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UNITED STATES IMSTRICT COLRT
FOR THE SOUTHERN DISTRICT OF NEW Y(RK

KIMBERLY FOWLER i
EAVIIY FOWLER COMPLAENT AND DEMAND

] FORJJLRY TRIAL
FlaintetEs. i

Civil Case Mo.:
W
BRISTOL-MYERS SOQUTBI OO,
ANTRAALENECA T and ASTRAZENECA,
PHARMACELUTICALS L

[RISICERTES

CIVIL COMPLAINT

PlaimtiT KIMBERLY FOMWLER and Plaintiff-Spouse DAYID FOWLER. by and
through their undersigned counsel, hring this action seeking jocdement agaimst BRISTOL -
SMYERS SQUIBD O ANSTREAZUENECA LY, and ASTEHAZENECA PHARMACELITTICALS
EP. reolbectively, Delendams) tor injuries and damages cavsed by Plaintiffs ngestion of
FARXIGA, a npe 2 diabetes drug o the gfiffezor class, Pluintills slfege thar ot all towe
hereinalier memtioned:

NATLRE OF ACTHOM

l. Delendants, alitectly or through their apenls. appurenl agenis, servants ot
ermphovees. designed, amanulaclured, marketed, advertised, licensed, distributed, amlor sold
FARXIGA Tor the weanten ol dabetes.

1

2 Detemlunts voneeuled, their knowledge of FARKIOA s unreasonably dangerous

risks from Planncift. ather consumers. and the medical comomunin.



Case 1:16-cv-08960 Document 1 Filed 11/17/16 Page 2 of 29

3. Az a result of the dangenows natwre of FARXKGA, persons wha were proseribed
amd ingrestesd FARKIGA, inchudine Plamtifl. have sutfered and may continue w suller severe and
permanent persondl injuocs. ineludinge severe kidney damage and diabetic ketoacidoses.

1 Aler begpmmp treatment with FARXIGA. und as a direer and prosimate resulbt ol
Detendants” actions and dnactiom. Piamtift developed diabetic ketoncidosiz, Pluingt? s ingestion
of the unreasonably dangerous drug FARXIGA has caused and svall contioe Lo cawse injury and
dimage o Plainof,

W [Mainnill brings this action for personal injuries sullesed as o proxiomte resuft of
betng presenibed  and ingesting FPARXIGA. Plaintiff accordingly secks compensatory and
punitive damages. and Al other available remedies as a result ob injuries caused by FARXEGA,
PARTIES
&, AL all vimes rebevint herete, Plaintithi and  Plaintif-Npuuse were residents and

citbzens s VueCalla, Alobwma, locawed in Jeffersen County.

—-a

Defendant BRE 5 o Delaware corporation with s prineipat pluce of husiness af
345 Park Avenue, New Yok, Mew York, BMS s engoged in The business of researching.
deseloping, designing, leensing, manudactueing, distriburing, sepplying, selling marketing. znd
inteoducing ints nterstate commeree. eitber directly or indiecctly ihrough third parties or related
entities, its produces, melwding the prescoption drug 1T ARXGA,

R. Detenclunt Astrdencea LP s a Delaware corperalion wish it peincipal place of
business a1 1209 Oranee Srect. Wilmington, Delavware, Astradencen L s a wholly owned
subsidiary ol delemdam Asicdeocen PLO Astrg/enceca TP s engaged o the business of

rescarching. developing. Jesivning. licensing. manutacturing, Jiserihuling. supplving. selling
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marketing. and imredocing b interstate commerce, either dirgetls ar indicesaly through thind
parites of telated entitios. its products, ineluding the presception Jroe ©ARXIGAL

Y Delerdant AsiraZencea Pharmaceoticals 1P is o Dedavare corporation with s
principal plce ol business 0 1209 Orange Street. Wilminglon, Dedaware Astr/Zeneca
Pharmaceaticais LEP is o wholly asned subsidiary of Defendant Astradeneea PLE. Astradeneea
Pharmaccuticals LI s eogaged in the business of rescarching. developine. designing. hcensing.
manelucturing,  Jdistribuling, supplyving, seHing marketing, and  usreducing  inlo nterstale
commerce, either <Brects or indiceetly through thind partics o related entities, s produgts,
including the prescripaen Jdrwg [FARXIGA.

1. Defenrdimts are cesponsible for designing, developing, manofascturing. marhesing.
distributing. selling and otberwise troducing FARXIGA into 1he streant aof vommeree

JURISEHCTION AND VENLUE

P, Ihis Coure has subject matter jurisdiction over this aeiien pursuant o 28 USC$
[332 becawse the amouwnt in controversy exceeds S75000, exclusive of interest sl costs, wd
boevause Defembants ane incorporsied amd have thetr principal places of husimess i stides olher
than the ssate inwhich MainddTis a resident and citizen.

B2 At all dmes relevant o thas action, Detendants engoped. cither dircetly or
imlirectly, in the business of marketing, promaoting, disticbuting, and sellimg prescripion drug
products, including FPARXLIGA. within the Stawes of Alaboma and New York. with a reasonable
expectation that the prodacts would be used or consumed in these staes, and thos regularls
sidicited or rransueied business in these stlates.

13. Al tmes relevant o this action. Defendants were clwaped in disseminating

mavceurate. false. and nisleading information about FARXIGA 1o consuenery. ineluding Plaintill.
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and o heaktly care prodessionals i the State of Alabama, with a rewsonbie expectation tae such
mlormation would e wied and relied upon by consumers and heaith care professionuls
throwgrhout 1he State of Adabama

I, Dediendams engaced in sobstantial busioess activitics in the Sunes of Alabom,
AL ull eelevant mes. Delendangs transacted. solicked. and conducted business in Alabama
threwgh thear empios cese agents, andior sales representutives and Jderived substantial revenue
troen sucl business in Alubun,

15, Detoudants vonducted meetings, wlephane colbs, conlerence calls. webinaes, il
cmatl commuonications between e respective companies and also theie conseitants and agents
invidving the design, development cegulatory sctions, marketing and Jistrebution of the drog
Farsigi in the State of New York, As such, shis Coun bas personal jueisdiction over all named
detendants.

