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7. Prior to selling Zyprexa, Lilly knew there was a risk of Zyprexa users

severe and harmful health conditions including, but not limited to,

hyperglycemia, acute weight gain, exacerbation of diabetes mellitus and pancreatitis.

Furthermore, Defendant has been aware of studies linking Zyprexa to these conditions,

yet has failed to warn the Food and Drug Administration, the Late, physicians, and

consumers of these risks. This failure to warn the Food and Drug Admini tration of these

known risks is relevant to Plaintiffs complaint.

g, At all times relevant to thi action, Defendant has been responsible for, or

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

Zyprexa.

9. In 1996, the United tates Food & Drug Administration (hereinafter

"FDA") approved Zyprexa for u e in the treatment of schizophrenia.

10. In 2000. the FDA approved Zy prexa for use in the shon-tcrm treatment of

acute mi ed or manic episodes ass iated with bipolar disorder.

11. In 2004, the FDA approved Zypre. a for maintenance in the trnent of

bipolar disorder, al 0 know n manic-depre ion.

12. 01\\ ithstanding the limit d u apprO\ cd b) the FD . Defrolbnt

ad\ eni cd and sold I) prexa for a number of n n- ppro\ed or "otT·1 bel" us includin_.

but not limited to, ILhcimcr Di ease. G riam Demcnti. Touren' ) ndrom •



Pervasive Developmental Delay, Autism, Anorexia ervo a, and general depression.

This was in spite of the fact that no testing approved by the FDA had demonstrated the

efTectiveness of Zyprexa for such uses. Lilly recognized that the mall number of

psychiatric patients would provide an undesirably small market for the product. In a

continuing effon to illegitimately receive greater profits from Zyprexa, Lilly's sales force

concentrated on primary care physicians, rather than psychiatrists, and focused upon

marketing and selling the drug as treatment for depre ion and anxiety, rather than the

psychotic conditions for which Zyprexa had been approved. To this end, Lill) emplo)ed

its immen c marketing resources to encourage and promote sales for unappro\ed uses.

Lilly made this effon even though it knew Zyprexa was not appro cd for trealment for

those conditions.

13. Shonly after the Defendant began selling Zyprexa, the FD began to

re eive repons of Zyprexa consumers de\'eloping h) perglycemia. acute \\eight gain.

Lyprexa had been approved but also in the non-appro\ cd r "ofT-laber' u e .

diabcle mellitu (hereinafter "diabel ..) and d \ elopment of dangerousI) high bl

exacerbation of diabetes mcllitus, pancreatitis, and other severe dis ase and onditions.

ndilions for \\ hi h

14. Beginning in 1998. cicntifie journals began 10 publish tudi thai
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established a nus Iinssociati n bcl\\een using Z)prexa and de\eloping or xn ling



sugar levels, also known as hyperglyccmia. tudies have consi tently continucd to find a

relationship bctween Zyprexa and these dangerous conditions.

15. In April, 2002, the British Medicine Control Agency warned about the risk

of diabetes for patients prescribed Zyprexa. The agency reported forty known incidents

of diabetes, hyperglycemia, diabetic ketoacidosis, diabetic coma. and one death among

users of Zyprexa. ubsequently. the British government required Defendant to "am

consumers about the risk of diabetes and diabetic ketoacidosi . and further required

Defendant to instruct patients who were using Zyprexa to monitor their blood ugar

levels.

16. In that samc month, the Japane e Health and Welfare MiniSU) i ued

emergency safety infornlation regarding the risk of diabetes. diabetic ketoacidosis, and

diabetic c rna for users of Zyprexa.

17. Defendant has failed to warn consumers in thi counlr). in luding th tat.

ab ut the erious risks of diabete , hyperglycemia, diabetic ketoa idosi . and otha

serious conditions associated" ith the use ofZyprexa.

