
Case 1:16-cv-08960 Document 1 Filed 11/17/16 Page 1 of 29

uNrryn •TES WISTR1CT COIL RI
FOR THE SOU •RN O• NEIN YORK

DAVM FoWLER COMPLAINT AND DILMAND
FOR TRIAL

Plaintiffs_

Civil Case Ne.:

BR IS.1-0L-MYERS SQUIBB CO.,
•S.1. R•II.NY.C.A. I P. ;Hui ASTRAZINECA
Pf 111/4RMACH:TICALN P

Dvri:ndunis.

CIVIL COMPLAINT

N. I OURL Y FOWLER and Nail...till:Spouse DAViD and

Llirowd.h [hull undeTsignca couricl. hrii iiii LcI ion judgrr14111 kiguinsi

NY's.l RS. Co.. A!c..[RAAENEC.A. Li1. mid ASTRA/INECA PHA]NIACFUTICALS

1, P. tcoltectively. Dcleadants) Cor injuries and damages caused by 1.31iiintilis ingestion ot'

typc 2 dia.b.:ws dru iii Iii lifitivon ckii .31 all O•

licrcinartcr memioned:

NATI l• OF ACTION

rendaill.!5. diTC013 4.1.1 ti1T1)ugl1 ajiparcnt lig...rms. so-yams OT

employees_ desjoeii, m...muladured, hce.nsed, di3(Tihuto.1, soh]

l'ARXIGA for the treaiment oi'diabetes.

Dclendkinis 6:onet:ulc.d1 IIICiT 1 FARXIGA's unreastmably dangerous

risks from Iitairailf. other consumers, and the medical colurnuriii.:,
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P.:sun. of LER: Llano:was. daLure {Ff FA RXICAL p4,73-5orp:- who wcic INVSkilbed

And ingeN Led Fr\RXIG.A., includine Plaintiff_ have suffered and may 0. kLIC NUIfer se%.1214. and

perrnamm personal injuifics.. inchiding sexcre kidney darnage and diabetic ketoacidosis.

4. AI kr beginning imumenc with FARXIG.A. and as a direel and proximate result or

Defendants" aclions and inaction. Plaintiff devcluivd diabelic kCI(FacidoA5, PluinlifFs ingcslion

or the unreasonably dangerous drug FAR XiCrA Ilu aused and will continue to cause injur.... and

damage to. Plaintiff

3. I'laind chiN aLLion for Nrsciiial injuries ..-..L.irferell as; a pro:6111.41w rsu.Ii L'at.

beii i:! prescribed and ingesLin 11laimiff aceordingl.:; seeks compensatory and

puniiivc damacs. and all other aviiiLi.b1;: rcrnedies as a result of iniurics eauscd by FAR XIGA.

!limes 7...4evand beroLcF.

L /.1211N Of :NALL-and_ •Lihwna, located in Jefferson County

7. De•endant BNIS is a DclaiLkare corporati(1n %vial rrincipui pl.U.1.1:1)1-kinsinesi al

345 NA Avenue.. Nuw York. Ncw York. likIS j wigngecl in Ih busines.s of researching,

do. eloping, dcsigning. Enanufaeluring, distributing, supplying, sellirig marketing, and

introducing into interstate commerce_ either directh or indirectly through third parties or relaied

.cntitics. its prixhior.s. including the preription c.11.4 I RN:14.

Astra7.e(IC'Cd LP is. a 1)121a...%a:e cpuporaLion with. its. principal place or

busincss at 120 'Draw Strezt. Wilmington. Dal.WL1Tc. AstraLcnces L' is a whoI ly imd

LiEiditiy 131 Lig:I-CI-0;M! A SI CIL/C:r10120i Pi .0. A.Lii.ratenoLa 1.1=1 i crigavd iL Lb.: businem.; or

researching, desielopin.L.L. dl2s.i.y.ning, Licensing_ manu1acturing. distributing, supplying, selling
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rilarkLun. and ii.nrodui.in HILO JILLer11V cL33111111217:1:. 14:1113e,'T ci çi ii indire;Aly through ihirki

or rciawd entities_ its producls. including die presetvtion dru:.4 FAR XICi.A.

9. Defendant Astralencea Pharmaceuticals LP is a Delaware corporation witIi its

prinCipal 111;10: Dr- hL].iflL I 1 2.1.?9 Orange Streci. Wilrningtc.m. Delaware •straZeneco

191annamilicais 1.13. k a IFN holly km.ned Nubsidiary Lir Doll:ratan( AN'Int.7..2nILLLa PVC, AstraZeoon

131-ran1iaecuti1als LP' is ensaged in the bltsiness of researching_ (Ie....doping_ designinlicensing.

rrianullultIFing, distributing. supplying, scilinu nxtrketirig... and introducing into interstate

commerce, either directb or indirectly through third panics or relme4,1 i.mtirie its produch,

irILluding Lhe drug 17 AR X1(1.A.

10. CO!-VD3bib.le r{lr desi1int4: developiq. i1 mat'ucturin8. ntarktin.

distributing_ Senir112 Lind OthercviSe FARXMA into ihe stream of cmineree

JURISDICTION AINI11.11iTNUF.

I I Ii Court has subject maitc: jurisJktion over 111is action pursuant to

1.332 because the amouni in controversy e.x.ceeds 575.•)00. exclusive or intvrem Mid CANS, Ullil

11020.1.3S1: MANTA! n ;3312. inciNFYIliNd 'hoe 11.1cir pririLirrA pLILes l huNirless in states other

than Elk. state it liicI Iiaiiutll i a re...udent and %Ali:2er'.

12_ Ai all Limes relevant to this aoion. Defendants engaged. either dirozily er

indireetb, in the business oil mnrketing, pi-emoting. rihL..51.....u1.11g. and siAling preNcripLiorl drug

products, ulchuhng FARXIGA. w.ithin die States of Alabama and New irL with a reasonable

evectation that the. paxluets would be used or consumed in these !Axes. and ihns rept;Arl:..

S"DliciMI or transu.cled busint:ss üi these 6th1U6.

iv all times relevant to thk action_ Defendants vi.ere eita.d.ed in disseminating

inaccurate. false, and roisleadin mu nmLici bottE FARXRiA to consumers. including Plaintili.

3
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and licaltls core professionaiA ni Staie of Alabunia. iLli a reo..;4,nabk 4:7cp:Niution that skid)

inlbrmation would be used and relied upon by eonsunters and health care picifessionals

throughoLa Staw of Alabama

14. Defendants enjaged in substantial huNiness. adivitics in ihe Siines Dr .Atah;l1T5a.

Al kt[I reicvant timcs. Defendants transacted, so]icited_ and conduded business in Alabama

iniNFLEgh their ..Nriployees. tmi. killOior sales rcpresentotives and &rived subsumtinl revenue

Croni such hionwss in Alubuma.

I i. Deft:Fulani; c.onduLtud ineetillus.. Lc1ephorie cults, CDIIrcrvilLe ealk, Lhiir, IIRE

email communicalions between the respective eompimies and also their consuhants and agents

involvin the design. developmem reuulmory actions. marketing and distribution of the drug

Farxiga Llie Slate or Nev.. Yurk, A ULIu. OES Court baB. pursonal jurisdicci I.13 I over all named

defendants.

(1. Defendant BNBprincipal plau of busines-s is located at 345 Park Avenw. Ncw

York. Ncw York.

I 7. Deleritizinm. Ir2. its cmli.)3wri.i2es tn. agents zii-Lerulai ino421.in pis at liM corporate

licadquarters regardin the research. and'or dexclopment. andlor FDA approval. andlor

ii u.irk i liii ci F 17m-xiga.