14 Detfendam BMST principal place of business s focaled ot 345 Park Avenoe, New
York, New York.

7. Delendamts, by il emplsyees or agents aflended mectinps al BMST corposate
headquarters regarding  the  rescarch, and‘or development, andior FRA approval. andior
marrheling of Varxipa.

P8 At all relesant times relevant 1o this acton, Defendants were goinl vemurers and
warked topether 0 achivve the commuon business purpose of selling Fursiui

i, Wenue al 1has case 15 proper in the Southern Diatrics of ew York pursaant te 28
U800 139002y because IIMS ix a resident of this EXstrict and & substantial pacs of the cvents

siving rise 1o Plaimiit s elaims eccurred in the Southerne Distoict ol dew York.
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FACTIAL BACKGROLND

ME On Janwary 8, 20014 Defendants Astradenced and Hriseob-hMyers Squibb issoed o
press releass moling promiusnlly their New York stoch exchunge neker. deseribing they have
furmed an “allianee” and bave heen sorking in collaboration o deselop wiud commercialize a
portfolie o medications tw diaberes and related metabolic diserders that aim o provide
treatment cltects beyond phieose centrol. In the same press release they announced an
avreement under which Astmifenceea was W aequire Bristol-Myers Squabb’s interests i the
carnnpanies” dushetes ullinnge.

N On Japmuary ¥ 26140 she A approved FARXIGA (dapapliflesing tor use in
trestment o) tvpe 7 odinbetics, FARNION 150 part of the gfifdozin droy cliss, and was one of the
first edifioziny approves] for wse in the United States. Vhe pfifozie class is eefeered wo penerally
s SG L2 (sbort Boe Sadinm Glucose Cotransporter 27) inhibiters

220 Five Jdaxs later, on January 130 2014 in another foinl press release issued with
both companics pronanently noting therr New York stock exchanpe fickers,  Brian Dumels
seiior vice president, glubul development and medical aflairs of Bristel-Myers Squibb touzed
“With the diabetes epdemic escalating and many peaple with tvpe 2 dinbetes strageling w
reach their biood supar goals, Famxiga oflers an imponanl new option e heaslthenre
presfessiomals andd adull patents" o clinical ials, Vorsign helped impresve plvcemic contnl,
and oifered additional Denelits of weight and blood pressure reductions.”™ On Feb. 530 20140
Astradencea annmoeunced  that it cempleted the acquisition ol Briswol-Myers Squibb's
tkeresis 0w companics” “diabetes  allance.” On completion al the acgoisition.
Astraseneea pad Bristol-Myers Squibb 32,7 billion of mital consideration, AstraZenees

has ulso apreed o poy up e S14 Billion in regulatory, taunch amd sades pavments, amd
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various sales-eelated rovally payvmenes ep wntld 20250 600 mullies of which relates w the
apprioval of Fursiga in the U195,

iL Delendams’ acls in their corpoerate allionee to markel and promate FARXIGA
aets ook place. o sulwstantial part. i New York, Fach Deleodam has continooosty mnd
svatematically entered iolo trapsactions, i this Distser and sheowphout the Uoited States. Lhe
ciimcal wials referenced im the press releases deseribed above were condocted In numerous
lowations imcluding the St und Ciey of New York,

24 Ao elifozee druy, FARNIGA S active ingredient 15 deapoynifiosin propancdiol.
250 NGLTZ inkibwtors, including FARXIGA. are indicated B only one use: fowering
bhoed clucese in wdules with ivpe 2 diabezes.

24 SGLTZ inhibitors, ioeluding FARXTIGAL are desicneld o inhibit renal plucose
redbsorpiion with the goal ol lowerig blood glecose. s 0 oresull eacess glucose w5 oot
metabolized, but inswad is exereted through the kidneys of a population of consamers alreads
risk for kidney disease,

27 Mwugh FARXICGA is indicated for only improved glyeemiv contred in type
aduls diabetivs, i order e increase market share Defendants wve marketed and continue 1o
market FARXIGA 10 hoth Bealtheare professionals and direet fo consumers for off label
parparses, ingluding b not Timdied e weight Tess and reduced Blood pressune.

28, Siee FPARXIGA S release. the FIXA has received a sivoifbeant number ol reports
o diabetic ketoaeidasis amang users of these drags,

240 Ancmalvsis o the FIIA adverse event database shaws thal palients taking one of
the %G1 T2 anhabitors, iocBuding FARNIGA. are twice as likely o report keteacidosis andfor

severe kidney damage than these 1aking non-5CGET2 divbetes drags 1o res dianetes.

6
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A Despite Defendants” knowledpe of the inceeased zisk ol severe anjury among users,
M FARKNIGAL they did not warn patients but instead continued to dedend FARXIGA. mislead
physicinms and the publiv, and minimize unlavorable Bindings,

AL Consemers, including Plainuhl who have psed FARXIGA for oeatment of
chabetes. have several afternative safer products available 1o areat the conditions,

12 Delembanis koew of the significant risk ol disbetic hetoacidosis and kidoey
oy cunsed by ingestion of TARXIGA, However, Befendams dbd non adequaeely and
suflicients warn censamers. inciuding PRimift. or the medical comounity of the severiey of
such risks.

33 leo the contrary. Defendants conducted nanienwide  sales and marketing
campaigns te promote FARXEGA, and they willfully deceived Mainolft, Plaiotitt™s bealth care
professionals, the medical comenunity. and 1he general public as e the heabth nisks ond
conseyguenvees of the uge of FARXIGA,

34 As a direel result of Delendants” above described  conduet. Plainult’ sas
preseribed and began wking FARNIGA @ treat type 11 diabetes.

35 Plaiil snpested and used FARXIGA as presersbud mmf in g [reseeable manner,

i, The FARXNIGA wsed by Plaiotil was presiled oo condition subsuntally the

s s The conditiion i whicl 31 was manufactured and sold.

Plainsidl apreed 1o initiste treatment with FARXIOA o an effon w reduce blood
sugar and hemoplobin Al levels. In doing so, Plamtif] relied on claisis inade by Detendants
thial FARNICGA wis sule aned ¢flective Tor the treatment of dialwetes.

