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INITED 5TATES DISTRICT COLRT
FOR THE SOUTHERN DISTRICT OF NEW YORK

STEVE COLLINGS,
o COMPLAINT AND DEMAND
Plamtl, FOR JURY TRIAL
Civil Case Nu.: 1:16-cv-09722
Y.

BRISTOL-MYERS SQUIBB CO..
ASTRAZENECA LP, and ASTRAZENECA
PHARMACEUTICALS LP

Defendants.

CIVIL COMPLAINT

Plaintiff STEVE COLLINS, by and through their undersigned counsel, bring this action
sceking judgment against BRISTOL-MYERS SQUIBB CO., ASTRAZENECA LP, and
ASTRAZENECA PHARMACEUTICALS LP, (collectively, Defendants) for injuries and
damages caused by Plaintift™s ingestion of FARXIGA, a type 2 diabetes drug in the giiflozin
class. Plaintiff alleges that at all titne hercinatier mentionced:

NATURE OF ACTION

1. Pefendants, directly or through their agents. apparcnt agents, servanls or
employees, designed, manufactured, marketed. advertised, licensed, distributed, andior sold
FARXIGA for the trearment of diabetes,

2 I2efendants concealed their knowledge of FARXIGA s unreasonably dangerous

risks from Plainuff, other consumers. and the medical community.
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3, As a result of the dangerous nawure of FARXIGA, persuns who were prescribed
and ingested FARXIGA, including Plaintifi, have suffered and may continue to suffer scvere and
permancni personal injuries, including severe kidney damage and diabetic ketvacidosis.

4, After beginning treatment with FARXIGA, and as a direct and proximate result of
Defendants” actions and inaction. Plaintifl’ devetoped diabetic ketpacidosis, Plamntift's mgestion
of the unreasonably dangerous drug FARXIGA has caused and will continue {0 cause injury and
damage 1o Plaintifl.

3. PlaintifY brings this action for persvnal injuries suffered as a proximate result of
being prescribed and inpesting FARXTIGA. Plaintiff accordingly secks compensatory and

punitive damayes, and all other available remedics as a result of injuries caused by FARXIGA.

PARTIES
0. At all 1imes relevant hereto, Plaintiff was a resident anid citizen of {iresham,
Oregon, toculed in Multnomah County.
7. Defendant BBS 15 a Delaware corporation with its principal place ol business at

343 Park Avenue, New York, New York. BMS is engaged in the business of researching,
developing, designing, licensing, manufacturing, distributing, supplying, sclling marketing. and
imroducing into interstale commerce, cither directly or indirecity throuph third pantics or related
entities, its products, including the prescription drog FARXIGA.

8. Defendant AstraXensca LP is a Delaware corporalion with its principal place of
business at 1209 Orange Sireet, Wilminglon, Delaware. AswraZeneca LP is a wholly owned
subsidiary of defendant AstraZensca PLC. AstraZeneca LP is engaged in the business of

reseorching, developing, desipning, licensing, manufactunng, disiribtting, supplying. selling

1
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marketing, and inlroducing into interstate commerec. cither direcly ot indirsctly through third
parties or related entities, its products, including the prescription drug FARXIGA,

9. Defendam AsitaZeneca Pharmaceuticals LP is a Delaware corporation wilh 1ts
principal place of business at 1209 Orange Street, Wilmington, Delaware, AstraZeneca
Pharmaceuticals 1P is a wholly owned subsidiary of Defendamt AstraZeneca PLL. AstraZeneca
Pharmaceuticals LP is engaged in the business of researching, developing, designing, licensing,
manufacturing, distibuting, supplying, selling marketing, and introducing inle  inlerstate
commerce, either directly ot indirectly through third partics or related entities, its products,
imchuding the prescription drug FARXIGA.

10.  Defendants arc responsible for designing, developing, manufacturing, marketing,
distributing, selling and otherwise introducing FARXIGA into the stream of commerce.

JURISIMCTION AND VENLE

11.  This Court has subject matter jurisdiction over this action pursuant to 28 USC §
1332 because the amount in controversy exceeds $75,000, exclusive of intercst and costs, and
because Defendants are incorpotated and have their principal places of business in states other
than the state in which Plaintiff is 2 resident and citizen.

