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INTRODUCTION ' S e

PIarnt1ff State of North Carohna by and through its Attorney General bnngs thls
~ action "against Defendants .AS.TRAZENECA A PHARMACEUTICALS, LP and
ASTRAZENECA 'LP Detaware Vcor‘porations pursuant' to North Carolina’s Unfair and.
Deoept1ve Trade Practloes Act N C. G S. §§ 75 1.1 et seq. Plalntlff seeks a permanentg
mJunctlon statutory 01V11 pena1t1es costs and other appropnate rehef -

PLAINTIFF COMPLAINS OF DEFENDANTS AND ALLEGES AND SAYS
* AS FOLLOWS:

PARTIES

1 Plalnt1ff is the State of North Carohna actlng -on relatlon of its Attorney o
’ General Roy Cooper who bnngs this actron pursuant to authonty found in Chapters 75

| and 1 14 of the North Carohna General Statutes



2. ‘The State of North Carohna (heremaﬁer “the State”), by Roy Cooper .

Attorney General of the State of North Carohna, 1s charged 1nter a11a w1th the' g

s enforcement of North Carohna s Unfalr and Decept1ve Trade PI‘aCtICCS Act N.C.G.S. §§7"‘

:7511ez‘seq ) e
"—;33;~ Defendants _ASTRfuﬂﬂNECA. I&L&RNLACElﬂjCALS S Ip and

AASTRAZENECA LP (herelnafter “AstraZeneca”) are Delaware corporatlons w1th the1r |

~,'pr1n01pa1 place of bus1ness at US Corporate Headquarters AstraZeneca Pharmaceutlcals C

_' LP 1800 Concord Pike, Wlhmngton DE 19897 AstraZeneca transacts bus1ness in o

North Carohna, but not hrmted to Wake County, and natlonw1de by manufactunng, .
'marketlng, promotmg, selhng and dlstnbutmg prescnptlon drugs including Seroque1® ‘

COMMERCE

4. Defendants at all t1mes relat1ve hereto engaged in trade or commerce 1n the-‘ .
. State of North Carohna to wit: selhng, promot1ng and dlstnbutmg Seroquel

BACKGROUND 1*V

5. E AstraZeneca manufactures markets and promotes Seroquel nat1ona11y and in
F_North Carolma Seroquel isa drug classrﬁed as an atyplcal ant1psychot1c '

6. | Whlle some experts hypothe81zed, as earIy as 1993 | that atyplcal |
'_ antipsychotlcs may reduce some of the 51de effects that trad1t10nal antipsychotics cause,
there were early signs that these drugs, mcludlng Seroquel produced dangerous side
effects, 1nclud1ng welght gain, hyperglycemla dtabetes cardrovascular comphcatrons and

other severe cond1trons.



7. Seroquel recelved approval from the U. S Food and Drug Admmlstratron_ L |

: :(herelnaﬁer “FDA” ) for the treatment of mamfestatrons of psychotlc d1sorders 1nclud1ng
._»_sclnzophrema on September 26 1997
g "" : 8 " FDA narrowed Seroquel’s label to “mdrcated for the treatment of

' ,schlzophrema on March 27 2001.-

ASTRAZENECA’S MARKET ING OF SEROOUEL

-9 North Carohna perrmts phys1c1ans to prescnbe FDA—approved drugs for R

i condrtrons or d1seases for which FDA approval has not been obtamed when through the e

| exercise of mdependent professronal Judgment the physrclan determmes the drug in
' ».: questton is an appropnate_treatment for an mdlwdual patlent. “This practice is referred to
as "»off41abe1 'prescribing"" B
| 10 vHowever | .pharmaceutlcal manufacturers may not promote or market their
: products for any use not speclﬁcally approved by the FDA Th1s practlce is known as
““off label marketlng . . |
1 1. Before late 2009 Seroquel was approved by the F DA only for the treatment of
.’ certarn spec1f1c condrtlons in adults pr1mar11y condltlons related to Schlzophrema and: ‘
- B1polar Mania. o | 4
~12. - Despite having narrow F DA approval for adults only, AstraZeneca promoted‘_‘
o and marketed the drug for the treatment of a variety.of conditions and to a 'Variety of
‘ patrent populatlons not mcluded among the FDA—approved mdlcat1ons 1nclud1ng for the
’. .treatment of anx1ety, depression, sleep d1sorders and post traumat1c stress disorder, and'

o to ch11d andgerratnchpulatlons. )



'13.  Through this off-label marketing, AstraZeneoa aimed to enhance.Seroque_i’s‘ e

market. penetration,across a'wide: range of diagnoses and patient populations.
14. " Astrazeneca pro.moted'Seroqnel’s_use in;’chilldr_en and Fadolesce_nts iong before -
o .‘establishi'ngthat it Was safe ot effeotive for any use > in this popnlation
: i5 ’, ' AstraZeneca promoted Seroquel to treat dementia and Alzheimer s Disease in
: .the elderly even: though Seroquel has neyer been approved for the treatment of these '
: conditions and AstraZeneca has not estabhshed that Seroquel s safe and effectlve for'
“ these uses. o |
| 16 . AstraZeneca also masked, vx“iithheld,or failed to disc.lo_se.negatiyeinformation, :
contained in soientiﬁo studies concerning the safety and efficacy of Seroquel . “ |
| 17. AstraZeneca faﬂed to adequately disclose the nsks assoc1ated with Seroquel’ |
‘use by, among other things mimmizmg the nsk of hyperglycem1a and d1abetes mellitus
! | and failing to commumcate important 1nformatlon regarding neuroleptic mahgnant ,

syndrome, tardive dyskinesia, and the risk of bolded cataracts.

VIOLATIoNS OF LAW

18. | The allegations contained in paragraphs 1-17 are incorporated herein by =
referenoe.', | e | | |
19. . ’. ,Defendants, in the course of marketing, promoting, seliing, ‘and distributing B
the prescription drug Seroquel have engaged in a course of trade or commerce which
- constitutes unfair deceptive‘ or misleading practices and 1s therefore unlawful under
_.N C. G S. § 75-1.1 by promoting Seroquel for uses that have not been shown to be safe or v' ;

o -effectlve and by faihng to adequately disclose the risks associated W1th Seroquel’s use. .



| PRAYER FOR RELIEF

WHEREFORE the Plaintiff prays for the followmg relief:
N A That th1$ Court issue a pelmanent mjunctron, pursuant to N.C.G. S § 75- :
14 proh1b1t1ng Defendants 1ts agents employees and all other persons and ent1t1es -

' corporate or otherw1se 1n actlve concert or partlclpatlon w1th any of them from engaglng ,

| i unfalr decept1ve or mlsleadlng conduct

= - B That thls Court fashlon equltable rehef to cure Defendants deceptlve_
practices; N | | | E |
’ '.'C. B That this Court order Defendants to payv all costs for the prosecution and
.mvest1gat1on of th1s actlon, as prov1ded by N.C.G.S. § 75-16.1; and .

- D.. ' That th1$ Court grant such other and further rehef as the Court deems just

and proper.
Thisthe_ 10™_ day of Mareh, 2011,

ROY COOPER
Attorney General
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Kimberley A. D’ Arruda
Assistant Attorney General
N.C. Department of Justice
P.O. Box 629 - :
Raleigh, NC 27602 0629

~ (919) 716-6013
kdarruda@ncdoj.gov.
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