3%, Istead. FARNICEA can cause severe mjurics. inctuding diabetic ketoawidosis and

acute kidney failure,
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W Plainsft was prescribed. purchased, inpested, and exposed o FARXIGA in
Jetterson County, Alabama. As a result of ingesting FARNIGA, Plaintill sulfered personal mnd
eesmomiv inurtes, which sleveloped and occwrned in Jetteeson Couwney . Alabama and Piamtdfl
serryrhl ik received reatnwent tor ihe efTects atbendant thereto.
Hi. Plantifd began akme FARXIGA on or about March [8 2005 a0 the ape ol fory-
three vears old.
41, Alter bepausing teeatment with FARXEGA, and s 0 lirect mnd proximate resull
thereoll Plaintifl suflered suglyeemic dinbetiv ketoacidosis and was sdmilted o Medical West
Hospitad on AMarcly 20,0 20015 ajter sutferng from pausca. vomiling. amd abdominul pain tor
seserab davs,
1T Plainti It remained in the 10T until Marel 300 2015
130 Defendants knew or should have known the osks associaled  with wsig
FARXIGA, including the rish uf developing diabetic ketoacidosis amd aeute kidoey Failare.

M. While Defendants did nos warn about the risks af DEAS wn May 150 2003, the
FIXA ssued a salely announcement covering Lhe SGLT2 nhibator ckass, waming about the sk
ot diabetic ketoacilosis and advisiog that the FI2A would contimuae to evalne the safety assue.

450 As part of their continued evabluation, on December 42 20035 she FEXA ssued 2 new
sifety communication disclesing they had found 73 adverse events reported  between Mare)s
2003 and M 2015 thin neguiced  hosprtalization due o ketoscidosis related o SGLIT2
inhibitors. The FIkA woted sdverse ovent reports “include andy remrts subminted w FDAL so
there are likely addiiional cases mhout which we ure unaware. ™

dt. I light ol the data disclosed in the December 4, 2015 salvly communication. the

FioA changed the label Tov FARXIGA and the other SGETD inbibiors 1o include @ waming
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“abour the risks of oo ok 2eid o the blood™ and wiged pattees wkme SCG1E2 inhdbitors w

stop taking the drog snd scek immediate medical attention i thes have any ssmploms ol

hotosacidosis,

70 As purt o e December 4, 2005 Safety Commnicalion and fabel chanee. the

FIDA Turther reguired 2l manulfactueers of SGLT2 inhibitors, ineluding Defendants. to conduet o

postmarkcung study wherein the manafacturers would analyze spontancous postmarketing

reports of hetooeidosis 1o patients treated with SGLT2 inhibitors, melueding specialized follow-

up b colivetl additiona inlcrmation, over a 3-vear period.

48, b 200E muliiple publisbed case reports idemtilicd sdditonal THKA events n

patients weated with 3001 -2s) These reports include:

.

al.

Blall. Ffecdd - 2003 oClaae report of Ketooeidoviy aciociated with Canaglitlozin
Plrvokerec) peff, Murch 3-8 ENDO CONVERENCT 200 55

lomohde Havamit o1 ol Case of ketmacidosiy oo saddiim-plicose
cieonskertor O dthibiier oo digbetic pativen widli o fove-carbolivdrare dier,
JOURYAT O THARETES INVESTIOATION nia nfa ¢t 2015

Juiia Fline el al.. SGE inkibiion and englecovane divbesie seroocrfosas, THT
LANCET DIABETES & ENDOCRINOLOCGY (201373

Muhava legaks et al., Efficacy wind safety of camaegditfozin afone or as add-arn
toatiwer ored artiqeperglveemic drnes oJywanese ety withe oope 2
dicthpres - o Slaveck open-lubel stedye. O JOUVRNAL OF DIABETES
INVESTIGATION 2TU-218420135).

Ane [ Poeers et oal, Fuylveesric Dioheric Kefoucldoxin, 4 Powemial
Compdivariom of Treaement With Sodiwm-Cleeose Uiiransparier 2 Inlibion.
IHARE TES UARE de 130843 (2015

Reemald S Hilaee & Heather Costedlo, Preserides hiovvare repart of adverse
eifect of woddivm-wincose corransporter Y infihitar e f0oa padicnt wilh
conrtratndicetiian, 330 LHE ARMERICAN  JOLRENAL OF  EMERGENCY
BT IS Gl 5=604, 04 1 20T5).
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49 Adong wiil the above deseribed ketone related imjuries. SGLT-2 inhibators, il
FARXIGA in partivudar. also dramativally inerease the Hikelibood ol w0 petivnt developing kidoey
faiturs.

Lo FARXMIGA by it very mechanism of actton causes debydrotion and osmistic
diuresis. Usmotie diresis ez the increase of urination e caused by the presence of cerlain
substances i the simall ahes of the Kidneys. The exeretion oceurs shen substances such os

alucose vriter e kidoes 1sbules and cannot be reabsorbed.

th
—_

Because FARXIGA blocks sugar from being reabsorbed by the kidneys, the
kidoevs expel the supar in che parent™s urine. A buildup of sugar m the wubes Temshng from the
Kidneys deuds o ocuie Kidney 1or “renal ™y falure,

52 Osmotic divresis [eads 10 volume depletion, which s water bess and salt loss.,

Volume depletion is distinet [rony debvdration, which relales only 1o wuler Toss,

'ad

Volume depletien leads we decreased renal perlusion. meaning the kidoeys do no
push the Nkl irough s sessels as well as they should. Uiampedesl. decreased renad perlusion
leads 1o acwte renal injuiv, including Kidoey failure which  pecessitales dialssis ond,
unencumbered. mas reguire kadnes transplants.

34 FARNIOA Guueses vosmotic dideesis Jue o s very mechanism of weteon, hy
e the Ridnes s woowork harder and push more glucose through 1keir iubules 1han the Kidneys
are intended to do, This continued heightened state the Kidneys are pan in when a paticnt s on
FARXIGA mukues Xidney mpury a kigher likelihood, even Tor those with nommal kwdney tunetion
at the begimung of FARXIOA therapy.