I S. AL all releviuit times relevant to this action., l)efendants were 'ph-1i venturers and

worked together to achieve the common business purpose of selling ['amigo.

I 9. \TIMM' of this case is proper in thi: Southern District of NeWl. York pursuant to 28

I s.C. 13914 b)(2 p hELLV.usCL iN a resident of thili DiSCriLl and a suboars[i al parc of the events

givinv rise to Plaintitrs clairris occurred in the Southern District ofNew York.

4
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FM:I-UAL MACKIN ROI.ND

fl On January 8. 2014 Dekndanis AstraLeneca and lirktol-Myeri Squibb i!isiled

press; re1eLue namiruz Nei.% York suNk 4::tehange iicki. 1 cseribin

lar11113C1 'JAW baS.'12 40211 11.4.,orkin8 iii ctILihojiti d ik1i aluf .Loavilurcializu

porL1oIi ot medicaiions ror diabees and rdated metabolic disorders that aini to provide

crieuirnent diects bcyond Blucose control. In the same press release they announced an

agreernem under which AstriZeneca was to acquire Bristot-Myers Squibb's in[erests in the

124.1111I YJ I I Le S.-

2L JanuatT g_ 20] 4_ db.: FDA approved FAKXRIA (elapapitlov.in I for LI!.:,e2 in

trt.'ziI11ll:111, pi: 2 1.1inbl:tic'S, FARXJGA is a pail 1 Ii girifit..critp drug ktrici Wm. cam Lifiht:

1114.4 02:171.172'.17:ti approvv....1 for LLSA2 I 11 the I. ii ti LC.I he pri./.002.1',7 class. t re1IErro4 to p.erit

i.t.; S.0]. 1 2 (short Ebr "SodEam CiluccGe Cutranspolier 2-) itglibiLors.

21_ •ive. later, on January. 13_ 2014 in another joint press release. issued with

both eompanie-s prominently notip iheir Nezw York stock 4.r.xchangc iickcrs, Riitr Dmids

senior Lk-% elopilma Arid ni1dic...11 affairs. DC Squilhh muted

"With the diabetes emdemic escalating and maw. people w.iai type 2 diabeies siruglirig to

reach their blood sk.iar Is Far.Nia 11r n irnpormai new opilion RH- Iii:3111-142:Im

profussionlk .;ind -1.11 iraprovv glycerol':

iJid ofreted additional 1i231121th; and Him.] 1.12ductions.- iOn. Feb_ 3_ 2.01 4_

AstraiZeficca ;A mi 0 LI LIC ed that it locTripluicd thu acqu iS On or Bris1.01-Mycrs Squibb's

ilLi421'121.Pi ill I be L.1.53111pil )1 I i:41411 pliNion cif 1:1112 LLjLLii.iliLIIL

•AsiraZoneca paid Bristol•Mycrs Squibb $2.7 billion 'I flIiIiI Consideration. Asirahmeca

has also 11.1 pa) up Li!. $1.4 billion in ri:gulalory. Launch :-;ktks paymnIN. arid
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variout, salcs•relatcd royaltk paymems until. 2025_ S600 millicm of wh:cli 1.1112

approval tI l'arxiga in ;lc US.

23. pc1ndanis' act:s in their curpOrknV killiuricc: to marked and promote FARXIGA

acts took place_ it) sulisiniitiul part, in Ne...% York. 1:..uch 1)urendaril Iwi 11.6E51, 44as:1f rind

systematically .entered into transactions, in this Distr.2ei and throughout the United '..1/2ltates. The.

clinical trials referenced in the press rckascs &scribed above were c.ondoeted in numerous

locations including ihc Stab: and Cicy ol-Ncw York

gir,i/iorm drug, F.ARXEGA's actk.t iligrEdiend IS ciapaghflorinptive.x.rwciird.

25. iiihibsiors, including 1:.A...RXKiA. are indicated 1.1.1.r only one List': lowering

blood 1.2.1ucose it) aduluwith type 2 diabetes_

SCH.1.2 inhibitors. including FARKIGA. Uri. dcsiund. to inhibit rcltal g3acose

rek:-;orption with 1l1L onl L1 lulu:ring Mold gluLose_ As a result_ eN.CESS 2, 1L11:41ge is not

metabolized, hut instead is excreted through the kidncys of a population or ConSurncrs ;11ready

risk for kidncy din:a3C.

.11ough FARMGA is indicated for pill) improved 141yeernic Control in cypv 2

adult dialviics, in order to increase market share Defendants have inarkeicd and coniinuc Ito

market E'AR.XlGA to both healthcare professionals and direct co consumurs limr off labc1

purposes.. inc[uding hul not hiiiiid O wuighi lo.ss incl I-edam.] bloci-LE 1ressOre-

E:ARX3(171.-s rd.e.s12. th.. E:DA .11Z5N rccek ed a mirnhct- or report!,

of diabetic kctoacidosis among uscrs ot thcse

219% An .11310]IN or 11112 E:DA adverse 1:-...12.111 di[abasc. shovs. that patients taking one of

the SUL r2 inhibhofs, ineEnding 1:ARXICiA. are mice as lik.ely to report ketoacidosis andlor

severe kidne:, damage than thosc ia1in non-SCIT2 diabcic-; cirogs h.) IrI

(1.
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Despite DefeniianB. kiwi.% ledge of II le increased visk ;ir severe 1.1.6 111) 'JIM I lig LiSCrSi

of FARXJGA, they did not warn patients but instead continued to defend FARXIGA, mislead

physicians aud Ow public.. kniii minimize unfavorable Findings.

3 E. C'ons.atnem 'including 1.1.1)1.1 have used .1:1's.RXEGA fOr treatment of

diabetes. have several alternalhe saier products avaihbk io treat the conditions.

2. 1)0endm-0..-. kF1L 1 OW Sign i I1Car risk 131 diul-mic kiLeini.Lcithisis and kidney

damage caus.ed by irigestiou or FAR X ItiA. Iiiet. DerOrlda(115. thd not adequately and

sLL1I]C]CitI 1.aflI 124 1.1 F.Ull erzi, inclading l'taintirr. or the medical community of th4.:. severity of

suLli risks.

1. .1 .1.o the contrary_ Dclendants eohducied nalkmwide Niles ;And ElljrkeLinG

campaigns lo prontotc FARXIGAL and Lircived Plaintiff. Plaintitis health care

proles.sion.m15, um.dical cominunit:..... and the general public as us the health risks and

consequences of the use or FARXIGA.

34_ As a direct re6ult ol Durendarns' 4kbil dtSeri bed Londuel. Plaintiff was

kLrld bq1;311 iuking FARXICJA Lo treat lype I I diabete:.;.

35. Plaintiff Ingested and used prrzseribed antE in manlier.

36. The FARXEGA used by Plnioli Ii %s.m pipvidcd in i condition substantially the

:3:`; ihc CCM LIj iji 51') in .0.11iLh iL SVeLS. rilaimiLured and sold.

77_ Plaintiff agreed to initiate treatment with FARX[GA in itn erfori to. mduLe blood

supr tind hemoglobin A le levels. in Lloin iff ri I ieI oil I i i i inatie by Defenclancs

thal FARXEGA 5.1.131IL md 12f:2.12c:61.e ihe wabi§uni Ofdiabetes_

Instead_ PARX.RiA ean cause severe injuries. includina diabetic ketudeil50:sis...tnd

acute kidney failure.

