a parens patriae capacity on behalf of the: [kpartmcnt of Health & I-Iuman

Services, SCDMH and the SliP.

2. The Attorney (iCJ1Cral is statutorily authorized to lIlitiate and maintain this actIOn,

and docs so, pursuant to S.c. CODE ANl'i. §17-40, the South Carolina Unfair Trade Practices

Act, Sc. CODE ANN. §395-50 and S.c. CODE ANN. §437-60(E), 90. This action is also

maintained pursuant to the Attorney CkneraJ's common law parens patriae pC)l.vers.

3. Defendant is a corporation organized and existing under the laws of the state of

Indiana with Its pnncipal place of business located at Lilly Corporate Center

Indianapolis, Indwna 46285. Lilly is authorized to conduct business in South Carol rna, and Its

registered agent for service of process is National Registered Agents, Inc., 2 Office Park Ct.,

C:olumbia, Soutb Carolina 29223.

4. The acts alleged to have been done by Defendant herein were authorized, ordered
r--,.)
'":":':"

done ;:mdJor ratified by Defendant's officers, directors, agents, employees or repres~ntati'Y~s

while engaged in the management, direction, control or transaction of Defendant's 5il}si~s
en

-,.,
7J
- ;::: _."

affairs.

,JURISDICTION & VENUE

c

(/; C)
en

,."
-~_:J

\\hleh

s.

6.

rile junsdictlOn of thIS C~ouI1 IS founded upon S,C C:ONST. At\i\; AR'r V §11

the Clrcuit ('oun general'iurisdictlon (lver civd actions.

ThiS ('ourt has personal junsthction over l)efendant because IJefcndam does

bustness lil South ('aroJina :mdlor has the rC(jU1SltC minimum (;<mtacts "\enh South ('arolllla
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necessary to constitutionally penl1lt the C:ourt to exercise jurlsdiction with such JllIisdiction also

being within the contemplation of the South Carolina' long arm" statute (S.C. CC}DE ANN. §36-2·

8(3)

7. Defendant did, individually or in conjunction with others, research, develop

manufacture. create, design, test, label, stcnlize, package, distribute, supply, market, sell,

promote, advertise, wam and otherWise dlstnbute Olanzapme CZyprexa") in South Carolrna and

specifically in Spartanburg County.

8. Venue in thIS Court is proper pursuant to the Rules of the South Carolina Supreme

Court and the South Carolina Code.

INTRODlrCTION

9. This is an action to recover funds expended by the State in providing medical

treatment to Medicaid, SCDMH and SlIP partiCipants suffering from Zyprexarelated illnesses

and to recover funds expended m purchasing Zyprexa for uses not covered by the State's

Medicaid, SCDMH and SlIP programs. Many of the details and critical facts related to

Defendant's scheme arc exclusively known by Defendant.

10. The State seeks reimbursement of funds expended by Soutb Carolina pursuant to

'-'.:~

the Medicaid program, the SCDMH and its State Employees Health Plan CSfIP").:Tlie:~atej8- ..
- .~< .'" -~'l

required by 42 U.s.c. §1396a(a)(2S)(A),(B) to take all reasonable measures to ascertmn t/'le legaL,' ....~
::','; U'l '

liability of third parties to pay fc)r care and services ;i\;ailahle under the l'v1edicaid~;\ct,s!ndto~-':-J

seek rClInbursement to the public fund to the extent of such legal lin.hility,
ro

)
U' G) .. i0'

I L The State seeks 10 recover darnages hI Its SliP, rhe SlIP !s a Statc--sponsorcd

pn)gram that administers prescnpticHl drug benefits for the State's SlIP participants. 'The SCHlth

C:arc}!ina Budget and ('onrrol Ih)iHd (l"erSl'CS the SlIP, whIch curremly covers approximately



7:07-cv-01875-HMH       Date Filed 07/06/2007      Entry Number 1-2        Page 8 of 49

3S0,OOO individuals. The SITP reimburses pharmacIes, doctors and hospitaLs for prescriptions

written for and dispensed to SlIP parllcipants

12. The State seeks to recOVet damages to the SCDMH. The SC'DMII IS a State-

sponsored program that purchases Zyprcxa for the State's mental hospitals, clinics and centers,

jomt State and community sponsored mental health clmics and centers and facilities for the

treatment and care (,I alcohol and drug addicts. The SCDMllls a difeC! purchaser of Zyprexa for

patients under its care.

13. The State has discovered that Defendant has engaged in a protracted and willful

course of corporate misconduct and misrepresematic)O ln vioJahng numerous Stale Jaws, and in

actionable breach of tbe duties owed to the State and Its citizens. Defendant has concealed its

wrongdoing from lhe Slate.

14. The State brings this action exclusively under the common law and statutes of the

State of South C:aroJina. No federal claims are being asserlciJ and to the extent that any clairn or

factual assertion set fortb herein may be construed to have stated any claim under federal law,

such claim is expressly and undeniably disavowed and disclaimed by the State.

15. The claims asserted herein are brought solely by the Stale, and result from the

damages incurrcd by thc State itself and are wholly Indepcndent of any claims that individual

users of Zyprexa rnay have against Defendant.

16. Defendant manufactures Zyprex<.l and promotes the drug tC) physlcnms In Sz)uth

('arollna. For years. the Stale has incurred slgmflcanl expenses assoClated with the prov~~on of---:.

necessary hc,-Ilth care and {)ther aSsIstance, necessarv under ItS Mc,dic<11d, SCDVUl and SlIP!
f ,. i

'--,,, ,,}
pn)grams tei citizens \vhn suffer, or \-vho have suffered. rOln Zyplcxa related Inluri~~/ii~>':tsesfH:

U)

1
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AI'I'UCAIlLE STATUTORY FRAMEWORK

17. roe State participates Hl the ylct!Icaid program to promote the general welfare of

its ClUl-ens and meet the specific objective that adequate and high quality health care is available

to those South Carolina citizens who cannot afford it.

18, Under the Medicaid system. whether the usc of a drug IS medically necessary is

material to the State's decision to reirnhurse for the prescription. The State does not intend to

reimburse providers for drugs whose uses arc medically unnecessary or are likely to result in

adverse medical outcomes.

19. Defendant is deemed to be on notice of MedicaId regulations regar(!Jng the scope

of prescription drug reimbursement. Defendant has a duty to prevent non-medically necessary

prescriptions for Zyprexa from being submitted to Medicard for reimbursement. Upon

mformation and belIef, Defendant breached this duty by knowingly causlOg prescriptions for

non-medically necessary uses ofZyprexa to be submitted to l'v1edicaid for reImbursement.

20 SC CODE ANN. §43-7-60 provides as follows:

(B) It is unlawful for a provider of medical assistance, goods, or services to
knowingly and willfully make or causc to be made a false claim.
statement, or representation of a material fact. (l) in an application or
request, including an electronic or computer generated claim, for a henefit,
payment, or reimbursement from a state .. agency which administers or
assists in the administration of the state's medical assistance or Medicaid
program; or (2) on a report, certificate, or similar document, including an
electronic or computer generated claim, submitted to a state" ,agency
which adrninisters or assists in the administration of the state's i\'ledicaid·)
program !T1 order fClr a provider or facility to qualify elf remam qu:rh:fied, ~
under the state's i\lcdicaid program to pnJvlde aSslstance, gno(~s~ ()~,:

services, or receive rellnbufsement, payment, OJ tk·ncf:t for thlS as·;lSl:;,nc('. 1

goods or services _., Ul

(el II lS uniawfui for .J l,,,)\'dec ui mcc!J,,,i ,lSShldrll .. ~r'u(b, ur ,c~,!jccs~'

knowingly and \vJllfully 10 conceal or fail to dIsclose any md(lTJ,jl~ t ...lCt~"o
.. , ",," ~ 0i c.)

L'vent. or Iransactl(Hl \-\inletl allccts tIle: 0\
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a. PnJvlder's imtial or continued entitlement [() payment, rClInbursemenr.
or benefits under the state's rv1edicaid plan; or

h. Amount of payment. reImbursement. or benefit to which the provIder
may he entitled for services, goods. or assistance rendered.

F'or purposes of this subsection. each fact. event, or transaction concealed or not
discl()scd constItuteS a separate offense.

(F) In adc!Itlon to all other remeches provJ(led by law, the At!omey General
may bring an action to recover damages equal to three times the amount of
an overstatement or overpayment and the court may impose a civil penalty
of twO thousand dollars for each false claim, representatIOn, or
overstatement made to a state ... agcncy which administers funds under the
state's IVlcchcaId program.

21. As persons receiving payment, rcimburscmc,nt anclJor benefit for services, goods

or assistance rendered under the State's public assistance program, Defendant is a provider

within the meaning of S.c. CODE ANN. §43,7,60(A)(!). According to the South Carolina

legislature, the purpose of Medicaid Fraud Act is to preserve the integrity of the Medicaid

Program by providing a statutory detenent to any person or entity causing the submissIOn of

inappropriate claims to the Program.

22. The State of South Carol lila, as is true of many states, lacks a practical means of

ensming that each prescription for every drug constitutes a medically necessary use of that drug.