12, At all times relevanl to this sction, Defendants engaged. either dircetly or
indircctly, in the business ol marketing, promoting, distributing, and sclling prescription drug
products, including FARXIGA, within the States of Oregon and Mew York, with a reasonable
expectation that the products would be used or consumed in these states, and thus regularly
solicited or transacied business in these states.

13.  Ax all times relevant o this action, Defendunts were engaged in disseminating

inaccurate, false, and mislcading information about FARXIGA te comsumers. including
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Plaintiff, and to healih care protessionals in the States of Oregon, New York and throughout the
gouniry with a reasonable expectation that such information would be used and relied upon by
consumers and health care professionals throughout the States ot Oregon and New York and
throughout the country.

14, Delendants engaged in substantial business activities in the States of Oregon and
New York. At all relevant times, Defendants transacted, solicited, and conducted business in
those states through their caployees, ngents, and/or sales representatives and derived substantizl
revenue from such business.

L5. Defenclants conducted meetings. telephone calls, vonference calls, webinars, and
email communications between the respective companies and also their consultants and apems
involving the design, development regulatory actions, marketing and disitibution of the drug
Farxiga, in the State of New York. As such, this Court has personal jurisdiction over all named
defendants.

16.  Venue ol this case s proper in the Southemn District of Mew York pursuant to 28
L.S.C. § 1391(bX2) because BMS is a resident of this District and a substantial part of the

events giving rise o Plaintiff*s claims occurred in the Southern District of New York.

FACTUAL BACKGROUND
L 7. On Jznwary &, 2014 Defendants AstraZeneca and Bristol-Myers Squibb issued a
press release noting prominently their Noew York stock eschanpe ticker, describing they have
formed an “alliance™ and have been working in collaboration to develop and commercialize a
portfolio of medications For diabetes and related metabolic disorders that aim 1o provide

trealment effects bevond glucose control. In the same press release they announced an
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agreement under which AstraZeneca was to acquire Bristol-Myers Squibb’s interests in the
companies’ diabetes albance,

13 On January 8, 2014, the FDA approved FARXIGA {dapagliflozin) for use in
treatment of type 2 diabetics, FARXIGA is a pan of the giiffozin drug ¢lass, and was one of the
first gliflozins approved for use in the United States. The giiffozia class is referred 10 generally
as SGLT2 (shott lor “Sodium CGlucose Cotransporter 27} inhibitors.

19.  Five days later, on January 13, 2014 in another joint press release issued with
both companies prominently noting their New Yark stock exchange tickers, Brian Daniels,
senior vice president, global development and medical affairs of Bristel-Myers Squibb touted
“With the diabetes epidemie escalating and many people with type 2 diabetes struggling 1o
reach their blood sugar poals, Farxiga offers an important new option for healthcare
professionals and adult patients,”, “1n clinical trials, Farzige helped improve glycemic cantrol,
and offered additional benefits of weight and blood pressure reductions.”

20, On Feb. 3, 2014, AstraZeneca announced that it completed the acquisition of
Bristol-Myers Squibb’s interests in the companies’ “diabetes alliapee.™ On completion of
the acquisition, AstraZencea paid Bristol-Myers Squibb $2.7 billion of initial consideration.
AstraZencca has also agreed 1o pay up to S1.4 billion in regutatory, launch and sales
payments, and various sales-rclated royalty payments up untii 2025, $600 million of which
relates 1o the approval of Farxiga in the US.

21 Defendants” acts in their corporate alliance 1o market and promote TARXIGA
acts took place, in substamial part, in NMew York. Each Dcfendanl has continuously and

systematically entered into transactions, in this District and throughout the United States,
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22 The clinical irials referenced in the press releases desenbed above were
conducied in numerous locations including the State and Ciry of New York.

23, Asagliffozin drug, FARXIGA's active ingredient ts dapaglifierin propanediel.

24, SCil-172 inhibitors, including FARXIGA, are indicaled for only one use: lowering
blood glucose in adults with Lype 2 diabetes,

25, SGLT2 inhibiors, including FARXIGA, are designed to mhibit renal glucose
reabsorplion with the woal of lowering blood glucose. As a result, oxcess glucose is not
metabolized, but instead is excreted through the kidncys of a population of consumers already at
risk for kidney disease.