5000 Un June o 20014, the FDA dssued o drug salefs comuuunication about

dapagliTozin, warming that FPARXIGA can cause acule hednes maury. fhe Jdrop satety
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comtnmunicatene linked 28 panients with acwte kidoes anjuey snd wse of FARXIGA, with
bospitalizatbon. inlensive care wndl admission, and death resulting fromn the injuey in some cases.
a8 Defendant was aware of the potential for FARXIGA and other drugs in the
SGLT-2 anlabiior glass woe gapse kidney Bilure prior e FARNXHOA s approval, Tor example,
Invokana's medical review, submited with Invokana™s KDA approval docements in 2012 and
publicly released nearly a vear betore Farxiga was approved. disdescd a nearly three-fold
nercase 4 1.7 compared 1o 006%0) in acute renal Dadlare for patients faking the higher dose of
[ny okana compansd 10 those king plucebo, ¢ven in paticnts whose kidnes function was normal,

AT Prefembunts hoews that the likelibood ot renal adyerse effects such as acoete renal
failure was nearls wipled tn patients with near nonmat Kidoey tooetion taking o drug in the same
cluss with u nearly identical mechunism of actiom and more tem doobied in pattents with even
moderately immpaired kidney Eeoction.

S A the o of the FDA Advisony Committee mecting. the FDA renal review
questioned [nvokana's role i causing adverse events related 1o the kidnevs, when 1t noted “the
long werm renal consequenees abl canaglifozin's ¢leet on the ¢OFR e unknowne 1 seeins
prudent o assuiw that the volwne depletion and corresponding veductson in cGFR L oplaces
patients at inereased nsk Lo clinically significant episodes of acutle Kidoey imjury,” The idei tha
FARNEGA, o g with the swioe mechanism of action and o suletantially sonilar chemicat
cnukeup. vould cause the same kinds of preblems as Invokara should have vocurred o a pradent
pharmuaceutical manutacturer,

9. The deselopment ol Plaintifi™s injuries was prevenzble and resulted directly Trom
Dretendants™ lailuse and refusal to conduct proper salely studies. failure o properly assess and

publicize afarmine safety sipnuls. suppression of information reveuling senous and  ife-
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threawening risks, willlud und wuntn Gailore o provide adeguase dnstrociwons, and  willful
misrepeesentations conceenitge the tature and safety of FARXIGA, Both Delendunts® condaet
and the marketing ard promotional delects complained of herein were sobstaotial facors m
bringing abeat and vxacerbuting PlaantitTs imjuries.

o, Plaimiiif™s inpuries were o reasonably Juresceable conseguence of Delendiants”
congluet.

61, AL alltimes material hereto, Defendants, by and through 1heie sgents. senvants and
employees, neglipently, recklessly and corelessly marketed, distrituied and sold FARXIGA
both efflabel and withowt adequale instructions o7 warmny, of sedous side elvcts and
unreasorabby dumgeers risks.

62 Plaimift would non bave used FARXIGA hul Defenbants peoperly disclosed the
rishs associated wish s drug. Thus, had the delendanss properly disclosed she risks wssocined
with FARNLIGA. Plaimil would have avoided the risk of developing the injories complained of
herein by nal ingesting PARXIGA,

63, Detendants, throwgh their affinmative mistepresentalions and omissions, aclisely
concealed from Plaintill and PlaintiiTs physicians the true and signilicant risks assocaed with
tuking FARXIGA,

6. As o result ol Defendants’ actions, Plaintid? and Plaianifl s prescribing physicians
were masare. and eoutd not reasenably have knosen o Jearned throuph reasenable difigence.
that PMlainti 1 hod boeen exposed to the nisks identified herein. and thin those misks were the direct
ikl proximate resull of Defendants’ acts, omissions, and misrepresentatiens. both sepatotely

atsl cotlectively,
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03, As a direet and proximate result of Defendants” neglipeneye, wronglal combuet,
Framidt suffered severe and permanent phyvsical and emotioea Infuries. Plaioilt has endured
pain amsd sulfering, emalionul distress, loss of eigovment of He and economic loss, including
signilicant expenses tor snedical care and freatment whieh witl contioue in the future. Plainirt
sovks actual. compensatory, und punmitive damages Urom alb Delemdants.

COUNT I
PRODUCT LIABILITY — FAILURE TO WARN (STRICT LLABALITY)

. Flaintaf restates the allegations set torth above us i1 iy rewritten hesein.

07 Delendants have enpaged in the business of desippong. developing, rescarching.
testing. licensine. muanabwinring, pachaging, laheling, prometing. inarketing, selling, wmdior
distributing PARXIGA. Through that cenduct. Defendants knowingly amsl imentionally placed
FARXIGA fone e stecam of comunerce with [ull knowledge thar 0 would reach consumers.
sich as Plaimtilt, who ingested 1he dnig.

68, Duefendunes rescacched. developed, desigoed, tested. mamuluctured. inspected.
abeled. disuibuted. marketed. promuoted. sold, and otherise released FARNXEGA into the stream
af conuncree. In the vourse ol same. Detendants directly advertised. marketed, and promoted
FARXILA o health core prafessionals, Plantitt. and other consumers, and theretore had o dniy
tr warn ol he sisks assocized with she use of FARXIGOA,

T Detendants expested FARXIGA 1o reach, and it disl in tael reach. preseribing
health care prodissionals and consumers. ineluding Plaintilt and Plaintil™s preseribing health
care prodessiomabs, without any substantial change in the condition of the product rom when it

was initially distributed by thwe Jdefendants.
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T, FARXIGA. as supplied by Defenduans, wis dedective due wy imuleguate warnings
or instruetions. Defendants knew or should bave knowns that the product created sigiaticant risks
ol senous badily harm e vonsumers. as alleged herein. and they tailed to adequately warn
consumers arad’or their heafih core prsfessionads of such nsks,

Et R FARXIGA was defective and unsafe soch b i1 was unceasonably dangerous
when it et Delendams” possession andor controb. was discributed by the dedendants. and when
mpested by Plamgil], PARXIGA contained warnings insaffivient g aerl consumets. including
Plaintitsy, 10 the danpgeraws risks amd reaciions associated with FATRXIGA, inchsling 1he
development of Plantifl™ s injuries.

n. This Jdeteet cowsed serious impury o Plaintif, whe used FARXIGA for us
atended purpose and o resenahly unuicipated manner,

EES Ar all tunes bercin mentioned. Defendants had a duly w properly nspect,
packige. labet. market. promete. sell. distribute. supply. warm. ond 1ake such other steps as are
necessary 10 ensure FARXIGA Jdid not cause users W suffer from wnrensonuble und dungerons
risks.