The State thus relics on persons or entities receiving payment and benefits to turn square corners

in their clealings with the Medicaid, SCDMH and SHP Programs. Nevertheless, this lack oC

practical ability represents a loophole in the scheme of the Medicaid, SCDMH ancl Sill'

Programs

In a tbreet, 1

23 Lk.fent!dnt has ojim,'Cll ilnd ~jg,g.'.ressl exr.)!oited 'ihis !()oDh()le l~i:;twU:_};v<Jvs.::· J
, CO) -,

r'.'-:;;- C,l

. nationwH!e program ()f prornollOn 6~thc use
c-'

Zyprexa for non,·medically ncc(;ssary uses. Defendant h;ls cCHlduCled this pn)gxam (~~-l)r()':l'!'(Jtlt)n

(/j (~)

knCI\Vlng that prescnptHIT1S for arc generally rCHnbursed by the St;He \'1cdlcaid, SED:vHI
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and SlIP programs even though prescriptions for non medically necessary uses of Zyprexa fall

outside the coverage of state programs.

24. Second, since the inceptIon of thell promotion of Zyprcxa, Defendant has falsely

represented to the Stale, and to the public In general, lhal Zyprexa is safer and more effective

than less expensive, first generation antipsychotics.

25. hnally, Defendant's failure to provIde an adequate warning of the nsks of uSing

Zyprexa has compromised the general health and welfare of South Carolina citizens. The State,

in its common law duty to act as parens patriae, thus has standing to recover its necessary costs

of treatment of South Carolina citizens resulting from Zyprexa,related Injuries for which

Defendant is liable.

ZYPREXA'S CLINICAL PROFILE

26. In September of 1996, the FDA approved Zyprexa oral tablets for use In the

treatment of adults with schizophrenia at a target dose of ]() mg/d In 200], Zyprexa tablets were

approved for treatment of adults suffering from acute manic episodes associated with bipolar I

disorder in doses up to 20mg/day. In July of 2003, Zyprexa tablets were approved for the short-

tenn treatment of adults suffering from acute manic episodes associated with Bipolar [ Disorder,

in combination with lithium or valproare, with recommended doses of ]0,20 mg/d. In January of

2004, Zyprexa tablets were approved lor long-term treatment of adults with hipolar ] disorder In

doses up to 20 rng/day,

J7 There IS no legiflmarc SC1entlfic support for any use of 7yprcxa by chl~ten lor

. }

treatment or adults with depreSSIon, anxiety, AnI), AIH-[[), sleep disorders, anger rn~agt2ncnt;

mood enhancement or mooe! SfdbllllatHHl

(/) w
0> -i
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28. Schizophrenia is one of the most complex and challenging of psychiatric

disorders It represents a heterogeneous syndrome or disorganized and hizane thoughts,

delusions, hallucmations, lnappropnate affect and nnpaircd psycho-socIal functicming.

Fonunately, schizophrenia is somewhat rare, occurring 10 only about I ex·, of the population.

29. There arc many clinical presentations of schizophrenia. Despite common

C';

iiiJ;~n{)S).\ SCliI/i1phrcnul. SChllO-; ffCCll\C

nll:dlC~d Jls<mkr Of sub:;unc(: IJSt'

misconceptions of schizophrenia as a "split'personalltY," in fact schizophrenia is a chromc

dISorder of thought and affecr. The DiagnostIc and StatIstical Manual of Mental Disorders, 4th

edition, (DSM,IV) assigns a diagnosis of schizophrenra when a patrent suffers two or more of the

following characteristic symptoms: delusions, hallucinations. disorganized speech, grossly

dIsorganized or catatonic behavior and negative symptoms.l

30, Although the etiology of schizophrenia is unknown, research has demonstrated

various abnOI111alities in schizophrenic brain structure and function. The cause of schizophrenia

IS Irkely multj,facrorial, that is, multiple pathophySIologIC ahnolmalitles may playa 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

1950s, and the observation that traditional anti,psychotic drugs are posHynaptic dopamine,

receptor antagonists, the hypothesis has emerged that dopamine hyperactivrry underscores the

neurochemical basis for the primary symptoms of schizophrenia,

32. Over the years, treatment of schizophrenia has relied on antIpsychotic drugs tha.t

target dopamme D2 receptors. The many antIpsychotic drugs introduced during th~!'oll~~'ing -~')

(J

I ;nnlrj'~ l",Hlitl1('I1Llr\-, on lhe bdu' lUi (;f !\V(l OJ" more: V(\ICes ,>:f1VnsII1L IAI!h c, ch
'11('(1(1 dh()ld(~I' rnlh[ be C\ClUikd. ,if1d the ,tlsor,kr PlUS! 11l"fJr: du¢

- j
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decades were Jncrc<lsingly potent, as medicinal chemists improved the drugs' affinIty for the D2

receptor.

33. The Iradltlonal or "typical" anti psychotics Include chlorpromaZIne (Thora/me),

tluphenzme (Pnnllin), halopendol (Baldol), loxapll1e (Loxltane), molindone (Moban),

mesoridazme (Serentll) perphenazine (Tnlalon), thloridazine (Mellan!), thiothlxene (Navane),

and trifluoperazine (Stelazine). Until the early 1990's, the typical antlpsychOllCS were Ihe

common drug therapy for schizophrenIa.

34. Although there werc many Iraditlonal anti psychotics, Ihe elficacy 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 neurotnmsmission in the basal ganglia

caused extrapyramidal syndromes (EPS) such as parkinsonian effects. A long-lasting movement

disorder, tardive dyskinesia, also occurred with prolonged trealmenL

35. Bv the 19805, elozapine was being investigated for Ihe treatment of schizophrc11Ia

on the theory that it might be more effective and cause less movement disorder than other

anti psychotics. fI<)wever, the potential of chJZnpine to cause toxic side effects, including

agranulocytosis, limited its prescription to about 10 percent of persons with schizophrenia.

ZYI'REXA '5 SAFETY PROFILE

36. During the 1990's phannaeeutical cornpanies, acting On the "atypical" hypothesis,

Introduced nc\ver drugs attcrnpting l() capture the enhanced therapeutIc effect of ciozapinc

'AllhoUl Its loxleilY and \\'ithout the increased EPS caused by traditional antipsycholics "Before-

199.~, tht' only atypH.:a! antipsychotIC In the ()nned Stales marker \\i(lS chJzapinc, and
Co)

to lIs

tnxlclty It had v"erv httle lr,arkct share_ Ten years bleL utypical

(/)
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would account for about 90(Y(i of all antipsychotic dnlgs prescribed for all psychiatric purposes,

regardless of whether they were approved for those indlcauons.

37. The atyplCal ant'psychotlcs mclude clo/apme (elozmil), Zyprexa, quetiapine

(Seroquel), Rispendone (RlSperdal), anplprazole (AbJiify), and llprasldone (Geodon), and arc

considered the second,generatlOn antlpsychotics (SGA).

38. In paJt, this lawsult descnbes how Defendant achieved, through a series of

unlawful acts and practlces, the largest United States market share for atypical anti psychotics.

39. Medical literature dating as far back as the 1950s, and Defendant's own pre,

clinical studies of Zyprexa, demonstrated that Zyprexa, like older antipsychotic medications, had

the potential to cause dwbetes, diabetes-related injuries (e.g. weight gain and hyperglycemia),

cardiovascular and cerebrovascular complications, and other severe adverse effects. By the time

Zyprexa was first marketed, the neurochemical bases for the efficacy and side-effects were

generally known to Defendant, i.e., effects on dopamine, serotcmin, 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 yet Zyprexa's original label, and

all label changes until 2004, did not adequately warn of these adverse effects.

40. Zyprexa's pre-marketing clinical trials did not suppoJt an assertion that it was less

likely to cause extra pyramidal symptoms ("EPS") than traditional antipsychotics. TJpon

Information and helIef, Defcndarll's tnab V,,icre designeel t() produce sirmlar rates of EPS tTl

palJents sorted mto pLacehc) group::; and those lakmg Zyprc\;:l. In order 10 pnJduce their desln:d

,-,)

result, Defendant selected patients fCl[ the p1acel)o groups that \V(TC already in tile: CCHJI<,sC
~.~,

trcatrnent \.\/lth high do~~cs (If ly'plcil :Jnupsychc)tics
f'J
Cj

c,

10

. .1
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41. The manifestatlon of EPS in a patient takmg antipsychotic drugs is largely dose~

dependent. In other words, the larger the dose:, the m(m:~ llkcly EPS become. Further, patIents

that develop EPS generally continue to experience I>~PS for months, even after discontinuing

antipsychotic drug treatmenL Because of this, patients In Defendant's placebo groups continued

to experience EPS at the rate at which they had expenenccd FPS whtle on anllpsychotlc drug

treatment before par1iclpatmg in the tnals. MeanwhJle, pallents m the Zyprexa group predictably

developed FPS at the rate to be expected in a populatIOn takmg antipsychotic mechcation, a rate

which essentially matched the placebo group.

42. Based on the similar levels of EPS in the placebo and Zyprexa group, Defendant

claimed, m their marketing, that patients wking Zyprexa werc as hkely to develop FPS as

patients taking nothing and thus less likely to develop FPS than patients taking traditional

anti psychotics.