26. Though FARXIGA is indicated for only improved glycemic control in type 2
adult diabetics, in order 1o increase market share Defendants have marketed and continue to
market FARXIGA 10 both healthcare professionals and direct 10 consumers for off label
purposes, including but not limited to weight foss and reduced blood pressure.

27. Since FARXEGA s relense, the FIDA has received a significart number of reports
of diabetic ketoacidosis amaong users of these drugs.

8. Ananalysis of the FDA adverse event database shows that patients taking onc of
the SGLT2 inhibitors, including FARXIGA, are twice as likcly to roport ketoacvidosis andfor
severe kidney damage than those taking non-SGLT2 diabetes drugs (o treat diabetes.

9. Despite Defendants’ knowledge of the increased risk of severe injury among
users of FARXIGA, they did not wam patients buot instead continued to defend FARXIGA,
mislead physicians and the public, and minimize unfavorable findings.

30.  Consumers including Plaintiff, who have wsed FTARXIGA for treatment of

diabetes, have several allemative safer products available to treat the conditions.
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31, Defendants knew of the significant risk of diabetic ketoacidosis and kidney
damage causcd by ingestion of FARXIGA. However, Defendants did not adequately and
sufficicntly wam consumers, including Plaintiff, or the medical cormmunity of the severity of

such nsks.
32. To the conirary, Defendants conducted nalionwide sales and markcting

campaigns to promote FARXIGA, and they wiltfully deceived Plaintift. Plaintiff"s health care
protessionals, the medical community, and the peneral public as to the health risks and
conscquences of the use of FARKIGA.

33, As a direct result of Defendanls’ above described conduct, Plaintiff was

prescribed and began taking FARXIGA 1o treat type Il diabetes,

34.  Plaintifl ingested and used FARXIGA as preseribed end in a foresceable
manner.

35.  The FARXICiA used by Plaintiff was provided in a condition substantialty the
same as the condition in which it was manufactured and sold.

36, Plaintifl agreed o injtiate treatment with FARXIGA in an effort to reduce blood
sugar and hemoglobin Alc levels. In doing so, Plaintiff relied on claims madc by Defendants
that FARXIGA was safc and ellective for the treatment of diabeies,

37 Instead, FARX1(GHA can cause scvere injuries, including dizbetic ketoacidosis. and

acute kidney lailure.

38, Plaintiff began taking FARXIGA on or about Movember 2014,

39, Plainull was prescribed, purchased, ingested, and exposed o FARXIGA in

Mutnomah County, Oregon, As a result of ingesting FARXIGA, PlaintifT suifered personal and
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economic injuries, which developed and oceurred in Mutnomah Ceunty, Oregon, and Plaintitf
spught and received tremment for the effects attendant thereto,

40, While wking FARXIGA. Plaintiff experienced severe abdominal pain. nausea,
and vomiting. Plaintifif went to Providenee S1. Vincent Medical Center in Portland, Oregon, and
was admitted 10 the Intensive Care Unit where Plaintiff spent several days.

41.  After beginning treatment with FARXIGA, and as a direct and proximate nesubt
thereof, PlaintifT suftersd diabetic ketoacidosis and was admiced to Providence 51, Vincent
Medical Center on December 23, 2014,

42, Defendants knew or should have known the risks associated with using
FARXIGA, including the risk of developing diabetic ketoacidosis and acute kidney failure.

43. Decfendents did not warn about the risks of DKA prior to his suilering the
diabetic keloacidasis. Subsequent to his injury, the package insert was changed to warn of those
risks.

44, While Defendants did not wam about the risks of DKA. vn May 13, 20135, the
FDA issved a safety anrouncement covering the SGLT2 inhibitor class, warning aboul the risk
uf digbetic ketoacidosis and advising that the FDA would continue to evaluate the safcty issue.

45.  On December 4, 2015, the FDA issued a safety communication disclosing they
had found 73 adverse events reported belween March 2013 and May 2015 that required
hospitalization due to ketoacidosis related to SGLT2 inhibitors. The FDA noted adverse cvent
reports “include only reports submitted to FDA, su thete are lkely additional cases about which
W are unaware.”