18. The Defendant knew, or "as reckles in not knowing. ofth risk in'oJ-ed

of tudi and

IV

disea e in e 1998.
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in consuming Zyprexa. Furthermore, the Defendant h been a\\

journal articles Iinl..ing lise of Lyprexa "ith the and oth r ,ere and peml:ul nt
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19. Defendant failed to wam eo umen. includmg the late. I ph~ Ie ,and

Medicaid recipients. of the dangerous and permanent health e ruiequc'Tlees a d by Ill<

u e of /yprexa. In fael Defendant In lrueted I reprcsenlat"e to mlnlmuc and

misrepre enl the dangers of Zyprexa. affirmatl'ely and e I usly placing c mpan~

profits above the publte afet) fh, I particularly true of the pre COptl n:. nllc'Tl tor

on-label u es. fh, failure to \\am \\ de 19oed d Inlend'd 10 ma. Imu c mpan)

profits. even after I Illy' u\\n e perl.'> \\ere que tlomn Ih

20 Beginning In the 199()". Dclcndanl'

mar~et and \ell /ypre a by \\llIlully

re uillng from the \be of /y pre a

the \lnue l\f /y pre a In order tll Induce \\ td pn:: d

eun I ted Ill' d\ em ement , lcleph me C mlerence It\



done even though Defendant either lenew these representations to be false or had no

reasonable grounds 10 believe them to be true.

22. The advertising program purposefully disguised the risks associated with

Zyprexa use, including serious illness and death. Eli Lilly relayed only positive

information and relied upon manipulated statistics to suggest widespread acceptability,

while at the same time concealing adverse fa lual material, including relevant

information of serious health risks from the State, phy ieians, and the general public. In

particular, the advertising material produced by Defendant falsel) represented the

severity, frequency, and nalure of adverse health efTeclS caused by Zyprexa. Further.

they falsely represented that adequate te ting had been d n on Zypr xa. In panicular.

Defendant misrepresented that testing had been performed for ofT-label uses when if facl.

no such testing had been done and the FDA had not appro\ ed Z) prexa for u h uses

23. As a result of Defendant's advertising and marketing campaign. Z)1're'\ll

has become one of Defendant's top-selling drugs, and has been p eribed to over 12

million people worldwide. In 2003. approximately s ,en million prescriptions for

Z) prexn were dispen cd, resulting in more than 2 billion in I . In _003. 1)1'rex w

oX ceded .l
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24. Shortly after Defendant began selling its product Zyprexa, it received

rcports of Zyprexa users dcveloping severc and harmful health conditions including but

not limited to, hyperglycemia, acute weight gain and associated cardiovascular risks.

cxacerbation of diabetes mellitus, and pancreatitis. These reports further confirmed

known risks of Zyprexa. This information was knowingly withheld or misrepresented to

the Federal Drug Administration, the State. and the general public. This information \\as

material and relevant to Plaintiff.

25. In making Zyprexa available to Medicaid patients, Dcfendant knO\\ ingl)

misrepresented to the tate of Alaska that Zyprexa was safe and effective. The tate of

Ala ka allowed the purchase of Zyprexa for Alaska Medicaid recipients based upon such

represcntations by Defendant.

fhe tnt h thus

5 95

Medicaid program of the tate. As a result of ingesting Zy prexa. Alaska Medi aid

26. Zyprexa ha been prescribed by Alaska ph) icians to many rectpients ofth

patient have suffered serious health effects, \\ hich nOW require further and more

recipient \\ ho con umed pres ripti ns \\ hi h \\ re in ff, Ih • u k and '11\ I)

e. tensi e medical treatment and health-related care and en i . For th

the State is the financially re ponsible part)' for th

sufi"ered and \\ ill continue to uffer additional financial loss in the are of th e 1edi id
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harmful. In addition, the tate has paid for Zyprexa prescriptions for uses which were

not approved.

27. The Slate, as the financially responsible pany and in its parens patriae. has

the right to bring this suit.