43. Despite having been on notice, for years, of the potential for deadly diabetes-

related side effects, Defendant opted for the bare minima of clinical trials, of hmited duration.

such that no side effects were likely to be revealed.

44. Defendant had actual knowledge that Zyprexa causes weight gain, which

significantly ll1creases a patient's risk of contractIng diabetes. Despite such knowledge,

Defendant faded to include a Waming of the potential for weight gain and the possible

devc,lopment of diabetes as a result of the use of Zyprexa in its LLS. labeling for years, In face

Defendant concealed the true safety profile of Zyprexa ([(Hn patIents from 1997 until 2(){)4

F~vcn then. Defcl1cJ<mt (licl nell \V~lrn cltl:fCnS of the State of the nsk of diabetes ass()ciatcd with

~. ,
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4~. lJpon mfonnation and belief, long before case rcpofts in peer--reviewed medical

lJtcrature hecame known to the general me-dical public, Defendant was aware of large numbers of

diabetes-related adverse events associated with Zyprexa.

46. For example, an analysIS of the number of Adverse Event Reports CAERs") over

the I,rsl four years of Zyprexa's markel life shows nearly 200 AERs alter 2 years, 400 AERs

after 3 years, and nearly 600 d,abelCs,related AERs in Zyprexa's fourth year of dlSlribullon.

These AERs were reported to the FDA and known to Defendant.

'rhe number of reports of AERs is a very conservative representation of the actual

number of AERs actually occurring. It is well understood that adverse drug event reports

represent between 1 {~o and l()(h; of the total estimated population of all complications. (See

PhySlcian Knowledge, Attitude and Behavior Related to Reporting, Archlves of [ntemal

Medlcine, 1988: 148; 1589,1592; Underreporting of Hemorrhagic Stroke Assocrated witb

Phenylpropanolamine, 286 (24) JAMA (20CH); Rhode Island PhysiCian's Recogml!on and

Reporting of Adverse Drug Reactions, R[ Medical Joumal 1987: 70:311,316.).

48, The realily of under,rep011ing is due mainly to the fact Ihat Ihe adverse event

repol1ing system in the U.S. is a voluntary system (i.e. doctors arc under DC) obligation to report

an adverse event), As a result, the number of reported adverse evenls musl be mullJplicd by a

factor of between 10 and 100 in order to amve at an accurate estimate.

·V>. After adding the unreported adverse events for Zyprexa to the above figures, the

true numher of chahctcs-rclatcd ::ldvcrse events from market miroduction In It)96 to .'year end

200t), IS cstlrnarcd t() be as low as 6,000 and as high as 60,000, ;\ h!gb I1limber

consldcnng the if1(l!catlons treated and the avadahility of Car safer altcni,ltlvcS_ c:
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50, Defendant did not entirely Ignore the repoI1s of adverse events concernmg

diabetes and elevated glucose levels. Rather, it Implemented ITiarketing strategies that blarned

diabetes and hyperglycemia on the schizophrenic population at large, rather than On Zyprexa_

Thus, upon infom'j<:ltion and belief. despite the fact that Defendant's own internal studies and

adverse event data revealed that Zyprexa increased the fisk of diabetes, even among

SChll.ophrenlcs, Defendant refused to adequately warn patients of this known fisk. At the same

time, Defendant afflnllattvely misrepresented that the Incidence of diabetes associated with

Zyprexa was due only to background incidence inherent in the schizophrenic population.

51. Lcss than seven weeks after Zyprexa's approval, Defendant faced charges that it

was suppressl11g SIde effects. The FDA sent a letter to Defendant on November 14, 1996

outlining labeling pieces and promotional activities considered to be "false or misleading, and in

violation of the Fedcral Food, Drug, and Cosmetic Act" by the Division of Drug Marketmg,

Advertising, and Communications ("DDMAC").

52. According to the agency, the promotional campaign lacked "'appropriate balance,

thereby creating a lnis!eading messag(~ 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 a(l\'crse

events specifically selected for emphasis in the approved labeling", including weight gain. In

conclUSion, the letter stated that the labeling pieces "present a misleading impression of Zyprexa
,-.,) "")

as a SUpCr10L highly clrcellvc, vlrtuaily free of side effects, (:,lSy to usc producL rrht~jln!i~4;ssJOn

IS contrary to the approved label mg."
u;

0)

C)
0'

1
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53. The FIJ;\'s letter specifically referenced an interactIve teleconference conducted

bv [)r Clary T'ollefson, VICe President of I.I1I) Research Lahoratories, on October 2, 11)96 two

days after FDA approval. The letter states:

\Vhen asked a question about weIght gam, Dr. Tollefson'S
response misleading!y turned an adverse event into a therapeutic
benefit. He states, "So we went back and analyzed our data and
saw that the v,ISt maj()rity of weight gain reported mitially as an
adverse event. lfl fact, was weIght gam occuo"ing in pMients who
had baseline before starting treatment, had been below their ideal
body weight. So we really look at thrs In the majority of patients
as being part of a therapeutic recovery rather than an adverse
event. That data I think was fairly compelling because it was
included in OUl labeling.

54. The information on weight gain waS Indeed Included in the approved labeling, but

as an adverse event, not a therapeutic benefit. Smce 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 it appeared. IIis statements were therefore false and

misleading. Further, Dr. Tollefson's mrsrepresentations about weight gain on the phone

conference were belied by Defendant', own study's conclusion. Tollefson claimed that the

weight gain was !1l()stly observed in patients whose weights were abnormally low before taking

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

Iie:j,

Dcfendant's own study in 1993 concluded that "weight gain was evrdem and u11'lf.mnfln al(?
:t';", ~-.,..

subjects, with an average weight gain of nearly 9 pounds over the study dur~tjon.~
00

p/'. 01

'l\)llcfson's interactive telephone conference IS an eerie and earlv illustration tt±.~

=:::
rnisreprcsentatic)J1s and data rnampuLHlonS crmCl'rning the risks ;md benefits of 2;~pre'l?I

U) C.0
0.

Defendant h;j5 contmued to report Cc)r more than a decade

:,,\), IVlo rcrJ\/tT , the FT)!\ complmned (h;tt the ()ct(lbcr L 1996 teleconference had

"presented a rmslcading irnpreSSli)Jl of as a superior, highly effectl\-"e, vlrtually- free or

I!
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sIde effects, easy to use product." DL crollefson had saId that olanzapine had no Parkinson's-like

SHJC effects: "\Ve'rc very pleased that the labelrng to the U.S. will show by objective rating

scales that hoth Parkinsons like side effects and restlessness Or Acathisia, the incIdence across all

doses of Zyprexa was comparable to placeho. That is essentially thIS drug did not induce

persistent Parkinsonian problerns.'· And: "{\Vlc'vc heen able to show that there IS a statistically

and slgmficantly lower lncldence of this neurological [Tardive Dyskineslal side effect with

Zyprcxa than with conventional drugs." Not only was this a clearly deceptive analysis of the

clinical nial results, years later Lilly admitted on Its "Patient Information Sheet Revised

04/2005" for Zyprexa that it could "cause senous problems such as

called tarc!Ivc dyskinesia (TD)."

.A movement problem

56. In the October I, 1996 conference call, Dr Tollefson announced that prolactin

\vould not be a problem: "In our labeling it will be clear that Zyprexa is not associated \\'ith these

persistent, high long term elevations of prolactin _" As a major selling point, Dr. 'Tollefson

pointed out that olanzapine was distinct from its competitors because it required mJ blood

monitoring "[\Vlith some of the other agents, such as Clozapine or clozanl that you lTlay be

familiar with, of course there are prerequisites for blood monitoring on a weekly basis because of

some of the safety conCCl11S with those drugs. Of course this is very troublesome to patients and

very costly. We're very pleased that we have no requircrncllts for any type of blood monitoring

S7. {Ipon ll1fonnation and belief, Defendant behcvc(L as c<lrlv as 1996. that hlo()c!

rnonltonng should be recommended for patlents em l:yrJrexa
,~'")

lf81 jov,)ed its
.,

spokesman, Dr. Tollefson, to dlstinguish h"",Y

15

irom Its cornpCtltcifS (IS il trcatmc~j)pt!~-~ thje
.r '. ( ../1

U)

)
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dId no! require monitoring, leaving the impression that Zyprexa was less expensive to prescribe

than other antIpsychotIc::, because It did not require blood monitonng<

58, Dr. Tollefson contlllued: '"Lastly I think particularly important to the prescriber

and patIent, unlike make [sic! of the anti--psychotics currently in the marketplace that require the

prescriber to start wlth very low doses that are subthcrapeutic because of safety concerns then

gradually work the patient 1nto a therapeutic range where they can begin to get benefit, 7yprexa

will have a st,Hting does [sic] on day one of ten milligrams. which is also an effective therapeutic

dose. So the bottom Ime IS, tbere is no need for this historic, mandatory titration 01 drug. We can

start with tbe therapeutlcally effective does [siel on day one." By contrast, however, LIlly's

()fficial label says that patients should commence with 2.') to 5 mg on day one.