74 IDelendants neglipentls  and  recklessly  marketed.  labeled.  disttbuted. and
promoted FARNIGA,

TS [elendams had o cominuing duty w warn Plaiotaty o the dangets assoctated with
FARNIGA

i, Prelendams, us sellers or disiobutors of preseripiion droges, wre held o the

kot ledge of an expert in the field.
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—_—
I
LI

Plaiataft comld oot hase discenered any deects sn FARXHIA through the exenese
of rensonable care. snd instead. Plaino I rehed upon the skilll soperier bovos fedee, and judgmem
of Detendants

TR, Detendants were aware of the probable consequenves ol ithe aloresawd conducl.
Despite the Taets that the dedendants koew or should have known that FARXTOA cansed serious
injuries. they tailed o exercise reasonable care to wamn of 1he severly of the danperous risks
assoctated with s use. The danperous propensities of FARXIGA, as referenced ubeve. were
known te Detendants, or seienfitically knowable 1o then, thrawgh appropriate research and
testing by hnoasn oethinds, at tee tiane they marketed. distributed, suppiivd. of sold the product.
Such information was not knewn to ordinary physiciims who wanld be expected 1w prescenbe the
Jdrug lor their paticnts.

. FARNICEA, ns supplicd by Defendanes. respectivety, was unreasonahly dangeroos
when used by consumens. including Plaintitt, in a reasopably ane aneoded manner without
Lnowledpe of this risk b serious bodify hurm,

R, Each of the delendants knew o should have knewn that the limited warnings
cisseminmud with FARXIGA were inadequate, u they Tailed e communicate adeguiste
information on the danpers and sate use of their product, 1aking inte account the charactenstics
of and the ordinary knowledee commoen w physicians who would be expected o presenbe the
Jrugs. In partieular, Delendams Failed we communicate warnings and imsteuctions 1o doctars tan
were appropriate and adeguale 0 render their prdduets sale for ondinary. intended, and
reasonably foreseeable nses, ingluding the common. toreseeable, and antended use ot the

products lor reattment of diabotes.

-
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Nl Pefendimis communiceted mtormation to health vane prelessionads that Bnled o

contlan rebues ant wirrninges, hazards, comraindications, efficacy | side effeces, wnd precaations, tat

wonld enable heallh care protessionals to preseribe FARXIGA safely for use by patients for the

purposes tor which ibis inlended. In particutar. the detendans:

il,

d.

thisserningted infoonation that wus inoccurade. talse. mul misleading. and
which Lled o vommunicate accvrately ar sdegnatels the compannive
severily, duration, and extent of the risk of nguries with use of FARXIGA;

eortbimued o arperessive by promeote FARKIOAN even adter Delendants kiew
ar should bave koown ol the unreasonabie nsks from use;

fniled W accompany their prnduct with proper o adequale warmngs ar
iabelimg reparding adverse side effects and headib risks ossociated with 1w
use ol FARXIGA and the comparative severily of such adverse effeets:

failed 1 peovide  wamings.  instructions o other information tha
accuralely reflected the symploms, scope, and severity of the side eflects
and headth risks. meluding but not limised ta shose associed with the
seaverily ub FARNEIA s effect on renal funetion and propensity to caose
Letoacidosis;

Futled a0 adeguately warh users. comsumers. i physicians about the need
0 monitar renal function in paticnts thin do ned already sutier from renal
Impairtent: and:

averahelmed, dowaplayed, or otherwise suppressed. through aggressive
markeling mrd promotion, the risks assoctated witle fle wse of T ARXIGA.

¥2. Lo thas day, Detepdants have faited o adeguately and accurately warn of the tnw

sk o injurics associaled with the vse ol FARXIGA.

N3, Plue e Ihese deliciencies and inadequacies, PARXDNGA wus unreasonably

dangerous and defectine a5 advertised. sold. labeled, and marketed by Detendants, respectively,

L Had Defendonts properly disclosed and disseminuted the risks assoctated with

FARNICA, Plainti 11 wouhd have uvoided the fsk ol developing the inurics alleged bereir.
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3. Detendants ave Liable to Plamtift for injenes caused by their negligent or willtul
failuce o provide adeguate warnings or other climically relesan infomnation and data regarding
the appropriate use of TARNIGA aml the risks associated.

R Ax a foreseeable, direct. and proximate conseguence vl Deferchimis” actions.
omissions, wud oiseepresentations. Plaindil suffered dishetic ketoacidosis and other related
heatih complications.

87 In addition. as o resuall o the injuries cawsed by Detendants. Plainti b ceguires and
will vontinue W reguire heabthcare and services, PlaintilY has incarred urnd will continue w incur
medical and relned expeises. Flaintift also has sudlered mnd will ventioue g sufler diminished
wipagity Tor the enjoyment ol life. a diminished gualny of lite. increased risk of prematere death.
appravahon of preesisting conditions, activation ot latent conditions, and other losses and
damages, PranGiTs dircer medscal losses and costs inchude physician care. menitoring, amd
treatment. Plaintitt has incureed and will continue 1o inewr memal and  physical pain and
sutering.

W HEREFORL, Plaini T respectiully requests that this Courl enter judpiment an Plamafts
tavor for compensalory and pumative damages. topether with ioeresl. costs herein meurred,
avtortess” lees, and ail such viher and funther reliel as this Counl deeras fust and proper. Paintii!
alse demands that the 1ssues cottained berein be tned by o juns.