FIR T CLAIM FOR RELIEF
tricl Products Liability - Failure to Warn)

28. Plaintiff incorporates paragraphs I through 27 as if fully et forth herein.

29. Defcndant is the manufacturcr and/or supplier ofZyprexa.

30. TIle Zyprexa manufactured and/or supplied by Defcndant was and is

unaccompanied by proper warnings or packaging regarding all po sible ide effects

associatcd with the u e of Zyprexa. The Defendant failed to warn of the c mparathe

cveril)', in idence, and duration of su h adverse effects. The warnings gh en to the

tate, physicians, and the general public did not accurately reOect the igns. ) mptoms.

incidents. or severity of the side effe t ofZyprexa.

31. Defendant failed to adequately test Z)prexa. u h t ling "ould ha\e

shown that lyprexa pos c ed serious potential ide effects to "hi h full and proper

warnings should ha\ c been made.

32. The Zyprexa manufactured or upplicd by Dd ndant "

inadequate post-marl-cting warning. po I-aging. or instrU Ii 115. II r th m uf: tura

knew or h uld ha\' I-now n of the rio ks of injury from Ly pre . it r ikd to pro\ld

.06- t\



adequale warnings 10 phy icians. the general public. Or the talc as the prc>cribers. ~,

and financially respon ible party. respeClisely. Further. Defendant ontmued 10

aggres ively market Z) prexa for both approved and non-approsed uscs.

33. Defendanl actually kne\\ of the def,-clise nature of LYllre·a. bUI continued

to market and sell Zyprexa \\ithoul proper warning. 0 a to rna.\.imiLe k and profi .

in conscious disregard for the ~ rcsecable harm au ·ed by Ly pre\.a.

34. As a proximate cau·e and legal re ult 01 Defendant' faIlure I \\arn of

kno\\n and reasonabl) kno\\able dangers associmed \\ith the use 01 /ypre a. the late

has suffered and will continue 10 ulfer damages as oUllined in paragraph ~6 tit se.

35 1)lainliff IIlcorporale· paragraphs I through H lliully el lorth h'rem

36 AI all limes malerial and reles ant to thi lion. .I.y p a \\ d ketJ 10

d''Slgn and manulucture. and \\as 0 al the lime II \\

in Ihe SI 1 • Medi aid progmm. /yprc a \\~ deleell\ • and d.Ul

scriou injun•.,; \\hen us<'tllor il mlend'd and Ii.

pre ·rih<.'tl and in the manner r 'ommend'd by Del ·nd.ml.

Inc dele I 10 /ypre a \\ere kIlo\\n 10 Del nd.ml lib

th ~cderal food and Drug <!mIni Imlls'" u.:h def \\

Inll11 Ib fI) Oi'l un: by I ·fcnd.ml \\ 11laC:unlI, 10



fraudulenl. Further, Defendant misrepresented and coneealed the facl that Zyprexa was

being used for off-label uses for which it had not been approved and was not known to be

effective.

38. Defendant knew Zyprexa would be used by the consumer without

inspection for dcfect and thaI the tate, physicians, and medicinal users of Zyprexa were

rclying upon Dcfcndant's rcprescntations lhat the product was safe.

39. Adcquate post-approval testing would have revealed the further e",ent of

thc dangers of ingesling Zyprexa, and would have shown that the use of Zyprexa could

cause extensive medical complications and costs for injune relating to its use.

40. As a proximate and legal resull of the design defect, as well as Defendant'

failure to adequately test the product so as to discover the defect, the tat has suffered

and will continue to suffer the damages alleged in paragraph 26.

THIRD CLAIM FOR RELIEF
(Fraud and egligent Misrepresentation)

41. Plaintiff incorporates paragraphs I through 40 as if full) t forth h rein.

42. Defendant's warning of side effecl associated with L) pre a ontain d

false representati ns and'or failed 10 a curalel> repre ent the material facts of th full

range and everily of side drecls and ad' erse rea tions as ocinted with the produ l.

of th uitabilil) ofFunhcr. Lill fraudulentl) misrepresented th appropri t n

t."lmphllnt
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efendanl'S claims and assertions to the Food and Drug Admini tration,

e of Ala ka, physicians, and the general public regarding Zyprexa contained false

representations as to the safety of Zyprexa and its defective design. Further Defendant"

claims concerning off-label use were false and fraudulent.