59. l--:rom the inception of Zyprex()'s marketing, and \.\i'ith full knowledge oj

Defendant's hIghest executives, scientists and medical officers, Lilly engaged in systematic

overpromotion of Zyprexa. by' exaggerating benefits, especially in non medically necessary uses,

and understating risks.

60 Defendant endorsed, adopted, and repeated Dr. Tollefson's misleading statements

to physicians about Zyprexa. In an October 1, 1996 press release titled "LJlly's Zyprexa

(olanl.apme) Cleared for Marketing for Treatment of Psychotic Disorders" issued hy Lilly press

spokesperson, Lori Roberts. l)efendant said that Zyprexa had "no requirement for blood

monitonng and a therapeutic starting dose \-\iJthout a rcquirement for titration for most patients."

quotlng l)L Gary Tollefson, VP of LIll Research Lahor<.:Horics and "hCdd (ll the (!l;:lI1lLlpine

hC;WyWClght learn." r\lrthcr. the press release promised that "Zyprcxa patients \vIll not hnye to
-~.,

submit to v,./eek!y ]1!ood rnonltonng tests."

i: ;

(;1

16
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6 L Defendant never provldcd a prominent warning about the increased risk of

diabetes and hypcrglyccmJa and ()f the need to provide baseline diabetes screening and gIuco·sc

monitoring, A warnmg did not appear UIuli it was forced by the FDA in mid-September of 20{n,

62. On September I I, 2003, the FDA Infonned all manufacturers of atypical

antipsychotic drugs, including Defendant, that due to an increasing prevalence of dtahetcs-

relared lllncsscs assoCIated with this class of drugs, that all laheling must hear the following

language in the \Vamings section:

Hyperglycemia, in some cases extreme and associated with ketoacidosis or
hypcrosmolar coma or death, has been reported m patients treated with atypical
antipsychotics. Assessment of the relationship between atypical antipsychotic use
and glucose abnormalities is complicated hy the possibility of an increased
background risk of diabetes mellitus in palients with schizophrenia and the
increasing incidence of diabetes mellitus in the general popUlation. Given these
confounders, the relationship between atypical antipsychotic use and
hyperglycemia-related advcrse events is not completely understood. However,
epidemiologic studies suggest an increased risk of treatment emergent
hyperglycemia-related adverse events III patients treated with atypical
antipsychotics. Precise risk estimates for hyperglycemia-related adverse events in
patients treated with atypical antipsychotics arc not available.

Patients with an established diagnosis of diabetes mellitus who arc started on
atypical anti psychotics should be monitored regularly for worsening of glucose
control. Patients with risk factors for diabetes mellitus (e.g., obesity, family
history of diabetes) who arc staJ1ing treatment with atypical antipsychotics should
undergo fastll1g blood glucose testmg at the beginning of treatment and
periodically during treatment. Any patient treated with atypical anti psychotics
should be monitored for symptoms of hyperglycemia including polydipsia,
polyuria, polyphagia, and wcakness. Patients who develop symptoms of
hyperglycemia during treatment with atypical anti psychotics should undergo
fasting hlood glucose testing, In some cases, hyperglycemia has resolved when
the atypical antipsychotic \vas discontinued; however, some patients required
contJl1u:ltion of ;:tntl-diahetic treatment clespltc cllSCOnlll1Uatlon or the suspect drug.

63_ DespIte the FI)/\'5 mandate that Defendant immediately warn of the ciangers
r, .. )

described ahove, !)e(cndant \\iultcd (1VC more months, until \!larch 01 2004, to sencfpres2rib1!lg ,

physlCians a "'Lkar I)oclor Letter" advlslllg of the nc\v \varnings_

17

fl.)

c:;
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64. Pnor to Zyprcxa's FDA approval, Defendant had a well·developcd strategy to

expand the use of Zyprexa heyond patients \vilh schizophrenia. Upon IJ)formation and belief,

I)efendant sought ghost \vritten research and paJd "thought leaders" to SUpPo11Defendant's

marketing aims. These "thought leaders" were nothing rnore than third-pany consultants and

researchers who were put on Defendant's payroll to support and lend creclihdity to Defendant's

sCIentific and marketing goals.

65. Among these goals were plans to create a sencs of studies designed to illustrate

Zyprcxa's superior profde to both (a) placebo and (b) a reprcsentative conventional antipsychotic

whdc providing funding to engagc key opinion leaders in publication WOI1hy trials

66. Since Dcfcndant introduced Zyprexa In 1996, It has been prescribed to more than

twelve million people worldwide and become Defendant's top-selling drug. [n 2003,

approximately seven million prescriptions for Zyprexa were dispensed, resulting in more than $2

bdlion in sales Zyprexa was the seventh largest selling drug In tbc Umted States by retail sales

in 2003, In 2004, Zyprexa sales exceeded $4.4 billion, Crucial to this blockbuster success was

Defendant's aggressive marketing of Zyprexa, which consisted chietly of overstating the onlg's

uses, while concealing its life-·thrcatening 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,

68.

unnecessary

~~ C)
C"'~, ~_:~ (~

:::': ~ :-.:~ r >1
Defendant's deCISion to target the State's c1derly had two results"., MeElicaIlY:7!

C") ---< .._-,
_ _ f"..)

c1alIns lor Zyprexa were sllbl1l1tted to Mullcaid. Sill' and ""J)MH

u).

c>

reilnhursemeot, and the drugs caused dlsLlstrous health (:()f]sequences for geriatnc pa~~J1tsco
:.::t".': ••
U) W

In ;\pnl of 2005, the r:r)A dctenmncd that the treatment of !,chavi()fal diso1"'dt:rs In'~-'.'

elderly patlents \--'<ith dcrncntl<l through atyph.:al antips)'chotlc drugs IS associated wHh Increased
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mortality. In a total of seventeen placebo controlled trials performed with Zyprex;J in elderly

demented patients WIth behavioral dis()rdefs, fifteen trials revealed incre;lScs In mortality m the

drug-treated group cCHnpafed f{) the placebo. treated patients_ Examination of spcClfic causes of

death revealed that most were due to either heart related events such as heart failure and sudden

death or JJ1fections, such as pneumonia.

70. Although Zyprexa FDA-approved for the treatment of schiwphrema, It IS not

approved for the treatment of behavioral disorders in patients with dement"L As a result of the

findmgs, the FDA reqUlred Defendant to include a Boxed Warning or "black box warning" in

Zyprexa's labeling describing this risk and emphasizing that it is not approved for this indication.

71. Further, m October of 2005, the anicle Demenria Drugs Call Increase Death

Risks concluded that,

.. drugs often used to treat elderly patients with dementia· related
aggression and delusions can raise their risk of death, according to
a study that reinforces new waInmg 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 Abilify. Among
more than 5,000 elderly dementia patients, those taking any of the
drugs faced a 54 percent increased risk of dymg within 12 weeks
of staning the medication, compared with palicnts taking dummy
pills. There were 118 deaths among the 3,353 drug users versus 40
in the 1,757·paticnt placebo group, or 3.5 percent compared with
2.3 percent. The risks were similar for each of the drugs ...The
study appears m Wednesday's Journal of the American Medical

Association. -,

(.-: --<

IJprm inforrnatlon and belief, despite the furegoing, Defendant ~{Jntifhtes t6__ ­t'.:1

pn1motc Zyprexa as safe and effective treatment for dernentia in elderly patlents_

=
r'-L Such pn)!T1otion is pal11culariy smis!er given the results of a stU(~<? [)tiendaj"'It

- -.J

performed In 1995. before Zyprcxa W;J.S ini!lally approved by the Fl)A, I':pon mfonnation and

hellef. !)efcnL!arlt iC~iJTIcd that olan;:lpine, the a.ctive lllgnxhenr In 'Iyprcxd, \\/:1'1 mcifectlve !l1
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treating such condiucms as dementia and Alzhcnner's. Nevertheless, from the IOcepti(JIl uf

marketing, LIlly promoted Zyprcxa for symptoms of dementia and Alzheimer's In the elderly.

7/f. There IS no valid sCientific evidence to support Defendant's contention that

Zyprexa IS ,'>afe and effective for treatment of any off label indication, includmg any usc 111

children, There is no valid scientific eVIdence conceming the therapeutic equivalence ot

Zyprexa for any orf label mdlcatlon, mcludmg any use in chddren.

75. Further, even in cases where treatment with an antipsychotic was appropriate,

Zyprexa prescriptions should not have been submitted to the State, as Zyprcxa is no safer or

more effective than less expensive first generation anti psychotics.