7
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1.4J. IIaiiiuI ai prEcribeLl. purchased: thgested, and cxposed io LARMUA iii

Jefferson County„M.abaina. As a result of ingesting FARNIGAL Plaintiff sliffercd persunnl and

CCOrioniic injuries. which c.lcyclopcd L. L1021.11TC{1. 711. treENIM I Alabama and Plaintiff

reevive4Irreaterielit Cor i Ie effects attendant thereto.

40. Mtii ill" h.2.2 1...Lk I.A.R.X1CrA kin or aboui March 1.8 2015 a( the agi: fnriy-

yL'Ars

41. Aker bektiiminv treatment with FARXIGA, and ti Li rcL ond ro-mxirnafe Nsuli

there'll= Plaintiff stiffervd tigIvcmii. tliativtio kvio;leidos.is and lik.as admitted Medicai Wes(

111...x1-6[03 trri M.Lutil 26_ 2015 after sufroring from nausea. vomiting_ kind AmiorRimil p;lin liar

Pla i romilincll in ilv-211(11..! ijiltit rviarch 1&L 2G1 5_

Ek.fclihrlii.5 100% or 5.haild hale known the risks associalc..NJ with using

l'ARXICiAL including. thILL rk LJ deve]oping diabetic kefogicidosis kirmi ziv Lug railLov.

44. WItili2 1)efendants did not warn aboui tIi rIi or DKA. ;Fri MaY [5, 20[5, ffic

I:DA issued a safeLy announocmerit cowring the :S(11..1.2 inhibitor class. warning aholii thc riL

oFtl.i..31.1....ficki,IiimenEo...5is. and ardvi:.;.i.q that the .1:1-)A would continue t43 ihe sarety LL

45. As pan of their conrinuoI kanion, on DcLentbeT 4, 2015 flie I:DA issued a new.

Licty c.ommunicakion disclosing (ivy !Kid lUur5d 73 adverse events reported howixn March

21)13 mid Mw. 21)15 h ii rm.ruirtd hosbttalization due to ketoacidosis rdp.t4:0

inhibitors. 'Ile FDA iioiiJ 511,ierse event 1CJM inctith my NporLs NOVEthted LU 1:01A, SO

thew are hkely addiiional cases Arlin Iich r w luta ware:-

4o. hl of ihe dala disclosed in the December 4. 201 IIy communication.. the

FDA elyanued the label for FARX[GA and iht: Didier irthih:tors to includc a warning
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-Lihoti[ [Eh: riks. LII 11:11.1 !ouch acid in the bici.m.f. und S(il 12 inli.i.bimrs IAA

stc:Fp taking the drug and seek immediatc rricdical altention the:, havc any sy rinpionis or

i d4.15

47_ AN pAri Dec;L.n1E).2.1. 4, 2015 Safety ConiinunicaLiDn arid label charip2., the

FDA LCOVii ill manuracturers or si..G1.1.2 inhibitom ineludinij DefendanD, to condm n

pomrnarkeung stud:c wheruin LIR: manufacturers would analyze sporttoineous poLdraafkoiri

wporis 1f kumacidosis in puticnts tricaLcil with SGL.T2 inhi4i(4.1rs. i11cIL1Jirg 6peLiNlizeti farm-

ip L., FCL1I/vLi H.dLliriorl4LE nver f.-....ear period_

In. 2015, multiple published case reports identified additional MA cvents in

patients treated with SGLT-2s. These repons5nclude:

a. Flan_ 2015 -Casi, KVIrtkircidPviN aPifkiareli With (.-anergirnv:in
Ore vokanco.pif •ii•di 5-8 EN IX) CONFERENCI.:12 015

b. Tomohidc 401 al.. Caw iv' kerelocidosiv br Sr.lthfall-girrco.ve
effiflonspoyner 2 inhdthor in a clicthcric patiern I I Vi a todiv-ceirhoiodigh.

OF Til,\11FITS INVESTIGATR)N (20151%

Juliu eJoglycaonic tifiethefit. FI II

LANUFT I )IAEIVIT!'; & EN[)0CitIrc()[_()UY 2013}.

ii Kohloylriktgaki Et al., oyficoo• ana' .tafety f tag/IWO:in Cilione or os crallran
to other oral c.rmikvoi,rglycemic ofrings ihiporncrm? parionav with 1.11W 2

_52-week oven-label snody. JOE. 'RN AL OF DIABETES
IN V EST IGAT FON 2 0-21g i20 5).

I ire L. 1, 1Th 121. 1.. Elig11.1..WeariC L1JtIrr ke.rouciciai../.... A Pow...Wm'

CoonplieWiem of TreCihrn?C,1 liritir Sociieem-Chwave ro?? Tom.... 2 Trthibthem.

F•S CARL ck 50843 (20151.

L 11711 El irc hewarp re.rorir
14 Aodilan-yhoc.:?...L. coemnspolirer 2 inhibioor 2r.ve in a patient 'Fah

con.rraionlicarim9, 33 1111 A••RJC.AN Jot k.NAL OF .EMIERGENCY
MEDlC]NF 604, v.3-6t14.1•4 t 20 E
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49. Aidutz, with clic above &scribed ketone rehited injuries, SCil.T-2 inhibitm.

FARX1GA in particular. also dramatically incruasi: the Ii14.1ibioud 4.4 a Tkiniiait dy4l(1rrin. kidney

Ett i lur•.

50. FARXRiA hy its very mechanism of action causes dehydration. Lind osmotic

diuresis. Osmotic diuresis is the increase or urination raw cauqed hy 11-al presence ii ccruiri

LLhIncL iii 1:114: whes Fu LIiti.. 1Ii uLrefitall V.herl A.L.ths[ances such as

p.I alme elver the kidney tuhuleA and cannot he reabsorbed_

51. Because l'ARXIOA blocks sugar from being reabsorbed by the kidney:s, thc

kidneys expel the sugar iii die patient's urine_ A buildup iF sugar in the lobes iV:IdirliZ rmi ri the

kidneys leads to acute kidney {Dr Terwl 1ui1urv.

52 Osmotic diii IiJ iu yolonli. depletion, whidi is water los.s and salt loss.

VIjii dtp1etion is distinct from &hydration, which relates only to water loss.

53. Volume depletkm1c.ad6 W Icriecl rexial read:doll, raeanial2 die kidneys do not

p 0.5.11 (lic 111.1id through ii us?.;ek as well as. they should. Unimpeded_ decreased renal przrrusiciii

14:.ack inuil injury_ iriclodin:z kidney !Ilihirc whidi no...ctutcs Ducl,

unencuntlriered, requirc kidrtcy trarr-Tlants-

4. l'ARX1(1?,, cuLmes osmotic diuresis due to its vex], mechanism di action.hy

to work harder and push more z4lueosc through their ruhuks thun ihv kidric!fs:

arc intended t4.) do. This contirsimf heiehtcnvi.1 5Ia1t; the kidneys are put iii Whell a patieric is ork

1:0,, RXICA InkLkes kiLirmy injur5 a hiuher e.ven fdr those wiEli normal kidacy lunokini

LLE the heOrukilLp, Of. FA RXICJA therapy_

55. On June 14„ 2016. the FDA i5sued ki drug seircz) chmununiLzaiim LI bDiii

dapaglilltvin. warning ilia( FARHI6A can cause acolc Ldiie njury_ Ihe drug slaw

10
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eornipanieatiou luik_ed 2H ivadeffis acute kidne...!. and uNe FARXIGA:

hospitalization_ intensive care unit adinksion, and death resulting from the injui-y in %line cases_