46.  In light of the data disclosed in the December 4, 2015 safety communication. the

FDA changed 1he labet for FARXIGA and the ather $(1.T2 inhibitors to include 2 warming
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“ahout the risks of tae much acid in the blood” and wrged patients taking SGLT2 inhibitors to
stop taking the drug and scck immediale medical attention if they have any symptoms of
ketoacidosis.

47, As part of their December 4. 2015 Safety Communication and label change, the
FDA further required all manufacturcrs of SGLT2 inhibitors, including Defendants, 10 conduct a
postmarketing study wherein the manufacturers would analyze spontansous postmarketing
reports of ketoacidesis in patients treated with SGLT2 inhibitors, including specialized lollow-
up lo collect additional information, over a 5-vear penod.

48, In 2015, multiple published case reports identified additional DKA events i patients
treated with SGLT-25. These reports include:

a. Halb, Hall - 2013 -Case report of Ketoacidosis associgied with Canagliflozin
finvokana) pdf, March 5-8 ENDO CONFERENCE(2015).

b. Tomohide Hayami et al, Case of ketoacidesis by a sodium-ghicose
cotransporier 2 inhibitor in a diabetic pattent with a fow-carboliydrate diet,
JOURNAL OF DIABETES INVESTIGATION nfa—nfa (2013).

¢. Julia 1line et al., SGLT inhibition and euglcaemic diabetic ketoacidosis, THE
LANCET DIABETES & ENDOCRINOLOGY (2015),

d. Nobuya Inapaki et al.. Efficacy and safeny of canagliffozin wlone or as add-an
o other oral umtibvpergheemic drugs in Jfapanese patients with fype 2
igbetes: 4 $2-week open-lubel stedy, & IOURNAL OF DIABLETES
INVESTIGATION 210-218 (2015).

e. Anng L. Peters ct al. Euglycemic Diubetic Ketoucidosis: A Potential
Complication of Treatment With Sodium-Glucose Cotrunsporter 2 Inhibition,
DIABETES CARE dc 150843 (2015).

f. Reginald 54 Hilaire & Heather Costello, Prescriber heware: report of adverse
gffect of sodium-glucose cotransporter 2 inhibitor use in @ patient with
contratndicarion, 33 THE AMERICAN JOURNAL OF EMERGENCY
MEDICINE 6§04.c3—604 ed (20135).
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49 Alonp with the above described ketone related injuries, SCLT-2 inhibitors, and
FARXIGA in paniculzar, also dramatically increase the likelihood of a patient developing kidney failure.

50 FARXIGA by its very mechamism of action causes dehydeation and osmotic diuresis.
Osmatic diuresis is the increase of urination rate causcd by the presenee af certain substances in the
small tubes of the kidneys. The excretion occurs when substances such as plucese enter the kidney
tubules and canno be reabsorbed,

51, Because FARXIGA blocks supar from being reabsorbed by the kidneys, ke kidneys
expel the sugar in the patien’s urine. A buaildup of sugar in the wbes leading from the kidneys leads to
acute kidney (or “renal™} tailure,

§2. Osmotic divresis leads 1o volume depletion, which is water loss and sakt Joss. Volume
depletion is distinct from dehydration, which relates anly to water loss.

53. Volume depletion leads to decreased renal perfusion, mezning the kidneys do oot push
the fluid through its vessels as well as they should. Unimpeded, decreased remal perfusion leads 1o acute
renal injury. including kidney Failure which necessitates dialysis and, uncncumbered, may require kidney
transplants,

54, FARXIGA causes osmotic diuresis due 10 its very mechanism of action, by forcing the
kidneys to work harder and push more glucose through their tubules thun the kidneys are intended to do.
This continued heightened state the kidneys are put in when a patient is on FARXIGA makes kidney
injury 1 higher tikelihood, even for those with normal kidney funclion & the begioning of FARXIGA
therapy.

35. On Jume 14, 2016, the FDA issued & drug safety commaunication abour dapagliflozin,

warning that FARXIGA can cause acute kidoey mjury. The drug zafety communication linked 28

10
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patients with acwte kidncy njury and use of FARXIGA, with hospiludization, intensive care unit
admission, and death resulling (rosm the injury in some cases.