ALLEGATIONS

76. Defendant did business in the State of South Carolina: made contracts to be

performed in whole or in part in South Carolina and/or manufactured, tested, soid, offered for

sale, supplied or pL:1ced 10 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 hawrdous, and which Defendant knew would be substantially

r-~j co

Dcfend<inY-;cn£~cdlTi
' .....F"rum the i 997 product launch of Zyprcxa to the present77

Carolina.

certain to cause mJury to the State and to persons within the State thereby negligenfLy and
<:.-::, ( ")
C_"J

intentionally causing injury to persons within South Carolina and to the State, and:Us d~~rib~&-1
:;,) :~"" . - ·"1
C) ~ . ---~_

herein, committed and continues to commit tortious and other unlawful acts in the S!:...~e (t$oy~tl-::; ~~
--,
n

\videspread fraudulent statcrncnts and conduct, and pervaslve false and rnts!eading marketing.

atltJertlsmg and prornotlOn of Zyprexa. Defendant deceived physici:ms, consumers, the St,lte,

and others reganhng [he comparatIve (Jf Zyprexa to other traditlon,l1 and

20
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anti psychotics, Defendant fai led to \V;1Il1 and affirmatively misled --- physicians, consumers, the

State, and others in the medical community regarding Zyprexa's association wIth diabetes,

diabetes--related conditions and ()ther adverse effects. Defendant actively marketed and

promoted 7yprexa in several populaticHls where the efficacy and safety of the drug had yet to be

established marketing Zyprcxa for the treatment of various conditions or symptoms lTl children,

marketing Zyprexa for treatment JTl the elderly for dementia, and marketing Zyprexa for

treatment of patients \-vho experience depressIve or other physiological conditions.

78. From the outset of marketing, Defendant plotted and schemed to increase the

sales of Zyprexa. The scheme consisted of elaborate and clandestine promotion of non~

medically necessary uses of Zyprexa.

79. Upon infonnation and be ilef, this scheme was carried out by: emplOying the

illegal direct solicitation of physicians to prescribe Zyprexa for non· medically necessary uses;

the making or false statements to physicians and phalTnacists conceming the efficacy and safety

of Zyprexa for non~mcdically necessary uses; the use of active concealment to avoid the

utilization policies of Medicaid, SCDMH and StiP. which are intended to refuse payment for

uses of drugs which arc medically unnecessary: and the active training of Defendant's employees

in methods of avoiding detection of their activities.

80. The State spends millions of dollars each year to provide or pay for health care

and other necessary' facilities and services on behalf of lfldigcnts and other eligible cltlzens

whose said health care costs are (llfeetlv c;wsed by Zyprcxhninduced di'l.bctcs,

pancreatlL1S, seizures and other discases

SI Defendant sold (\1" iuded and abetted In the sale of Zypre\<'l \-\hich~_was)(il(1

defective :\nd unre,;ls()nably dangerous

(::0
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82. Upon Information and beilef, at ;111 pertinent tunes, Defendant knew, e)r should

have known, that Zyprexa was and is unreasonably hazardous to human hetlth.

83. Defendant, through its funding and control of CCI1ain studies concerning the

affects of Zyprexa on human health, its control over trade publIcal1ons, promoting, marketing,

aneVor through other agrcernents, understandings and joint undertakmgs and enTerprises,

conspired with, cooperated with and/or assisted 10 the \vfongful suppression, active concealment

and/or misrepresentation of the true relationship between Zyprexa and various diseases, all to the

detnment of the puhlic health, safety and welfare and thereby causing harm to the State.

84. Zyprcxa is inherently, abnormally, and unreasonably dangerous. The health risks

and costs e)f Zyprexa to the citizens of the State and to the State greatly outweigh any claimed

utility of Zyprexa. Defendant knew or should have known of the dangers inherent in the usc of

Zyprexa, andtbat the public and the State would be harmed by the intended and foreseeable use

of Zyprcxa.

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 thereof in substantially 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 in a defective condition and

unreasonably dangerous to users and crmsumers.

,
1:)7 The defeeti;,'e conditH)fl of Zyprexa directly and proxlm;:ttcly c,Hused;SclUlh

(';lrolm3 reSidents to suffer varIOUS Zypn:x<!.··mduccd cliscascs, injunes and slu"kncSSGf;, ,md .
r\",
COl

directly :lnd proxlfnatcly caused the State to expend millions of dollars in onp:::r to provide'
~

"
, c ,j; i

co
G,)

-.J ~-1
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necessary health care to these CitJzens through Its MedlClld, SCDMII and SHP programs,

therehy directly damaging the Slate.

88 At ;111 pertinent times, it was foreseeable by l)efcndant that cCI1am of the South

Carohna MedicaId, SCDMII and SlIP partIcIpants who used Zyprcxa would become Iii and

suffer Injury, disease and sickness as a result of using Zyprexa as I)efendant intended, and it was

further foreseeable by I)efendant that the State \vould be required to expend rndlions of dollars

each year in order to provide necessary medical treatment and facilities to those citizens.

89. Defendant indl viduall y, and through their representatIves, fraudulentl y mIslead

the puhlic, physicians treating Medicaid, SCDMH and SHP particIpants and the State, with

regard to the health lisks of Zyprexa, all for the purpose of increasing Defendant's profits from

the sale of Zyprexa.

90. SpecIfically, and In addition to the allegations above, Defendant kncw of the

hazards associated with Zyprexu< Defendant nevertheless affinnativcly and actively concealed

information which clearly demonstrated the dangers of Zyprexa and affirmatively misled the

public and physicians treating Medicaid, SCDMH and SUP participants with regard to the

material and clear risks of Zyprexa. Defendant did so with the intent that physicians treating

Medicaid, SCDMH and SHP partIcipants would continue to prescribe Zyprexa. However.

Defendant knew that prescribing physicians w(mJd not be in a position to discover the true risks

of Zyprexa and \vould reiy upon the misleading infclrm,ni(lI1 that I)efendant promulgated.

Defendant further knew that physicums treating rvledicaicl. SCr)MH and SliP partICIpants would

wnk Zyprt:xa prcscnptHms that \votdd be p~ild !(Jr the State's McdlC:lid. S( f)MII and SIll'
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91 At all pertinent times, Defendant purposefully and intentIOnally engaged in these

activities, and continues to do $0, knowmg that when the State's 1\1cJicaid, SC:DMH ,md SHP

particIpants use Lyprexa as It was and IS mtendcd to be used, that the State's McdlUlld, SCDMll

and SHP participants would be substantially certain to suffer discase, injury and sIckness,

includmg diahetes, stroke, pancreatitis, seilUres and other illnesses, and that the State would be

dIrectly injured thereby, all as described above.

92. Also at all pCf1ment times, Defendant purposefully and intentIonally engaged in

these activities, and continues to do so, kno\\'ing that the State, in the ahsence of any such effOIts

by Defendant, would be obligated to, and would, provide health care and other necessary

facilities and services for certam 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. Upon infonnation and belief, the statements, representations and promotional

schemes publicized by Dcfendam 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,

Defendant had an economic interest in making such statements. NeIther the State nor the

physicians in South Carolina who prescribed Lyprexa had knowledge of the falsity or untruth of

Defendant's statements, representations and advcI1isements wben MedicaId, SCDMH and SHP

claims for Zyprcxa were submitted; moreover, the State had a right to rely on Defendant to act

honestly \vhen dealing \vith the State. r':acr1 of the Dcfend;lnt's statements, representations and

advel1lsements \vere matcnal to the State s purch;Jse e)f Zyprcxa in that the SuIte \"iould not have

rCllnburscd for or pUlCh~jscd d- It hacl knO\\/ll that Lkfcn(bnt's -"":11,>111<

, ,

24
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representations and advertisements related to Zy;prexa were t1eceptIve, false, incomplete,

misleading and unlrue.

94 'rhe State has a right to rely upon the representations of Defendant and was

directly and proxImately injured hy such reliance, all as described above.

95. A significant perccntage of South CarolIna MedlC<lld. SCDMII and SliP

partIcIpants, believed to number III the hundreds, if not thousands, suffered serious diseases

and/or potentially life~threateningmedical conditions anci takmg Zyprexa and such risks of use

were known, or should have been known, to Defendant who failed to warn South Carolina

physicians treating Medicaid. SCDMII and SlIP parllClpants of those risks.

eJl
c

)
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COliNT I

SUIMISSION OF FALSE & FRAUDlJLENT CLAIMS UNIWR MEIHCAlD I'ROGRAM

96. 'rhe State incorporates by reference the foregoing allegations as if set forth at

length herein.

97 ;\ significant percentage of patients who use or have used Zyprcxa are persons

whose prescliptions arc paid for in whole or m part by Medicard.

98. Defendant's aggressive. illegal scbeme of off· label promotlon has mdueed a

dispensatlon of State Medicaid funcls tbrougb a pattern of fraudulent conduct by causing the

State to payout sums for prescriptions tbat were medically unnecessary. Defendant's conduct

constJtutes Medicard fraud wahin the meaning of S.c. CODE ANN. §43·7·60.

99. Defendant has, as alleged. actively concealed its promotion of Zyprexa for non-

medically necessary uses from the State. Said active concealment is motivated by the desire to,

and has had the effect of, preserving the tlow of State funds to reimburse Zyprexa prescriptions

for non~mcdicany necessary uses. Said active concealment constitutes a pattern of fraudulent

conduct through wbieh State payments are deri ved. and constnutes Medicaid fraud wnbrn the

meamng of S.c. CODE ANN. §43-7·60.