511. Deilendimt iivas aware of the potential for l'ARXiGA and other drugs in the

inhihilur elms!.-; (c} c:4111.1W lure prim- (4.1. I ARXICKS apprima. For .example,

lnvokana-s medical Deview: ...;ubmitted invokana-s NDA approval documents in 2012 and

publkly released nearly a year before Farxiga was approved, disclosed a neadv three-Fold

increase _7% compared to 1.6%) in ;Acute renal railure for patknts takine iltc higher dose UI

lnvokaria 4.7L:iniparetil it) those taking plae.ebo. 4:l'Ull iii 14kkielll.:-.; whose. kidne:y ..!Onction was norrnal,

57_ DefciRLiithi kncw ibc 31ke11hood ot. Nita! adverse effects suLh as acute renal

failure LS neai tripled in palients with near normal kidney function mking ui dnig in the map:

I.d.l.1S5 wi iii nearly rnechanisin 1 F ;Iciioli Lii Dr: [11:1T! douNed .1E1 putienB Wil FL c%.1211

nmderately iinpkiired kidney funeiion_

At the time of the FDA Advkory C'ommittee miming_ the FDA renal review

quesaoned Envokana's yak in causing adverse. events related to ihc k.due. FI1TL it noted "ihi:

long term renal consequences of eariaglilluriin...s i:11-ce1 on hc eG171Z u11krai1%11....rz seeariN

prudent to ;.1:i2i1.11111.: thill The Vii.[Illne dep.101.011 and comesponding reduction in eCr].R __places

patients at increased risk for clinkallv siunilicant episodes of kiiEncy ikka chi

1AIXR.1.211... 41 1, Ertlg %%jai 1F,V FL.I1L112 inkxhanisril or ai:doil Jrid SutrAtasaialt similar cheinieal

makeup_ could Lapse the same kinds or pAiblerns as Invokana should have occurred to a prudent

pharmaceutical manufacturer.

'Hie. Lic%.cloprncnE n11312.iniiir Niiijurics.sxihi pre% eniahle and resulied fron1

lkfendants- failure and refusal to conduct proper s-afety studies. failure to properly assess and

pLthIi ;:iiarrnine safety signals. suppression of inforrnaiion revealing wrious and Lill:-
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tlucatening risks. u.n1'..1 %van!. i„on _1.1[._11ri: pro% id.: BJcLuiIe v..Lr L10.1.t ins, and

tnisrepresentatiims concerning the nature and safety of l'•RXiG•. Both Dcfcntlunts: ckinaluct

and the markctin and promotional c.lc.1-cos c4.1rnpl;iinvd I hinviii vi.e.r12 substantial facioN ill

bringing about and 1.711HrerhuLing Naintill-s inju•ies.

NI. Plaintiff's iiijiiri' rc t ruasonahl.:. Iii.reseeable ci)nsoquenc.c.

conthiet.

61, all tirnes niaterial hereto_ Defendants. b): and 1.irotigh ser.Ants and

4:111[1]1yees, negligently. reckless!): and carelessl:... rnarkela, disn.ihated and sold FARMGA

boil] off-lahel and without ac.l.ctitialu instructions or val.ain.61, c..1.f serious sidc: cifecis arid

unreasonably dangerous rislcs-

62 Pluiruiff would am have used l'ARXIGA had DertrrulaiiN propefly disclosed ihe

risks LisNoCiaged ich its drag. Thus. had am c.leil„mdanis prefrerly disclosed thc risks 1..L.5.4.r.ci.n.ed

ith PI:Jima...4.01dd ha% e a iyideki the risk %if d eirI1 lb,: injuries complained cif

herein by not ingc:!s(ing FARKIGA.

63. Defendants_ through thcir uillinnwivt:r misrepresentations and omissions. ALthi2ly

conceakd from Plaingiff Eihysicians the tnie and signilicard rik i)CIatXI with

takinn l'ARX[GA.

64. A rrzu.lt Llefendants1 actions. Plaintili and Plaintitrs prescribing physicians

ere unaware_ arid Could not. rcasonably I-LV k.ii it trr karned through rcas,onabk diligenLe.

thm Plaintiff had been expowd i the risks iihiliirufil herein, and that those risks vi.vre the {Igen

:ma Froxiinaie nesuIL 1 Delendiutts' acth. omissionN, irIld rnisreprc•sfnItations. boch scpamtely

and collizetiveiy.

l2
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65. As a Liircct and proximate re.stilt of Dcfendants' negligence. wrongful voinloct.

Plaintiff suffered severe and permanent phl..sical and emotional ilijurius. Plai(11ill' has endured

pain and einknional dFiL.. los!.5 (if enjo:...ineni or life_ and economic loss, including

expeimeS for medical c,121.1 and ireatinent which will continue in the fuitire. Plaintiff

seeks actual_ compensatory. and punitive damages Crorn all D;;.114.1110ar-14.

Cal:NT I

PRODUCT LIABILITY FAIIIjRF 'TO WARN (STRu: I. LIABILITY

(36. Naimiff restates the alkgati tn t t.4..K(11 11XWL i. r Ili; ly rtILWritWE1 herein..

67. Dcrerldants havc- cngLigcd iii husiric:m.5 of desi.p.nund, developing. researching.

testin, licensinu. mandtactlifin. pdckaging, promoting_ marketing. selling. unkror

di.laributing PARM•. Thrui.10 that Conduct Defendants knowingly and inhmlional.ly placed

171/4 RIX lGA into the :;.tream or CO111311CPCC with full knowtekige [hal h would re.4.1.ch consumers_

such a3 Plaintiff_ who incsted the dnig.

6g- Defendants reseaLLheddeveloped, designa tested. rnanufuoured.

lahek.d, dktritnita marketa promoted. sold. and othemise released itto the stream

of commerce. In the. Course of same. Dc:fcritla.nts din2cdy adverEised. marketed_ and promoted

l'AILVGA h.) health UM: prOi6siOnk1.1S, PlaiiiLiIT, and other consumers_ and there[ore had a 1.111.111.

'IN;11-11 tI iEic iicicJ .0..ith the use ol FAR.Xl.GA.

(1.9_ Defendants i:Apeocd [TARN 14..iA to rc;ich, 41lid it iI in fact reach._ prescribing

Fmalth 'gip; profetisionals iJ consomeis. includin Plaintiff and Plaint.' 11-s procribinp. health

care professionals, without any substantial changu in the ec.FriLlition of the product from when

was inidally distributed by the defendants.
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aS 1.5...; Defeatlulus, u defeezi due

PcFendants knew or should have known that the produel crealed sigitifLant risks

:51 Se.,1311AN :71C1dilY hLlTIn io consumer. he.rein, and thev failed (o adequately mull

CralutLltners andlor 1hcr II vah cure prores‘sionuls 43.1 -such

7 FAI&XIOIA was difiLectiw and unsafe such that it was aitreasonah4 dangcrous

when it left Dicfendants' possession and!or control, was dktributed by the defendanis. and when

ingested hy Plaintiff. FARXICTA e.oni.ained .Lvarnings insufficient to alert constuners. including

Plaintiff. to 1Fic thsou.e7(itis risk:L.; and with FARXICA. irxlixtiu.g IN:

development ofNaintifr...; injuries.

72. This defect caused serious injury to Plaintiff. who used FARMGA For

inloittEd puiposE and ill IVOS4.111T, Lhly E3

73. At 11.11. times herein mentionel Defendants bad a dury to properly inspect,

paekavelaIeI, market_ proinote, sell. distributc. supplywintand take such other steps as are.

necessary R.) ensure RXIGA did not Cause users 14.5 suffer from tiNrin154311klb[e kl11.0

risks.