COUNT 11
NEGLIGENCE
88 Plaini T restaes the allegations set forth above ax it fudly rewritten herein,
L efendants Jirectly or indircetly caused FARXIGA. W be sold. distributed,

puchaged. lubeled. marketed. promened, undfor used by Maintidl.
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i), Defemdanes oved Plaiotitt and other conzumers 2 duty ws exercise reasonasble cure
when designing, manulacturing, marketing, advertising, distobuting, and selling FARXIGA,
meluding the Jduty o take all reasonahle steps oecessary o eosare their drugs were not
unreiseniaby dangerows se its consumers and wsers. and o warn Plaintett and othet consumees ot
the danpers associatled with FARX[GA.

] At all umes matertal hercto, Defendants had  actual knowledpee. or in the
alternative, slumld hove kncwn through the exercise of reasonable and pruders care. ol the
hazards and dinpers of FARXTGA.

G20 Defendanss had o Jduy to disclose 10 bealth care gpsdessionals the causal

relationship or associuiien of FARXIGA 10 the development ol Pluimi™s injuries.

93, Dedendanss’ duty ol care owed e conswmers, healthl case professionals. and
patients inchuded  providing accurate snformation conceming: (b the climeal satety and
clechiveness profiles of FARXIGA, and () appropriate. complele, and aveurste wamings
concerniny the adverse elTects of FARXIGAL including the inpures sullered hy Plamiift

94, During e lime thin Detendams designed. mumuofaciuevd. packaged. labelod.
promoted, distribaied, andfor sold FARXIGA, they knew, or in the exercise of reasonable core
should bave Kenewi, that theis products seere defective, dangerous, amnd atherwise barmtal

Plust.

Vi Delendants hnew, on in the exercise of reasonable care showld have known. that
the wse of FARXKGA could cawse or be associated with Plaimtat s imuries wied thus ereated 2

Jdangerous and unreasosable risk of Injury w osers o he prodocts.
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Yoo Defendans knew  that many health  care  professicnuls were  prescrilviog
FARXNICA, and thil mimerous pativnts developed serious side effees including but not Bmised
tir diishetic kenwgidosis,

9. Deteinkants renched their duty of reasonable care il Gaibed o exercise ardinacy
care in the design. research. deselopment. manufocture, marketing. supplving.  pramotion.
murketing. advertisement. packaging. sale. testing, quality assurance. quality contrel, sale, and
distributien of FARXIG A i inlerstatte commerce, in that the defendants hoes and bad reason 1o
new that o consumer’s use aod ingestion of FARXKGA created a siputticant risk of suffering
unreasonably dangeroos hwealth related side effeers. including Mamntiff™s injurics. and tailed o
prevent o adeguatels warn ob the severity of these risks and injurics.

. Defemdams were further neglipent i that thes mamudactursl amd produced o
delective product comaimig dfapenefiffozin, and doprenglifiozine propanedien, respectively. and they
knew and were mware of the delects inherent in their prosdact, Toiled 1 nel moa reasonubly
prindent manmer in desiyning, esting. and marketing their prodwet. and failed w provide adequate
warnigs af thedr proaluct”™s detects and risks.

9. Detendands failed w0 exercise due care under the circumstunees, aml their
negligence inchudes the Tallowinge acts and omissions:

a. atling o property and thoroughly test FARXIGA before releasing the
drups markes:

b, failing 1o properly and thoroughly analyee the data resehing from the pre-
prarkelbng tests of FARXIGA;

¢, lailing o conduet sufficient post-market westing and surveilbanee of
FARKIGA:

d. designing. manutacturiog, murkeling. udvertising, distribuging, and sclting
FARMIMGA o consumers. meluding Plaintft. seithour an adeguaste waming
wl’ the stenilivam and Japgerous rishs of the nedication and wirhour
proper Wstmctions (0 avoid foreseciable haom:

R
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"

hi.

[atling 1o aecompany thetr product with proper ot adeguile swarnings ar
Tabeling perurding adverse side eltects and bealth gisks associated with the
uze ubf FARXIGA and the comparative sesverity ol such advenie etfeets:

Galing s presvide wamings, ostroctions e other  information shat
acenraie]y refiected the symploms, seope, wd severily af the side eftects
amed health rishs, iocluding but not Jinuted W those asseciatud with the
severily of FARXIGA s elfect on ueid batance and renal function:

Galing 1o adequately warn users, conswmers. and physicians about the
need 1o memiter cepal functios in patienes tit da nec atready sutfer frons
renal impairment:

Tailing e exervise due care when adverbising and promotime, FARXIGA:
and

peptigently continuing 0 mumulucture, ntrket. advertise. and distribute
FARXIGA after they knew or should hove kruown ol it adyerse oftects,

ok Dedendunts hak oobaty o creale a preduct that was mod unreasonahls dangenous

for 1ts normad, cammuon, wnd intended wse.

1. Delendanms neglipently und carelessly breached thes duty of care o Plainutd

because FARXIGA was il 15 unreusonably defective in design as fullows:

L)

L]

L)

FARXICEA onreasonably increases the risks of developing Plaintills
injurics as complained of herein:

I ARXIGA was ot reasonably safy s imended Lo be wsed:

FARXIGA are more dangercus than an ordinan consumer would expect
el ooy dangerous than other asks associated with like products:

FARXIGA conluined insufficient. incorreel. amd defective wumings in that
thev Taaled Lo alert health core professivoals wad wsers. including Planall,
ulibe severily of the risks of adverse ellevs

FARXIGA was not sale for s imended wse:
FPARMETA was not adequaie]y tested; amelior

FARNHGA s rishs execeded any benelit of the drug.

f02, Delemdamts knew  ancd'or should have known then ir was foresceeable that

consmmers such us Plainttd woubd sulfler injuries as o result of the defendane” Lilure o exercise

ordinary vane in the memuleluring, marketing, labeling. diseribution snd sale ol TARXIGA.

iy
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103 PlaimilT did not &ness the natwre and exteat of the iouees thin could result (rom
ngesion omd nse of FARMIMGA.