44. Defendant was negligent in not making accurate representations regarding

the side effects and adverse medical conditions eau ed by the use of Zyprexa.

45. Defendant knew or reasonably should have known through adequate testing

that the claims made to the State with regard to the safety and efficacy of Zyprexa were

false Or incomplete, and misrepresented the material facts of Zyprexa's unsafe and

defective condition.

46. Defendant's misreprcsentati ns in this regard were done with the int ntion

of inducing the State to approve of the distribution of Zyprexa to participants in the

Alaska Medicaid Program for both approved and off label uses.

47. As a proximate and legal result of Defendant' fraudul nt

mi representation, the tate has suffered and \\ ill continu to uffer th darnag all ged

in paragraph 26.
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49. Defendant had a duty to exercise reasonable care in the manufactu~. sale.

and/or distribution of Zyprexa, including a duty to ensure that users would not suffer

from unreasonable, dangerous, undisclosed, or misrepresenled ide effects. This dUl)

extend to the State of Alaska as the party ultimately bearing financial responsibility for

Alaska Medicaid palients.

50. Defendant breached this duty. as it was negligent in the lesting. marketing,

manufaclure, sale, and packaging of Zyprexa.

51. As a direct and proximate result of Defendant's negligence. Ihe tate has

suffcred and will suffer the damages alleged in paragraph 26 above.

FIFTH CLAIM FOR RELIEF
(Violations of the IIfair Trade Practices alld Consumer Protcction ct)

52. Plaintiff incorporales paragraphs I through 51 as if fully set forth herein.

53. Defendant violated the Alaska Unfair Trade Practices and Con umer

Proleetion AcI, as codified in AS 45.50.471, el seq., by engaging in de epti\e trade

practi es through the markeling and advenising of Zy prexa. These \ iolation we~ made

in the follo\\ ing paniculars:

a. Defendant repr nted that Zyprexa had characlerislic . us • benefits.
and/or qualitie that it did not ha\e. in \ iolation to 4 .50A71(b)(4);

b. Defendant represented that Zypre"a \\as of a pani ular tandard. quali!).
and grad uitable for consumption \\ h n in fa I it \\ as nO!. in \ i lali n f
A 45.50,4 I(b 6);

1\



e. Defendant advertIsed /ypn:u "lIh an mlent not I)
violalion of A 45.504 Hb)(8).

d. Defendant engaged in eondu t creating

mi understand109 and "hieh mi led or damaged bu}c f I.)pr
inclUding the laic of Ia:.ka. 10 'iol3ti n of A 4 . OA,I(bXII)

Defendanl \lolaled Ihe larcling and od'em in
\lolati n f S 45504 l(b)(4 )

54 Defendant kno\\ 109 and mtenli noJ aelS '" 10' 11m eOrbl'lU re 1'.1

'mlOI,on, of Alaska la\\.

.lIe oJ ,n pilfll ru h ~6 In
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2. For restitution damages for the cost of all Zyprexa prescriptions paid by the

3. For civil pcnalties of $5,000 per violation of the Unfair Trade Practices

Aet;

4. For costs, intercst and actual anomeys' fees; and

5. For all othcr rclief deemed just by the court.

Rcspectfully SUBMITTED and DATED this ~rday of February, 2006

FELDMA ORLA SKY & A DER
Counsel/or PlainrijJs

BY ~
EriCf.SllJldCTS
AK Bar 0.7510085

1\.. ,1... -t\

HID\t"NOlIAI'. ,
• S<\Nllt ..

~lsrartl

S\ 111 0&00
AMtk)flI\OI ....

Q'l~1

Ttl «I7.171._1~\8

Complain'
O. J .•06-

PIg 150fl --
IV

GARRET 0 & TEELE
Matthew L. Garretson
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Counsel/or PlainrijJs
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