14. DeCendants negligem]\ and reekkssly tuarkcted. labeled. distributed. and

promoted FARN1t.;

75. Defendants had a continuing duty u.-1 OLari; Plainnti of the dangers associated with

FAR:NlGA.

76. Pefendanis. kIS sellers or disiributors of prekriplicla drugs. i, tre liCld to Liu:

krawded.y cit." LI I I 12.%. pIrL i n the field.
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77. L4.14,11(.1 Eva I i disu FARN.L(i.61. chrou0. ;nu exercise

or reasonable 12 aN_ and instead.. relict] upon suricrior ttatll jud.grneni

ci 1)1...r..4)14.1;1111:7;

7. Defendants were aware of the prohahk consequences of the aforesaid condaLl.

Despite the facts that the defendants knew or should have known that FARX[GA camt wriDus

injuries, they Cailed to ex.oreise reasonable care to warn of lb:. .5ci.vrity of 11-5i: dangerous risks

associated with its use. .11c dangerous Firopem;ilie:4 or FARNAGA...u, %Yen:

known to DaUldarits. OT scien1ifically Itiaywable 1L them_

tc:stirig Iiy knol%n rne[hods, LL ilw lime they markcied. distributed, supplied,. or :-;01.1,1. tfic; product_

Such inforrnalioa was MI( known to ordinary phy5ickyns who would be expected to presedhe she

drLig Iui (.11.0ir patieritS.

FAR:VGA. p1Ii.L I Dethildanis. respCetiVely, Wfti JfiT1;;;LSOrialIv darigerkiLLS

tiziqt1 1.% conaurriers, including Plaintiff i•a ri.Ntson:Abli. iruendod IlthJl iic I id10111

kittIJi.& iE dlk fisk serious bodily hunn.

J. Ftteh of thc delendarriN knew 01 ti].14.Mild have known thm tfic I1i1IiLLd LriIi

dlisseinintiled ith FARMUA,evcre ina.detp_iate, bat thcv FtiItd c1.3rnmunicate adequoitc

intqrtnaiion on the dan6ters and sare use of chcir product., lakii. into account the characleri5lics

of and the ordinary knowledge common to pkoiciaus who would he expected to prewribe

drugs. In II:Articular. Deicndarns iIL lu coininaniclue w,arnings and instruezions lt dochiri iIiii

Ir appropriate and kLLINUaLe to render their prociucts S1[ kr ordinary_ anti

reasonably foreseeable uses. indudinLt the common_ foreseeable. cold intendcd usc of the

pniduLts 11 1r treatment Gf
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1 1 ki.cildant:-.; iniorrnacion RI. health care prole5...iiorkii!5 thm

Lcm[aiii waritirpa.s, !la:Am-Lk. LormuiridiLa[imb, CqTatii: and precautions, that

would citable health care professionals to prescribe FAR.X16A safely for use by patients for the

purposes l'or which it is intended_ In partieular. the de fendan:

diyivrninawd irriforriicnicin Lint( iluccurath. Cake_ aud inisleudiq. and
which failed to communicate accurately or .3dcquaicly the ccrruparurive
severity. duration_ and CACI...LIN. Of 111c risk of injuries with use. of K.:1< 1CrA

h. Coutinuc.d 1.0 aggressis.ely promote FARXIGA,:vert :After Dercndains kii

or should have known ofthe unreasonable risks from usc;

to accompany litlir product with pronor or atiuqUaLe 'scarnangs or

labeliry regarding adverw side effects and health risks .r.1SSeici4tcrd with iI
usc of FARXICI•ard 1ht: .eomrorat i ye severity of such adverse effocts;

d. railed to provide itvarni.q3. instructions Or other information zhai

accurately reflecied ih rripkwns. scope., !severity of the side effeeis
ialii health isk. including but not liirMed 11.1.5se El6Sociatal ith Ihc

XL: 5.1:11 Ll E•RX1.(3A-N eileet on renal funedon and propensity to cause

ketoacidosis;

e. IaIcI ii adet.loatik: warn user3, consumers_ anG physieians aboui iI med
lo monitor renal funciion P rizaiwas dual du icN. ahvady surfer from renal

impairment: and:

0....v.rieth&ined, dow2ipl....c...ed, or otherwise suppressed_ througIi agres.sive
markctin mad promotion. the. riSkS }issciciaid with ilke uNiL. A itXlCpA.

g2, To ilids tJi, Defendants have failed to adequately and accurately warn g.11.ihe 1ruc

risks of irijuries associated with the use of l'ARMO.AL.

83. Duc lo these dclicicncis and inadequacies, FAIZX DOA was unreasonably

Llaro2Arcilts Lind dei"ective as advertised_ sold_ labeled, and nmrketed by Dclaidarits. resrucEivciy.

g4. I lad Defendants properly disubscd and 4.1ininaied ihe risks @ssocia[ed sNithi

FARXICAL PILlinlill wookl have k.i...oicltd the risk or duvelc 1be injuries alleged herein.

H-1
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Cendants arc habil: to Main tiff fur in.juries causcd by 11-iivir ricligvn1 or militia

failure to provide adequate wi..trnir..g:-; or other chiiiIl rulv% Dui inforinathan claw re8arding

thc appropriaic us: FARXIGA iiid he risks assoc kited.

Az: 0 Ilarr,:m2cuble, direct_ and proxi mate coriscquclicc. ul 1:11:10id: dcti cans,

L1311i, ;mut inisrepresentations. Plaintiff suffered JiicIic k cdti id ither retated

addilien. ;:IS Z1 Msull. Or the injurieS ciiwied by Defendants_ Plairmilf rirex arid

will continue to TeNu i -i ii lFIeiIft- and services. Plairoill h rrezd kint.1 will cornivitie to incur

rnalical arid R.! 1;, 1 eN:pen!...es. Plaintiff also has sufft:rcd and will Lantinue Eo suffer dinfinisni.N.l

traeity thr Ei eqjoyment of life_ a dirniniAcLI goality of lite. increased risk of pn-r-nalitire death,

a..L.Lpsavaton of prenisling ciidiioim, 1.1;11.01Egion Mlatent conditions Hn4.1 killer [asses and

damages. Phintill'..s klirect medical losses and cosis. includE ]-1.11:tsician Cafe, morkitori. Lfld

trattment. Plainlirt has incurred and kt. continu to incur menia[ and physied in .inid

Nu tkri

W] JERE FORE„ Plaintiff Tcspoco y req austs thai hk Cour!. L:ntcr jwclginent in Plaintiff's

Favor ror o LEILd ratinti‘e daniagelogethcr with interest_ herein ineurrcd,

flx.s, and ail suet' 1:11[1CT kind ILIrIFLLT relieC thk Colon de.er:15 _nisi and proptr. Plaintiff

also derminds Lbw Lb: issbes ci)ntained herein be vied by aji.11:1..

COVNT 11

iN 1: 1 11(..1; EN

g g. ari ft restates the allepions i forih abn..4;. as: E(fuily reveritkm

89. D.2ii2lidailis directly or indirecil.).. Quiscd FARXRi21...to be sold. distribute:At

paLka.ed, unarkctcd„ pi-0111°ml, arktFbr used kg Plain d 111.-

17
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91.1. DC.11.:11.GaRLA Ms.12d cithsurners duzy eXorLisu reas01oCilu Laru

'when designing.. manufacturing. markciing. adverti.Ang. distdbuting. and saint?, FARX[GA..