100. Defendant has knowingly caused false claims for payment to tbe State's Medleald

program by intentionally promoting non~mcdically necessary uses of Zyprexa to prescribing

physicians for the purpose of receiving greater compensation than that to WhICh they are legally

entitled, \v!th the costs ultimately borne. lTl whole en In par!' the State through Its

:v'1ediccud reimbursement to phannacics. 'nlcse tJrescnptions constitute false

fv1edlC:l1d rClIl1hurscment is not intended for mm lnedically necessary us(:s of Zy'Prcx

IJ{t}luse

f'.'
Ul
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101. VJOlatlon of the MedIcaid statute entities the State to reImbursement of all funds

for which payment \-vas fraudulently mduced. including but not llIllltcd to, all funds p,ud by the

State f()[ reImbursement of non-rncdica!!y necessary uses of Zyprexa.

102, Further, Defendant caused the foregomg false chums to be suhmJ!ted WIth

knowledge that they were not medically necessary. Such conduct entitles the State to recover an

amount equal to three times the amount wrongfully reimbursed and t\VO thousand dolla.rs per

false clann,

WHEREFORE, the State respectfully requests thllt this Honorable COUl1 enter judgment

in its favor and against Defendant and that the State be awarded reimbursement for all

expenditures made for non·rnedic;:llly necessary prescriptions of Zyprcxa, three times the amount

Defendant knowmgly caused to be submitted for wrongful reimbursement of Zyprexa, two

thousand dollars per false cl3lm and such other relief as justice and equity may reqUlre,

COUNT II

SUBMISSION OF FALSE & F'RAUDL1.,F:NT CLAIMS UNDER MEDICAID PROGRAM

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

length herein.

~ ,
,,-. '... -
.- I-~

'·'~1

N
Ul

-{

n~;}e cl1ec tivC-~. .--t
roo;

'??
[)efend,rer's OOndtJel

--'

105 Defendant has fraudulently represented thlJt Zyprexa is safer and

than less expens!\c, genenc forms of first gencratlCHl antipsychotics.

whose prescriptions are p;Jid for !n \vhole or in part hyrvledicaid

104. A significant percentage of patients who usc or have used Zyprex~Me-iM'rst)nR

cClllstitutcs Medicaicl fraud \vlthlfl the rncanrng of S.C. ('()[)[~: ANN 7 60.

106 SnH:e the lnceptHHl of Its marketing of Zyprcxa. Defendant kno\\':n£-dy

rnisrepresented thaI IS H1Clre effectIve Jr1 the treatment of the vc of
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schIzophrenia and less lIkely to produce certain ,Jdvcrse events Involving involuntary movement

disorders, which are commonly assoCIated \.vith first generation anti psychotics. Defendant knew

these representations were false at the time they were made and that Zyprexa IS no more effective

than appropriate doses of first grneric antipsychotic dnJgs and no less likely to produce these

adverse events. Defendant touted Zyprcxa·s added efficacy dl1nension and the reduction of these

adverse events as justification for its higher cost. As a result of these representations, and in an

effort to spare their patients from expenencing these ;Jdverse effects, certain South Carolina

doctors treating ~1cdicaid participants opted for Zyprexa instead of less expensive, genelic forms

of first generation anti psychotics.

107. Defendant has knoWingly caused false claims to be submitted to the Medicaid

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

expensive, generic f01111S of first generation anti psychotics. The increased incremental cost of

Zyprcxa, relative to available generic forrn of first generation anti psychotics, was borne by the

State and resulted in excessive payment to Defendant. All prescriptions for Zyprexa submitted

to the State's Medicaid Program constitute false claims under the Medicaid Fraud Aet.

108. Violation of the Medicaid statute entitles the State to reimbursement of all funds

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

purchasing Zyprcxa insre;ld of less expensive, generic forms of first generation antipsychotics.

l09. l-;;unhcr, Defendant caused the f(Jrcgoing false clairns to be submitted \I,ilth

knowledge th:H they \vcrc m(~(lIcall)' UnI1CCCssary. Such conduct entltles the State to rCC(lVCr an
,"-.'

arnounl equal rei three tlmcs the arnCHH1t \vrtingfully reimbursed and t\\/o thous;mctdollJfi pcr
--'__C'>

)

false c!cum.

(/)

28
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WHEREEORE, the State respectfully requests that thIS Honorable Court eriler Judgment

In its favor and against I)cfendant and that the State be awardc,d reimbursement for the amount of

the Incremental cost of rClInhursement for Zyprexa Instead of aV~l1lahle. gencne forms of first

generation antJpsychotics, three limes the amount Defendant knowingly caused to he submitted

for wrongful reimbursement of Zyprcxa, two thousand dClllals per false cla1m and such other

rellef as Juslice and equity may require.

COUNT III

RECOVERY OF THE COST OF TREATMENT FOR INJCRIES CAUSE)) BY ZYPREXA

110. The State incorporates by reference the foregOing allegations as if set forth at

length herein_

III. The method by which lyprexa was marketed m South Carolma rendered it

defective and unreasonably dangerolls.

112. The design and/or manufacture of lyprcxa 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 flsks were not generally known by South Carolina

physicians, the State and/or South Carolina Melhcaid, SCDMH and SHP participants

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

atypicals <l.S a class and anti-psychcltic medications generally.

t'; , )
adequate pre-marketing testing, notwithstanding the known side effects associated \V~~~ Z~rex;~,;:~~,.-~

~.'-' J-:...
C') -<

114 Zyprexa \\/~t') dangerously defective hecau:sC' It lacked a suffICIent \v~lJlin[i)f

(J)
Cf?
W
-.l

the lack of an adequate warillng cduscd South (';Hullna treHting
rvlcdlcalcL SCL).\tH and SliP parflcqxmb [0 prcscnbe Zyprexa In

mappropriale circLlmsL<.lnCeS and CIn In;lppropnate c!:\sses of patients;

ljsks ass()cjated With its use and alsel because:

-'()
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(b) Defendant had a duty to warn South «arolina physIcians treating
Mcdic'llC1, SCDMH and Sill' partIcipants of the risks and potenllally Irfe
threatening side effects associated with Zyprexa usc and failed to do SCI;

and

(c) the warning and/or labeling provided hy Defendant for Zyprexa failed to
Jnciudc the risks and or potentially lifc~threatcmngside effects associated
with Zyprexa use that were known to, or readily ascertamahlc by,
Defendant and such risks were concealed from South (,:arolina physicians
treating MedIcaId, SCDMH and SHp partIcipants.

115" Zyprexa is :ibnollnally and unreasonably dangerous as rnarketed m that the health

risks and costs associated with Zyprexa greatly outweigh any claimed utility of Zyprexa to the

State and its Medicaid, SCDMlI and SlIP participants.

116. Zyprcxa rcached the users and consumers thereof in substantially the same

condition as when origmally manufactured, distributed and sold by Defendant. At the time

Zyprexa was sold or placed on the market, 1t was in a defective condition and unreasonably

dangerous 10 South Carolina Medicaid, SCDMH and SHP participants.

117. South Carolina Medicaid, SCDMH and SlIP participants, and Iheir physicians,

used Zyprexa in the manner in which it was intended to he lIsed, without any substantive

alteration or change in the product.

118. As a result of Zyprexa's defective nature, certain South Carolinians whose carc is

provided by Medicaid, SCDMH and SHp were injured.

119. The State was forced to expend :)ignificant sums of money, through Its Nledicaid,

""--'
SenNUI and SHP pn)grams, to treat !vledicaid, SCDrvlll and SHP partlcipants Wh(~·!5ustQHled ,J

Zyprexarclated injuries
1",)

-'. UJ

120. TheSralc IS entitled to recover the costs of such treatrncnl as !hJ(i'IlS ptij:"}irh':r:;.,.
•. :.>;

rr;

'0

. )

)
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WHEREFORE, the State respectfully requests that thIs Honorable Court enter Judgment

in Its favor and against Defendant and award the State compensatory damages and any other

relicf as justIce may require.

COUNT IV

VIOLATION OF TilE: SOIJTlI CAROLINA UNFAIR TRADE PRACTICES ACI'

121. 'rhc State lJlC(H-poratcs by reference the foregoing allegations as if set forth at

length herem.

122. By labeling, distributing, marketmg, promoting and selling Zyprexa through

South Carolma physicians and pharmacies to thc State, and South Carolina consumers,

Defendant is engaging in trade or comnlcrce directly, or indirectly, affecting the people of the

State.