104, Delendams™ nepligenee was the proximate cause of e mjuries. harm. oand
ceanomic losses that Plaingi T suifered, ancd will continoe to suifer. as describesd herein

13, Delendsnis” conduct, s described sbove, was reckless, The detencans” actions
ancl tnaction risked the [Tves of comsumers and users of their produet. mehading Plaioutt.

e Defendines FARXIGA was expected to. and did. rench the intended consumers,
handlers and perons coming o contact with the druy without substantal change 1 the
condition in whach 1 was researched, tested, developed. desipoed. Heensesl, maoutactured.
pachaped. labeled. distributed, suld, and marketed by Defendants.

107 AL wll mes relevant herete, FARXIGA was mimulaciured. designed and lubeled
in an umsali, sdetective and inherertly dangerous condition. which was danperous for use by the
puhlic amd o parteular by Plaintill’

108, Plaintid? used FARXIGA for s intended punmses and ina manner nomally
imtended: o reat dishebes,

(09, The harm eausef by FARXIGA  far outwelphed the benefit. rendering
FARNIGA more Janperows and less effective than an erdipary consumer of health vare
professienals woulkl expect and mere dangerous than alternative products. Defendants cordd
have desipned FARMIGAL to make them less dangerous. When the defendunis munufactured
FARXIGA. the state ol the imdustey s seientilic koowledge wos such that a less risky design was
SJlinable.

Pl ALtbe time FARXIGA Leit Delendanis’ vontrod, then: wues o practical. weehnicably

Feasible, and saler whematise desipn that would have prevented the haem without substantially

2
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mpairing e reasanubly anticipated o intended function of FARX A Ths was demonstrated
By the existence of other diabetes medications that had a owre established salots profile and a
considerably lower risk prelile.

FLic Plamt! vould nil o the reasonable exercise ol vare, e dhiscovered the detects
HEARXIOAN il percedves] the danger.

112 FPhe deteers in FARNXIGA were substantial contobuting faetors in causimg
Plaintitt™s injurics. But dor the detendants” aets and omissions, PEannil sowdd non hasve sutfered
the Injurtes compluined of hervin,

1130 As i fosesecuble, diregt, and proximate conseguence of Defendants’ actions,
omtissions, uml misrepresentations, Plaintiff” suffered diabetic ketoacidests and other reiated
heulth complicuions.

14, In addition. as a resubt of the injuries caused by Blelendants. Plaintfl requires and
witl comtinue W reguire healiheare and serviees. Plaintif] bas incureed amad will continue 1o inear
medical wd related expenses. Plaindil abso has suffered and wilb comiinoe e sufter diminished
capacity o the enjusment of life. a diminished qualits o e, incnesed risk of premature death.
ageraviation ol preexisting conditions, activation of latent conditions. and other losses and
damages. Pl direct wedical losses and costs include physician care, monitering, and
treatnaent. Plaintift has incwered and will continue to incur memal and physical pain and
suttering.

WHFREFORL. Maintifl respectiully requests that this Courl enter judgment in Plaantifi™s
tavor for compensatory and punttive damages. together with imerest, custs herein neurred.
attorneys” fees. and all such other and further reliel as this Counl deems fust aod propes. Phantitf

alsor demunds that 1he Besues contained herein be tried by a jury.

e
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COUNT 11
WILLFUL ANB WANTON CONDUCT OR GROSS NEGLIGENCE

U5, PlaintilT reststes the alleguations se1 Torth abave a5 198 fully res ritten berein,

116, The wrooes done by Defendants were agoravated by mabive. fruwd, wmd grossly
nesligent Jdiseepard for the rghts of others, the public, and Plaint 12 i that the detendants”
conduct was specilically intended 1w couse substamial inqury we Flentilf,. When viewed
obicetvely rom Dwetendants’ stamdpaim at the rime of the condoet, eonsidering the probabiligy
and magnitude ol the potenial barm e others. the detendans” eonduel iovelved an extreme

degree ol risk.

LT Ietendanis were actually,  subiectively  aware of the risk  invalved. bul
neveriheless procecded with complete indifference w o a vonseiois disregard for w the rplhits.
salety, or wellare ol others, Morcover. Detendanis made naaterial representations thae were
fulse, with actoal kaewtedge of or reckless discegard for thear falsity. with the intent that the
represemations be acted e by Phintafi and hee healtheare providers.

1IR. Pluintill’ relied on Delendants’ representations and  soltered  dnjuries as o
prasime aesudt ol this celisnee,

P19, Phimi) theeelone aeseros claims for exemplars dumages.,

120, Plaiotift also ableges that the acts and omissions of Defeodams, whether aken
singularly ur in comisnation with others, vonstinae gross negligence ta praxamately caused 1he
mjuries w0 Plantafi,

121, Plainufl is cncided 1o an award of punitive and cxemplary dasnages based upon
Defendims” mtentional. willful, knowing, raudoelent, and malivieus acls. omissions. amd

conduct, and the delendams” reckless disregard for the public safety and wellare. Delendants

td
iy
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intentionalls and  Taudalentls misrepresented  facts and iolormation o both the medies
cennmuudly and the weoeeal publics ncluding Plaimtitf. by omaking imentoaadly fulse and
frauduient  misrepresemations about the satety of FARNHIA. DNetiendaois  intentionally
concealed the true facts and information ceparding the serious rishs of baem associated wich the
ingestion o FARNIOA, amd intentioaally downplayed the wpe. natere. and extent ol 1he
adverse side ellects ol ngesting FARXIGA, despite their knowledge and swareness o) these
serions side e ects and risks.

122, Detendants hod knowledee of, and were in possession of ey idence demonstrating
that FARXIGA caused serious side eNects. Nowithsianding theie hnowledge. Defendanis
continued 1o market FARXIGA by providing false and nisleading infornution with regard o
their progduct’s swlety o repulmtors azepcics. the medical comemunits, ad consumers ol
FPARXIGA.

123 Altheugh Defendants knew or recklessty disregarded the Gl bat FPARXIGA
cawse Jebifitating ol potentathy lethal side effects, the delendants: continued o marke,
promote, and disiribute FARXIGA to consumers, including MaintiT. without disclosing these
side eltects when there wene saler allernutive netheds lor treatmp diabetes.