]I1cludin8 the dutir 1.1.) ta.ke all f08SiiniabIL EleCe5p_liar)! 1.1:1 1Eicir drugs IACI-12 nol

unreasonahN dangerous !o its consumers ant.1 uSerS. and E0 warn Plaintiff and other consumers or

114: I an rs associated with FARX[GA,

Al all Iimcs material he.reto. Defendants had actual knowkdgc_ or in the

;ilterno.(ivt.L. 5.1-imild have known through the cxcrcise 43.1 reasonahk and pruderii care. of 'the

hazards and dinTerS 151.FARX1CIA.

92. Defendants had a dut:i. to disclose to hei..ilth care professionals llie causal

1121 ICITINIlip LT aN!..41)cikiti1)n ofFAR XIGA to. the developineni s injuries.

9. 1)efendauts- dury or ciducc,:d 110 CinNuiners, LiNC priareS.I.h.)31..313.: and

paticnis included priniditv accurate information concernin_gl (1 i the clinical safety and

dieeiivcriess FARXIGA. and L2) appropriate. eomplcic. arid accuraie warnings

;ILL! :id% uric t:FILLOS. of FAR X1(.1A. including the injuries safrenal 1y Plairdiff.

C.-I. Durit). the Limo that Defendant.; designed_ rnanufaciureth packaecl. labeled_

promowd. disiribmcd. ;Ind!or so[d FARMG.A. Oozy knew. or in ine xercisc of rea5c3Mible upv

havc krii o. it ihit ihvir products weiv LII21-EcCiVe. darlgrni.M iiE ilEiorwiNe Eiarrltj Lti

Derendants knew, or in the exercise of reasonable caw shouid have known, that

ihe u:se cif FARXki.A. Qould iNiusc or he assuciaied with Plaintiff's injuries and thus created a

dangerous iind unr12aSDElAh IL rkk of iajuil. to users DI‘lhe products.

18
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DelerwalH_A LIMALha( 111201(11 1.:3.1%. profess:4.11.JAN %%ere

FARXI.GA. and thai numeroU5 pativiit:-.; developed seriou5 side effms including but not hmited

diahetiL kuloavido..sis.

97. [).efululo.riEN brvach0 !heir Jur\ rua...5unahle c4Ire exerLigE Ludinlify

care in the design, .researeh. dek-elopment. manufacture. marketing. SIIpph'[rtjr' promotion

nlarketin. advertisement_ packaging_ sale_ testing. quality assurance_ quality control_ sale. and

disLribulion i.Pf FARMGA in imerstate commerce. p !hat the de1.1:.ndain..s knew and bad reason 1.ki

know that a consumer-A use and in...estion or l'.1..1.7..X1(iA created a significant risk of suffering

unreasonah4 dangeroth; health related side effeeis. including Plaintiff s injuries. and failed to

prevent or adequateb. warn of the severity of these risks and injuries.

98• Defendants wure further acatigent in that ihe manufactured Lnd produced it

del ;21;I:E i. piLld d I kg diepas.prifir.if 1.11% divergirifir.if irr pienudithr, respectively, and they

knew and were trikarc of the defects inherent in their prdduct, 11.5 mci in a reasonably

prudent manner in dusigning. inarkoillg their product_ and failed to prkivido adequate

warniris of their pivrt.luers defects and risks_

Defendants failed to exercise ChM CE1.14.!: under the circtimaunecs. and their

negligence unchide ihe foaming kic(6 and omissions;

a. failing to property and thoroughly test FARXIGA hcfore rekasing the

drugs KT MarI;

to. failing to properly and thoroughly analynl: the data resultinu from the pre-
Fl I Uri., Ll tests cd ARX 10A;

c. 11.-rilinu to conduct sutliciern nost-markiN testing and Liurveillance ol
FAR.XICIA;

d, designing. inahutachifing. marketing.. advertising. 4.1iNiribuling, arki.1
l.:A.R.N.1(iA to consumers. including Plaintiff_ without an adequate warnin
or (hi; {trid Okmgerous riiks cif the 1r5bUiciiiiori ariJ lvirhom

proper instmctions to avoid Ibre.seeahle harrn:

19
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e. rading. to aceo:nlpany 1.11CiF pR:.;_lkIct with proper OT adoktuatv ..A.;_iriiing!, or

labclinu ativienzie. Nidt. effects and health dsks associated with thc.
use or EA RXIGA and the comparaiiw se v4.Ti ui dverse etlueN!

to pnwidc illS1rUcLii.)(1:1 or other ini-ornmtion thai
accuratelv reflected the symptoms. eiip. Ind scvo-i1:.., oC the Siau errOnt.:
and hc:thli risks. including but not limited to those associatv.1 wilh [he

severity of PARXI'CIA'5 effect ;icid balance and renal function;

g. adequate4 w::trn users. constuncrs. :.trld physician!, about the

accd 11.1 monitor ri-saL function in patienu that do noE. already suffer
renal impairment:

h. failin to cNcrt:isc du4: cane when. advertising and promoling FARXICA:
and

i. negligently Colitiotling Li iimiLEraclure. vimrket, adverLisc. and distTihull.!
;After they knew or sh4.)uk1 have knix.s..n ul ads.eNe

l01.1!. Defendants had a 4, 14.111, Io Lreate a product that 10411S nog li11ruasorm.h1:... dant4e.rous

For its normal: eon-rnimi. Anti iiskinded LiSe-

Derendants negliv.mly tuld i.tii. I Iv brew:11.'2d this thity 1 CO riz 131.:5ilaiii

ht.eause FA[0(lCiA was and i5 tinrcus4.1itahly defect]ve design as folkimi:

;i, FAR X 1CtA unmuortably increase!.- 11-sc ot. devciopinll
injuric6 eurriptained of herein:

b. FARXIGIA was not reasonably sail: 0-5 inTinidud kJ be used:

C. 1-AkX1GA arc morc (.1.arTg101, is than an ordinarY consumer wnlild 12.s.1)121:(
iiid eftOre dangerous than other msmiciafet. with like products:

d, con tktino_i i EMU 12 ILE. I.J1COTTCCI._ and defec i vo WHn ingS ill that

thuy rb.310d hi alert henIth c:iTc proCessionals and users. including Plairsti 11-,
or I he. eri P... of the risks of ad vorse e.1-1413s;

e. RXiGis, was no( .5a1c for it:.; intended Lisi21

I-. FA RXECIA iic adequately tested; ;Anc.Vor

8.. FARXICiA's risks eNeL.v.dek.3 any benefit of the drug.

1 02. Dcl-nclants knew and•or should have known r, 1111 it Wm.; foreseeable that

cull.quiners such us Plaintiff vcouEd suffer inittrics as a resull 4)1' the defendants` faihirc to cx.erci.5v.

ordinary care in thc nulnUfacturing, rnarketiiv, labeling_ di.S1i111111.i4.5n 4;nd S4.11k Or FA RX 1GA

2(P
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Pkiind IT did WM 14.n4.5.0. L1i. ur4L nn2 artd tx.112zit ;he injuries dim could rcsuli

ingesii4.1n kink! 1_5,4

104. Defendants` negligericc was thc proxhimEeL. Cause or L!I. iJjlLIiCS. haT111. Mid

economic losses that Plaincill-sliffurcd, irud COntialie EC! Suffer- as dcscribed hercin

1 05_ DcCendants' condoci, do5.-erihed above. was reckless. Thc dcrcildains- actions

and inaction risked thc lives or eQnsomers and users of thuzir product. includipg PlAin1

106. Dercndunis- expected to.. and did. re.mdi the intended consumers,

handlers and pe.:rsorr; conling into. contact iNiih file drug io.hlu.)Lit substainial change in Ih-e

0011(11[11.1]1 111 IxIlich it %vas researchcd., ..3.2.,..elopei designed.. LivnL. I11dmJF1etJJLi

JrAL k at4-ed_ labeled_ distributed. iLilLj. and in...irkcicd b 1../ict-e.nclants.