123. Defendant lias repeatedly and willfully engaged in the following conduct which

constitutes a deceptl ve trade practice and a violation of the SCllTPA:

(a) Misrepresenting that Zyprexa is safc and effective for indications for
which safety and efficacy had not heen demonstrated which caused South
Carolina physiCIans treating Medicaid, SCDMH and SHP participants to
prescribe Zyprcxa In inappropriate, non-medically necessary
circumstances;

(b) ~laking false and misleading misrepresentations of fact regarding
Zyprexa's risk profile, including but not limited to misrepresenting the
likelihood and severity of the side effects associated with Zyprexa,
including diabetes, stroke, high blood pressure, weight gain and other
serious and potentially life"thremening conditions;

l\lisrcpresenting and concealmg matenal facts and/or fmlmg to, lllf(}l-~rn LInd­
educate SCllHh C:anJl!na physiClans as tfl the risks and dangcr:s aSSl)~latedi~

WIth Zyprexa usc \.vhcn such facts \\ccre \vell krHhvn to, Cll"

ascenalnab]e [)efendant: 1"")

UJ r'.~~)

1\11srepresentmg and e(meealing matcn~Jl facts \\hich kI~n 1'((-"

Defendant, and unkno\\'n to South Carc}!ma physiClans, \vh{JYlI)tJsnda~lt:

knew that South c'arolma physiclans on such facts \\/~n 15irJ(iing
whether UI prescnbe Zyprcxa to Iheir patients. -.J
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(e) \.-'1isrepresenting that Zyprc:xa IS safer and more effective than less
expensive, generic fonns of first gene-ratlOn antIpsychotics;

(0 l'v11sreprcscnting that Zyprexa is of a partIcular standard, quality or grade
when it is not; and

(g) Intentionally creating a hkelihood of confusion or Tmsunderstanding in the
mlllds of South (~arolina physicians as 10 \vhether Zyprexa was s;lfe,
effect]vc or medically necessary for Ylcchc'lJd, SCDMll and SHP
partiCIpants.

124. I)efendant rnade, and continues to rnake, orally and in writing, false, misleading

or deceptive representations in advertisements, promotions and statements, and otherwise

disseminated, and continues to disseminate, false, misleading or deceptive infonnation to the

public, including South Carohna citizens, physiclilJ1s and the State regarding non,medically

necessary uses of Zyprexa and the health risks and benefits associated with using Zyprexa.

l25, Defendant acted knowingly and wJllfully m committing the violations of the

SCUTPA described herein,

126. Each Zyprexa presCliption written without an adequate warning, for a noo-

medically necessary lise or where a generic fonn of a first generation antipsychotic was a~JabJC(J
t:;'';] '-')1­
_.J ("'fl

constitutes a separate and distinct violation of the sCtrrPA. :;; ;-;:,7)
c} ---< .... -- ... ~'''"i

l'.),'-~ -- _.-

127, As a consequence of Defendant's illegal and deceptive sales aneI5naFfttilig"=7,C;:
~ ;, 1'1
n ~ '''- (") c:J

practices, the State made monetary expenditures on behalf of South Carolina Medica~SCJ?MFl :~~
...¥.- ." -.
<.0 e",>J >:J

and SHP participants who were prescribed Zyprexa for conditions whIch were. not meEtitally:--i

necessary, ancUor \vhcrc a first generatIon antlps)"Chotlc was as safe and effective and iess

ex penSl vt:

128 fl.:; a further consequence or Defendant's Illegal and dcccptl\T sales ;md

marketing practices, IniIllY South ('aro!lfl:I \kcbC:lId, SCT)\HI and SHP panicipants, including
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SCUTPA.

mjufles, side effects and/or adverse medical events after using Zyprexa.

children, were prcscnbcd Zyprexa by their physicians and sustained serious and potentIally lifc-

threatening side effects.

129 The State \v'as forced to expend significant sums of money for the treatment of

those South Carolina Medicaid, SCDMH and SliP participants who sustained senous and

potentJally life-threatening injuries as a result of using Zyprexa.

13(L The Attonley (ienera] has determined that the Imposition of an injunction against

Defendant prohibiting the conduct set forth herein is in the public interest.

t31. The State seeks the entry of a permanent ITlJunction prohibiting Defendant's

unlawful and deceptive conduct and the imposition of all appropriate rernedles avaJiable under

the SCUTPA.

132. The State seeks 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 generation antipsyehotics, absent Defendant's violations of the

~5 u,S?
:~- ~, ::--~: ~'71

133. The State seeks compensatory damages for all State expendltures resWtirrg;fro!f,l~X)o ..< :: ::-:..:;. ~'''1
C'V";...- .-

the treatment of those South Carolina Medicaid, SCDMH and SlIP participants wliU susthined:::2 r-::-
~ ,~" . ': '1
() ~ ,")i-j
::r::L :~~) '-.-
r"") co
~

Vl f>.' /'
WHEREFORE, the State respectfully requests that this Honorable Court enter Jungrnent -,

lf1 Its favor and ag;;unst Defendant and also seeks;

a pen-nanent injunction preventing Defendant horn deceptively marketing
and/(Jf promoting Zyprexa as appropriate fur IHlrHnedically necessary
uses;

{b') rcstltutlC)f1 or all State expendItures for prcscnptlons caused bv
Defendant's dccepti\T marketing and!or pronlo1ilHl of Zyprexa:
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(c) compensatory damages for all expenditures made by the State on behalf of
South Carolma Mecllcmd, SCDMH and SliP participants who sustamed
injuries assocHl.ted with Zyprexa use;

(d) Imposition of $5,000 SCUTPA civil penalty for each method, act or
practice deemed to violate this Act:

(e) three times the actual damages sustained by the State; and

(0 such further relief as justice and equity may require.

COUNTY

NEGLIGENCE

134. The State incorporates by reference the foregoing allegations as if set forth at

length herein.

135. Defendant owed the State a duty to use reasonable care in the design, manufacture

and marketing of its product. Zyprexa.

136, Defendant negligently, carelessly, recklessly, willfully andinr intentionally

engaged in the following ccmduct:

(a) Marketing andior promoting Zyprexa for non-medically necessary uses;

C)

c;
Marketing andior promoting Zyprexa as appropriate for children;

I:'ailing to adhere to all applicable hl\VS and regulations pertaining to the
marketing, promotion and/or labeling of pharmaceutical products, such as
Zyprexa; ~cg

~':;::)
_ •.J

:J!:
:c-­
--<

_.... N

Failing to adequately train its sales force so that wlien South Ei1jrolhlh
physicians treating Medicaid, sCDrvrH and SHP participants raisc¢saj~'

concerns regarding Zyprexa important safety information W;:lS \vith!T~ld:co

(n w
(e) Supplymg a pnlduC[ that it kncv/, (I[ should ha\iC known, con tal rltil

inadequate \Vl:lITlings of slde effects and nsks that \\"CIT known to, or based
on (acts available to Dcfendant:

(b)

(c)

(d)

Supplymg a: product lacking suffiCIent \varnings and/or tnSrructlons 'vvhen
)f knc\v, or should have known, rhe side effects associated with Zyprexa
\I/cre nor ly kno\vn by South Carolina physiuan:::. rrcatmg Me(h:~wL

SCDMII and Sill' participants;
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(g) Representing that Zyprexa was safer than less expensive, first generation
antipsychotlcs;

(h) Contintllog to promote, market andlor sell Zyprexa aftcr it knew, or should
have known, of the serious side effects and risks associ;:1ted with Zyprexa
use:

(i) Allowing Zyprexa to be used wdiscriminately for uses far beyond its
indications, which arc limited to schizophrenia and, recently, mama
associated with bJpolar disorder; and

(]) Not disclosing data pertaimng to such use.

137. Defendant's negligent, careless, reckless, willful and/or intentional conduct was

the proximate cause of injuries and damages sustained by the State.

138. At all relevant times, Defendant knew, or should have known, that Zyprexa was,

and is. hazardous to human health

139. Zyprexa is abnormally and unreasonably dangerous as marketed in that the health

risks and costs a"oeJated with Zyprexa greatly outweigh any claimed utility of Zyprexa to

Medicaid, SCDMH and SHP participants.

140. As a direct result ()f the unreasonable marketing practices of Defendant, Zyprcxa

was, and is, defective and unreasonably dangerous.

141. Zyprexa reached the users and consumers thereof in substantially the same

condition as when originally manufactured, distributed and sold by Defendant At the time

Zyprexa was sold or placed on the market, it was in a defective conditlOn and unreasonably

dangerous to Me,hcmd, SCDMII and SliP partlclpml\s.

J42 Seluth C:arol1na .'v1ecllcaicL SC:I)\lH ancI SlIP participants used Zyprcxa in the

manner In which It \vas lntcndc(I tel he

produ(:t,

Without any suhsUmtl ve alter:Jtion nr chimgc itt:...}he
~ i,')
-~
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143. Due to the negligent, careless, reckless, \.vJliful and/or intentional conduct of

Defendant, as set fonh above, the Swte dIspensed millions of dollars of Medic;lld, SCDMH and

SlIP funds in purchasing Zyprex.a prescriptIons and was also forced to expend slgmficant sums

of money for the care and treatment of South Carolina MedlCaid, SCDMH and SHP participants

Injllred by Zypreva, all of WhlCh was foreseeable to Defendant.

144, The reprehenslblc nature of Defendant's conduct tntltles the State to an award of

punitive damages,

WHEREFORE, the State respectfully requests that thlS Honorable COU11 enter judgment

in its favor and against Defendant and award the State compensatory and punitive damages and

any other relief as justice may require.