124, Drelendans Bl 1o provide adequate warnings that woukd have dissasded health
cate protessionals from presceibing FARXIGA and consumers from purchasing and ingesting
FARXIGA, tus deprising both from weighing the true rishs apainst the benefits ol presenbang,
purehasing, or consmming FARXIGA.

125, Deteadants koew of FARXIGA s Jdeleviive mature as sel {forth herein, b

continued 1o desien, manulelure, murket, distribute. sell. undéer promots the drugs o masimea
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sales and prolits w1 the expense of the health und sutety ot the publics including Pluinti, in o
cofscas, reckless, or neclipent disrepard ol the foresecalbe barom catised T FARXIGA.

126, Detendonts’ acts. conduct. and omissions were willlul and malicious. The
detendants committed these uers with kpowing, conseiens, and deliberute Bsregand tor the
rights, health, and saftly of Plaioti 5 asd otber wsers of FPARXIGA and for the primars purpose
of wereasing Detendants” prodits from the sale and distribution of FARNIGA. Defendants’
outraacous dnd unconscionable vonduct warrants an award of exemplary ad punitive Gimages
ggainst all dedendants oo wneant appropriate o punish and make ur eammple vut ol each,

127 Prior o the manefactere, sube, and distnbution of FARNIGA, Detendants knew
that FARNIOA was in o delective condition: and knew that those who were prescribed the
tedications would experience and did experience severe physical, mental, and emaotional
imjurics, Farther, cach delendant, through their oflicers, directors, managers, amd apents. knew
that FARXIGA presented 5 substantial and unreasonable risk of harm w the publie. including
MaintifD As such, Brelendants unreasonably subjected consumers o FARKIGA 10 rish ol imury

128, Despite their inowledpe. Defendunts, acting through their olficen. directors amd
managing  agents, lor the purpose o ephancing the defendants” protis, knowingly  and
deiibwrately failed 1o remedy dhe known defects in FARXIGA and Tadled by wclequately swam tiw
public. including Plaintill, o the exireme fAsk of injury occasioned by said debects, [Detendams
and  their respective  apeans, officees, and  directors  ientionally  proceeded  with the
aumtlicturing, sale, distrebution. atd marketing of FARXIGA Burwing these actons weald
expose persats W sorious donger 1 order 1o advance the detencants” peconiars interest and

muongkary profits,
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129 Defendams” conduct was comimitted with willtul and conscious disregard for the
safety of Mlaiifl eofubiog Plaiotilt to exemplary damapes.

WHEREEFOR. Plaincid T respectiuliy requests that this Court emer puslament in Plamitd T s
fvor lor compensalary and puriiive damages, wgether with inerest, costs berein incurred.
attornes s Tees, and all sneh ather aesd further rebiet as this Court deems just and prepee. Plainoll
also demands thap the dssues contained berein be tried by a jury.

COUNT IV
FAILURE TO WARN UNDER THE COMMON LAW AND THE ALABAMA

EXTENNDED MANUFACTUHRER'S LIABILITY DOCTRINE (AEMLD)

123, Plaintil)l incomerutes by reterence cach preceding and succveding paragraph as
though sel Tarth fully an Leigesh Berein,

124, This claim is brought pursuant w common baw and the Alabama Extended
Manutacturer's Liability Dotrine.

125, A) the time ol PlaintfCs injuries. Defendants did nol warm, or in the ahernative
provided inadequate warnings o Plaintitf and PlaintilT™s trealing phesiciuns as o the risk tha
bvokana could cause dinbelie ketoacidosis, repal injuey. renal failure. of severe infechion.

126, Ihe wamings hat did wccompany Invekana lailed 1o provide thin level o
inferrrmation that an pedioary comawmet would expeet when using lnsohan.

127, Had Mameid? or bis health care prosiders receisved o prapel o adeduste waming
an 0 the risks assoviined with ok iy Tovehana he would not have vsed Inecdan.

128 Had Mainiff or bis physician received proper or wbeguate warnings, they would
o have recommended Tnvekano, ar al g minimuen, provide Plaino{T sl sdeguate wamning and

evhtained s informed consenl.
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(29 The failure o warmn of the risks of Invekana caused serious damace o Plamatt,
COLUNTY
LOSS OF CONSORTILM

P30 Plantiils incorporates by reterenue euch proceeding amd succeeding parayraph s
theraazh set Torth Fulls al lenpt herein

(31, PlaannifT=Spouse is the husband of CHERIE PEREY, and was her tawiul husband
oit all material and relevant daees.

132 Asadireet and proximate result ef the neglipence and olher aets omissions of
Detendanms. described wighin the previous Counts of this Compluint, Plantidl - Spousy hus
sullered o loss ol consoriinm, secicty, allections il services of his wite, CHERIE PEREZ as
well as other ceonpene damages.

WHEREFORE, Plaintfts respectiuliy reguiests that this Court enler judgment o
Plaintifl’s tavor for compensabory and punitise damages. wpether witlt interest. coses herein
mncurred. attorpeys’ tees, and all such other and forther reliel as this Courl devims just ancd propeer.

Plaintif} also demands thal the tssues hercin contained be tricd by a jury,
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PRAYER FOR RELIEF
WHEREFOQRE. Pluintidf pravs tor relief and judement agaanst the Delepdants, aod cach
o them, individually, joimly, and severally. as fullows:
1. Judpmerd in £ o of plantiffs and againsy olf detendants, for dumages in
such anmount as may be proven ot tnak
2. Compensation tor both evonomiv and non-econoaaie losses including bin

not limiked Lo medical expenses, loss of earnings, loss of consoriivim. pain and

suffering. mentl anguish and emotional distress in such amounts as may be proven al

rial:
A0 Pumiti e andtor excmplary damages:
4. Inlerest:
S Al s lees, expenses. and costs of this action: andd
i Such further reliel as this Count deems necessary. just and proper.
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JURY DEMAND
Phaantif T deramads trial By jury on all issues within this Petition

hated: Now 16, 2016
Respeetlully submiteed.

Welle & Luxenberp, 19C
Attorneyy tor PLAINTEIEE

By: ‘flh
Ellen e k[JTi-I-iE{—"-J_:E?:fJ'I

U Broadway

Now Yuork, 5% 003
{2120 3443401 (ax)
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