[07. At all timcs reoialu heyeto. l-ARXiGA was Franufauareddesigned and lubelcd

in ari deCeeii% e and inherently darigcrokis condiEion. which was dangurcws ror use b:.% the

pc,hlic arid it) imfttcalar by Plainti

OS.. Plaintiff ti50.1 FARXICiA for its interidtAl porposes and in a manner normally

intent10,1: IL lrLI diabtes.

10. The harm caused h l.....\RXR3A far outweighed the henetics. rendering

FARXECIA morc danucroiis and less effective than an orkliitar:., consumer or hicaliIi

professionals would expcet and more danerons than nIteTriative products_ DeCcridarils 1;4.1.uld

haw dc:signial FARXItiA. bamake thcrn li.i thingerous. When the defendants nlanufacEured

1211.1.XICIA, the state ol. thc industry-s Acientilic knowledge was such diai a less risky design was

artainublc.

RL ...V. the lunc FAH:\ 16A t Defendanis% conirol. dicr: was. LI praLlical. technically

feasible. and salcr design that %Yolk] haw. prcvcriled The harm without 1.11)stantially

2 I
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HI-pairing 11).: ....mLicip.died dn. lab:13621J ILIE1c[ii.)s1 01% I. AI&Xlc. 11.3...; kir 4.1427111.331Str..11.124..1

1yy [lie existence Lit...other diabetes rnedims that 1.1ad a more established protik and a

enimiderably lower risk profile.

I 11. Plainlitic4.)uld nat. in the realloliablecv.c...rcisc

;if FARXiGA Lind pcoxivCd 1.11C I.

I lie tthfecis F•RNACiA were sublitantial contributing 1-actor6 in causing

Plaintiff's in:pies. But for the defendani.5. kick and irrjjjr.ins ipl if 51:(Puld •o have titre d

the injuries complained of hercin.

I 13. As a fonzscQublc. dirco, rncI riroxima(e Consequence or 1krendaits. action:5,

und iti iii iEFIEcjC j Lii i.. Plaintiff suffered diabetic ketaacidosis and citkr rrzirmcc.1

ticulthiAkniplickktiors.

114. In addition_ as a result of the inkiri e:i. eiru5v,E by Dei;Nidants. Plainaill% requires and

eontinue to [-Noire hcaltlIcarc arnd Plailuinhas incurred and col-116nm 10 incur

medical ;mid expenAes. Plailuiff also llas suifcmd ...laid will conlinue s.ailLer diminished

..:ajmeity ColI he enjoi,...ment of I t1 a diminished qualit:, i I Li 1t. imp:used risk or prematurc death_

awravation ILILI2la Londitions, and other losses and

daniLigc. P1imLi 11 diroo itivificai losses and costs include physician caw, rrionnuring. id

ireatiocig. riaintitY ni-t; incurred and continut: incur rni,mtaL and phlea] pain. and

Plailitifr respectfully requests that this Court eri14.7r jodgmcni iii Kilin[iirs

tlivor for coinvenNiaol:,. and punitive darnagcs, together with inlinvs(.. co$1s litrciit IficurreLl.

attorneys" fees_ and aH such other and rurthcr relicl-Lv.-; ibis CourI c1rL jus1 and peoper. PIainhiJ

also demands that ihe i'SSLICS containi:d hriii h ricd by a jury.
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("ilif !nalIII

WILLFUL AND WANTON CONDUCT OR GROSS NEGLIGENCE

15. Pluinii Ii rc6iai.c6 ;1I iii&i Ririh abc.rvt 4.9 iffully rewriiteu herein.

116. The wronv done hy Defendants were .nwavatcti by malice. fraud_ and ilnAsiy

negligent disrevard for du: riDhls of others. ihe public. and Planiii IV_ hi that Ole defendants"

conduct MIS pcci Iicallv intemkd 11) sub!.5wrni.411 htiury (41. vlaintiff. Whrn viewcd

objectivcly from Detcndants' sl1ndpain1 ihe ricrm or the conduei, consideriug the probability

and rnanilude L1F (hi: ham, tithl.fi 'S. the det'endants' ecmduet invoivcd iii I....Nu-elm:

de:gree LL thik.

1[7. Durcnd:mis ....vcru actua]ly, subjectively awns:. of 0-14.7 risk involved.. hut

llevvrthele.i.i proceeded with complete indiffercnce to or a consuinu•disreprd tbr the rights_

.sar2tv. or welfare or others. Moreover. Di..14:ndanis ma& material representations thai were

1Ah-:12, ith actual knowieke of or rockluss disrug.iird for their ralNity: with the intent alai 11-11:

representations bc BC to] on by flainiiff ;Arid her healthcare providers_

Phrintill. relied on Defendanls. rcprcsenialions 1nI nfiered injuries as a

proximate tesult Ut this reliance.

119. rIlerelbre iuserui chims for exemplar:,

120. l'Inimiff also alleges that the acts and orrii!.5sioris of Defendants, vviiether taken

sino1arly or in combination with others. cunsiii11112 iiqligerice that proximately eau.scd the

injuries to Plaintiff.

121. Plaintat is ouided to an award 1:51 punitive and cx.cmplury hosed upon

Delendlaiu s. intenl 1 nal_ fu knowing. Fraudulent, and inalieic.ms acts_ omissions. and

0714, 1 ihn: II.,.11LbE1N- 1'1A:1(.11251'S disregard for die public sakty and wel tan:- Dvrendank
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intencionull:, and fraudulentl. Tr.is.rupruscmlud and inlOrmatEc..o to both tric iniit

L4FIEM/Linik ;111i Elbe general publie, includine Pluimiffby making inicntionally fake arhd

fraudulent misrepresentations about the safeiv or FARXICA. Detendants intendonalEy

concealed dle true facts and information regunking [he beFlows risk s. of. harm assoLiated viIi the

iiTestion of FARMGA. kind inklitiOnany doo.nplayed the type_ nature_ and emeng Or the

adverse side effek:u-; of inge.sling FARXEGA. despke the.ir knowledge and ay.:HD...Russ or (hese

serious sidle risks.

122. Defendants had knowkdw: of. and were in posses,Lion or evideice. dunonstrating

thi.0 FARXIGA caused serious :-.;ide vile-Lis.. Novo ithisLand* their knowledge_ Defendurn:-.

CO.I1Li1141eit lo imam I:ARNICA k!.. providing E s aid MiSlcadine informntkin wiz h regard to

their pro4uci iILy 1, 41. regulatory areencies. Ilic ihedica[ communio.. :Bid consumers or

l'ARX16A.

2. Although De fenthinls knew ur recklessly disregarded ihu f4ict thul l'ARXIGA

caii' dPiiiin and potentia[1\. lethal side effects, ]e L'onthnued tu rnaTkCi.

pronmie, and dis[ribute F ARXIGA to consumers. •ncluding without disclosing 1hc.Lst

effects when there v1.re sakr ulternulivcinerhods liii t1eatin,1 diabetes.