COlJNT VI

BREACH OF WARRANTY

145. The State incorporates by reference the foregoing allegations as if set forth at

length herein,

146. Through its Stiles and marketing practices to South Carolina physicians treating

Medicaid, SCDvlll and SHP pa11icipants, Defendant warranted that Zyprexa was ,J'jf and
'",. g c,.,n
~-.'- -'-<I ~ r-

appropriate for patients suffering from conditions less serious than schizoplirem,i;';md5}ipcitil['"~
.",:, ,_~__ i _'./

djsorder, the only ccmdjtions for \vhich Zyprexa \vas arguahl y proven safe (lnd effecffie, ci --(~.; f~~~
;;;):.. ''''-1 ;-;-1

147. Thn)u£h its sales and marketin~ practices to South Carolina phvsfG-~ani~ea[ih:~:\'~-::J
..... ....J .,.~ C1) " """_'.

c) ~
\kdicaicL SCD?vlH and StIP participants, I)dendant v/dlTanted that Zyprexa \\iLtS-...Jflt

appropriate fiJI' pediatric use.

14K. 'fhrough ItS sales and rnarkctmg practices tel South ('arolma treatlng

\:ledlC<lld, SC[)j\.,lJl and SlIP participants, [)c(cnd;\nt \\i;lrr;:lntcd thLlt Lyp,,:'" had no significant
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nsks or side effects that were not identified on its labeling. Defendant further warranted that

Zyprexa was safer than less expensive, generic forms of first generation anti psychotics

149. South Carolina physicians treatIng Medicaid, SCDMH and SHP particlpanrs

rcIJed on the warrantlcs made by Defendant regarding the appropriate uses and safety profile for

Zyprexa.

ISO. Defendant breached the express and implied warranties they made to the State.

through South Carolma physicians treating Medicaid, SCDMH and SHl' pal11cipants, smce the

product was not appropriate for usc in children, or for adults with conditions less serious than

schizophrenia and bipolar disorder. Also, Zyprexa was far less safe than warranted by

Defendant.

151. rhe State dispensed millions of dollars in Medicaid. SCDMH and SHP

expenditures for non· medically necessary uses of Zyprexa and in purchasing Zyprexa when a

less expensive, genelic form of a first generation antipsychotic was available. The State also

spent significant sums of money, through its Medicaid, SCDMH and SHl' programs, for medical

treatment for those South Carolina citizens who developed serious side effects and/or adverse

reactions after using Zyprexa The Stale's expenses were caused by Defendant's express and

implied warranties.

WHEREFORE, the State respectfully requests that this Honorable Court entel Judgment

in Its favor and against [)efcndant and award the State compensatory damages and any other

feller as justice Inay lequlre

COUNT VII

FRAUD & ,VIJSREPRESENTATION
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152. The State incorporates

length herein.

reference the foregoing allegations as jf set forth at

153. As pal1 of Its promotion of Zyprcxa, Defendant, through its sales representatives

and other advertising and promotion, \vlllfuJly, km)\\"ingly and deceptively communic~lted to

South Carolma physiculns treatmg MedlC<l1d, SCDMH and SHP partlcipants that Zyprexa was

safe and effectJVe for South Carolma chddren and elderly, that it was safe and effectlvc for South

Carolina Medicaid, SCDMH and SHP partlcipants suffering from conditions less serious tlian

schizophrenia and bipolar disorder and that it was safer and more effective than less expcnsive

first gener,ttion anti psychotics, all of which wcre knowingly false.

154-. Defendant had a dUly [0 disclose the conditions for which Zyprexa was proven

safe and effective, and not to go beyond those indications in its sales and marketing to South

Carolina physicians, the Intermediaries between Defendant and the State.

155. Defendant mtended to induce South Carolina physicUJJ1S treating Medicaid,

SCDMH and SHP participants to prescribe Zyprexa for South Carolina Medicaid, SCDMH and

SHP participants for whorn Zyprcxa vy'as not appropliate or medically necessary.

156. South Carolina physicians treating Medicaid, SCDMH and SHP participants as

well as the State, were Justified in relying on Defendant to educate physicians as to the

appropriate lises, lndications and risks of Zyprexa.

157. The Slate, through ItS Medicaid, SCDMH and SHP programs, was forced to

expend sigmfic;ult arnounts of !llcmey fClr non·mcdical!y necessary Zyprcxa prescriptjcH1s \.vllJCh

"\ere directly caused the fraudulent and rms1eadl11g sUltcfT1cnts rtf Defendant.
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158. Defendant wJllfully, knowmgly imd deceptively withheld material facts regarding

the risks and side eHe,cis associated with Zyprex;] use from South C:aroJina physicians treating

Mc(hCald, SCDMII and SlIP participants.

159. Defendant had a duty to disclose known nsks and side effects associated with

Zyprexa use, particularly, but not solely, when specIfically asked about those risks by South

Carolll1a phYSlclans.

160. Defendant intentionally withheld information regarding the safety risks and side

effects associated with Zyprexa usc with the mtentJOn of induclI1g South Carolina physicians to

prescribe Zyprexa for South Carolina Medicaid, SCDMH and StIP participants in greater

quantities than they otherwise would have, or was othclWlse appropriate.

161. South Carolina physicians treatll1g Medicaid, SCDMH and SHP participants, as

wel! as the State, were justified in their reliance on Defendant to educate them as to the risks and

dangerous and potentially life-threatening SIde effects associated with Zyprexa usc.

162. Defendant knew that the State and South Carolina Medicaid, SCDM}! and SHP

participants, particularly chi Idren, would nol be in a position to discover and understand the true

risks of using Zyprexa, and the public relied upon the mIsleading information that Defcndant

promulgated to South Carolina physicians to the detriment of the State.

163. Defendant knew that the representations that were relied on by South Carolina

physicians treating i'v1edicald, SCDr'v1H and SHP partIcipants were false or vvcrc made recklessly

\vithout any knclwlcclge of the fruth.

164. F':ach elf Defendant's rl11s1cadmg and deceptive statements. rcprcscilrJfl(~
~'-"-j 3>.. ._,.';

advertisements rdated to non-rnedically neces;;ary uses of Zyprcx.a were

~ '~'i
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purchase: of Zyprexa in that the State would llot have been required to reirnburse pharmacies for

non medically necessary uses of Zyprexa If Defendant hjjd marketed Zyprexa legally_

165. The State, through liS Medlc3ld, SCDMH and Sllp programs, was forced to

expend significant amounts of money to treat South C~arolina citizens who contracted serious and

potentially Jifcthreatening medical conditions resulting from Defendanr's deceptively

withholding adequate safety information regarding Zyprexa use and/or misrepresenting

Zyprexa', safety profile.

WHEREFORE, the State respectfully requests that this Honorable Coun enter Judgment

in its favor and against Defendant and award the State compensatory and punitive damages and

any other relief as justice may require.

COUNT VIII

UNJUST ENRlCHMENT

166< The State incorporates by reference the foregoing allegations as if set forth at

length hercin.

167. Defendant knowingly, willfully and intentionally marketed and promoted Zyprexa

for conditions and illnesses for which it was not medically necessary,

168. Defendant knOWingly, willfUlly and intentionally withheld Il1formation from

South Carolina physicians treating Medicaid, SCDMH and SIll' panicipants regarding the risks

associated with Zyprexa use.

nl1rnbcrs than \\i{)uld have been generared absent Defendant's deceptive ,lnd Jl

phySICiilnS trc3ring Medicaid, S(])I\JH and SlIP partiCipants ---<...,
C·J --<

Zyprcxa in.=t#r fN<:!tcr
VI

I'~._)

"'~J
. c--·

As :i result of the deceptive rnarketing pracriccs ()f Defendant, SourJf.CacQBna
5_:

16'!

10



7:07-cv-01875-HMH       Date Filed 07/06/2007      Entry Number 1-2        Page 45 of 49

intlated levels of Lyprcxa reimbursement for rvledlC<lId, SCDMll and SIll' participants resulted

in a financial wIndfall for Defendant

17CL ~rhe State paid. reimhursed and/or otherwise conferred a benefit upon Defendant

UJ the extent of the inflated numbers of Zyprcxa prescriptions that directly resulted frorn

Defendant's fraudulent marketing practices relative to South Carolma Medicaid, SCDMH and

51-II> participants who were not suffering from dlnesses for which Zyprcxa is a medically

necessary treatment

171. Further, Defendant has been unjustly enriched as a result of its false

fepresentations that Zyprcxa IS safer and more effective than less expensive, generic forms of

first gcneraticm anti psychotics. I'he State would not have purchased Zyprexa JOslead of first

generation anti psychotics in the absence of Defendant's fraudulent representations,

172, Dcfendant has been unjustly enriched to the extent of the increased revenue

received by Defendant from Zyprcxa prescriptions that \-vere ultimately reimhursed by the State

and resulted from Defendant's deceptive and illegal marketing program,

WHEREFORE, the State respectfully requests that tbis Honorable Court enter Judgment

in its favor and against Defendant and that Defendant be required to make restitution to the State

for all expenditures made for non-medically necessary prescriptions of Zyprexa as well as the

incremental cost c)f reimbursing for Zyprexa instead of less expensive, generic forms of first

gcneratHm antipsychotics and such other relief as justice and equity may require

REQlJEST FOR JURY TRIAL

rhe Stale respectfully requests that alt issues presented

before a \-vlrh lhe exception of those Issues thaI, bv klW. must he tried before thi~()lII~:'
~ . -j ~J

Respect fu! 11' submiucd.
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