124. Defendanis ram lo pro'. ide adequate warnins that would hk.we dissuaded health

1P.: pro1ession:11s prL h iu& I AEXIGA and consumers from purclutsiq ztt)d

l'ARN1(.i A. thus depyil. iii boat from weighing Iht: (rue risks a.guins( dic bencliN of prescribing.

purchasing. or consuming FARMCIA-

125. Det'endants knew of FARMGA's dereetEve nature 0-3 set fonb bercin, lIII

continued lo design.. maw faC11111:- 1nurkei, di si rLhL[ El. anTor promote the dnigs

24
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saliv, LFI L prDliv.; ;1; ;FLV 4..< poi w 4.51 I 1-11: F1'.:13 I Lil Mid Ska;:1%. of the public... including Plaintiff. in Li

conscious, reckless_ or net;liaent disret4ard or the foreseeal.qu harm. caused Ivy XRIA.

.Defendimts' acts. conduct_ and omissions iivere tllIul im.d. malicious. The

(l4;1;mdams corrrniii.lcd ihii. 11.15 with krig:Wing. eonseiou61 and delibezratt: disrcgtird ror (IR!

Iscal[h. and L'ik.dely Ca' PILiinarr awl tither L.LS.en or FARM( L.\ and for the prima]) purpose

of increasing Defendants' profits front the s-alc and distributioii of l'AltX[GA. lklendants'

outral2cenis :.ind unconscionable conduct warrants tirl award of exenlplary and punitive hinage:s

against all defendants in LCI Li1loIJn1 appropriatc to punh ;Ind make :11. 12,4;4riiple nul nreacE).

127 Prior to 11-u: manuforture, sule. tnd di5trihu1km 01. FARXIOA, Defendants knew

thlt l'ARXICA 5%.3!-; ir del-120.1...e condition and knew that those who 'vt1r prescribed ihc

medications would experience and did experience severe phy5Leal. rbuital. 51-1r1 Vrnhg ulna

F Lin eafth dcfc.ndant. thrinign their ol1ip2rs. dirt...010EN, managers.: iiid agents_ knew

Elia! FARXIC1A. .;1 su_istantial Mid unreasonable risk of harm to the public% including

stleb. Defendants onreieionably subjected consumers of FARX1GA 14... risk 01 injary.

21. Despite their knowledge_ Drzlendurit5, acting Ihmugh their ollicu-s, director:4 and

imonAging Ligcnns. for the purpose or eilliunciag ihe defendants' profits_ knowingly and

deliberately failed to remedy ihe known defects in I-ARXICIA and luilecl lo adequately 'wari. the

public. including PlainEili. 4.51 Ihc xirrri 6S.k OCCusionecl by said defects. Defendants

irtJ alcir iri1pi erN, i)fficeN, and directors intentionally procmled

riinniti4cuiriitg., sale. distr.:1%61331. and Inarkimint:.. of FARXIOA knowing these actions woLikl

OK pCoSr.:' persons to sedous danzer in order to advance thc deferklanu-;' pcciii:II initxvst and

momlary

25
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12.4. icIriJiit Londuci was coininined Will Cal amid conseious 'disregard ti.tr the

NufeLy cp1' entitling Plaintiff to exempiary darnavs.

Vs.11EREFORI:. l'Illintiffpcspectfully requests !hat lhis Court ciTier judgmcni in PI:limilrN

vor for 4.....o1flinnsittory unid ptinitin aniumys., %Aid! interi2st.. LOS:bi herein incurroth

R'e6. and all such tfiher k1.111.1 forlhu ki_q. [his deorns just and proper.

;11.50 d'erri;3311.k I hi LIIC iii LLT2'..i tieriL.in be tried by a jury_

COUNT I

FAILURE TO WARN UNDER TIFF COMMON AND THE ALABAMA

EXTENDFI) VIANUFACITR•R'S LIABILITY DOC MIS (AEMLI]l}

123. ineorporuteN hy referer ec. each preceding alld 51.1.ucec:ding. pAragra[th as

though. se1 Ririli 1:11y A length berein.

124. Thk claim is broluzh( pursuara lu common 1as... an•the Aiabinna lAteilded

Kimrufacturcr's Liabiligy Doming:,

125. Ai ihq 1 iin u I Plai.3113frs Defoldiults did noi Or ill the altehlatiVe

provided inadequate Villinings to Plaintiff and P1aiittill'6 treuLing. phvziicialts as to the risk ihai

lavokana could cal151.1' diuhetic kctoacidosi..s., renal injury_ ivnal iri3i)LLiV. or seveic inR•mic.Frs.

1215. Thc iiiiri that did aecom paw:, Invokarsa failed to pro% idc. .111i1 level of

inrornidlicui (11J/ 331 Ordinary Consumer would cxncei Inwk.ankt.

127. 11 ad Morailf or his health Lre rico% ideri recei% led a plopur Dr adequate lkamirlg

th.c with laki]i. lovokarta_ he Virm.111 not have used Invokana.

l2t4. !lad P1a5iitiii or his phy5ician received proper (Pr 0.4..ElAttiatiL• warnirto, they would

not have recommended lnyokinti. or n minimum, provide Plaindir with .adcquatc warning :ind

obtained his informed

26
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1.2Q Thc fa ikuiv to vi.arn ot. Inv...i.kana caused scrimis darriai4. Lu ff.

•OL NT V

LOY.; OF CONSORTIUM

•1•1 Plaintiffs incorporales by rekrez.nct! c'kich prow:ding and

t3141001 se! fi)rlh F' ii 1 iI I 111g1.11 1.42

13]. Nailuiff-Sfrause is the husband of CE PEREZ, and %US her lawful husband

on all material and relevant dates.

1 32. As a dirczt and proNimmte rcsult of ihc neglii.c.nize kind Other a11 5

Dcfcndants. described v..ithin Lh prc.vious Counts of !his Compluini. Spoix-a: hus

113.1ib l LA.F116LITI LL111, S1L:1121V, I l ;:Eli4 FI t- iiILE services ki.1- his

Ve12 [1 tuber efailloknie damages_

WHEREFORE'. Plainiifis rusp1rAy roltioris this (._:ouri uritur udgericut in

Plaintiffs favor fur iallnyWri.ca[Ory and putyiti% e damages_ !Dokter with interest_ costs herein

incurroi auorneys' fees. and all such oihcr and further reHc las this Court &ems just IOm pro.' 7r.f.

Plaintiffalso &man& that the issues hemin cornained be tried by a jury.
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PRAYER FOR RELILF

VifiliELREFORE. Plaintiff prays for nzlief Eind judgment aainst Dc.r.rimdarils. untl

1)1 ihcrn, and LficratIy. as follo:

1. JudIJinent in favor of plaintiffs and againsi all dc fe.nd an is. for darnagc..5. in

such amount as may be proven at trial:

2. Compensation 6.5r j.itJi CC:1.5n(T1n1v and rion-c:r ono to iL losses including but

limiied io ........spertsus, loss of earoiriv, loss orconsontium. pain and

.4.1.1.111611.6!. E1lE111111. 2.1(4_tuish and emoiii.lrial distress in such amounts as may be provcn LL

3. Punith e and.•or L:ro.Nuplory dErmiktgo:.,

4. Interes1:.

5. ALi.rn s" fees, exmise.s, and costs of this action; and

Such further CC1 aS (11 Coor1 11...ons necessas:v_.just and proper_



Case 1:16-cv-08960 Document 1 Filed 11/17/16 Page 29 of 29

JURV DEM AN 1)

(rikl I jury on ill issues within this PetiLion.

Nov.36, 21)16

Respecthillie submitted_

Lummberg. PC
•Aci.tornev;i tbi PLAIN" [Fr

By:
El[1-91 H1ki...ir•ia-9.55•61

701..I Broadway
New York_ ••100071

.1212).344.5461 (faxl
•Rel ir.i.%61.7.14.1i.C1:1311
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