56, Defendant was aware of the potenttal for FARXIGA and ather drugs in the SGLT-2
inhibitor class Lo cause kidney Tailure prior to FARXIGA's approval. For example, Invokana’s medical
review, submiited with [nvokena's NDA approval documents in 2012 and publicly released nearly 4 year
belore Farxiga was approved, disclosed a nearly three-fold increass {1.7%% compared to 0.6%) in acule
renal failure [or patients taking the higher dose of Invokana compared to those taking placebo, even in
patients whose kidney function was normal.

57 Defendunts knew that the likelihood of renal adverse effects such as acute renal failure
was nearly tripled in patients with near normal kidney function teking a drug in the sume class with a
neatly identical mechanism of action and more then douhled in patients with even moderately impaired
kidney function,

58. At the time of the FDA Advisory Committee meeting, the FDA renal review gquestioned
Invokana's rele in camsing adverse evenis related to the kidneys, when it noted “the long term renal
consequences of canagliflozin's effect va the eGFR are unknown., . .3t seems prudent to assume that the
volume depletion and corresponding reduction in eGFR ... places patients at increased risk for clinically
significant episodes of acute kidney injury.” The idea that FARXIGA, 4 drug with ke same mechanism
of action and & substantially similar chemical makeup, could cause the same kinds of problems as
Invokana should have occurned 1o 8 prudent pharmaceutical manutacturer,

54.  The development of Plaintifl's injuries was preventable and resulted directly
from Delendams” (ailure 2nd refusal o conduct proper safety studics, failurc 1o properly assess
and publicize alarming safcty signals, suppression of information tevealing serious and life-

lhreatening risks, willlul snd wanton failure to provide adeguale instructions, and wallful
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misrepresentations conceming the nature and salety of FARXIGA. Both Deofendams™ conduct
and the marketing and promotional defects complained of hercin were substantial factors in
bringing about and exacerbating Plaintiff"s injurics.

60.  Plaintiff"s injuries were a reasonably foreseeable consequence of” Defendants’
conduct,

61. At all times matenial hereto, Defendants, by and through their agents, servanls
and employees, negligently, recklessly and carelessly marketed, diswibuted and sold FARXIGA
both off-label und without adequate instructions or warning of sericus side effects and
unreasonably dangerous risks.

62.  Plaintiff would not have used FARXIGA had Defendants properly disclosed the
risks associated with its drug. Thus, had the defendants properly disclosed the risks assoviated
with FARXIGA. Plaintitt would have avoided the risk of developing the injuries complained of
herein by not ingesting FARXIGA,

63.  Defendamis, through their affirmative misrepresentations and omissions, activety
concealed from Plaintiff and Plaintiff's physicians the wue and significan! risks associated with
taking FARXIGA.

64.  As aresult of Defendants’ actions, Plaintift and Maintiff’s preserbing physicians
were unaware, and could not reasonably have known or learned through reasonable diligence,
that Plaintifi had been exposed to the risks identified herein, and that those risks were the dircet
and proximate rcsult of Defendants’ acts, omissions, and misrepresentations, both separately
and colletlively.

65.  As a dircel and prosimate result of Defendanis” negligence, wrongful conduct,

Plaintiff suffercd scvere and permanent physical and emolional injuries. Plaintiff has endured
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pain and swilering. emetional distress, loss of enjoyment of life, and economic loss, including
significant expenses for medical care and treatment which will continue in the future, Plaintift
seeks actual, compensatory, and punitive damages from all Delendants.

COUNT 1

PRODUCT LIABILITY — FAILURE TO WARN (STRICT LIABILITY)

&6.  Plaintiff restates the allegations set forth above as if lully rewritten herein.

67.  Defendants have engaged in the business of designing, developing. rescarching,
testing, licensing, manufaciuring, packaging, labeling, promoting, marketing, selling, andior
distributing FARXICGA. Through that conduct. Defendants knowingly and intentionally placed
FARXIGA into the siream of commerce with {ull knowledge that it would reach consumers,
such as Plaintiff, who inpested the drug.

68.  Defendants researched, developed, designed. tested, manufaciured, inspected,
labeled, distributed, marketed, promoted, sold, and otherwise released FARXIGA into the
streamn of commerce. In the course of same, Defendants directly advertised, marketed. and
promoted FARXIGA to healih care professionals, Plaintiff, and other consumers, and theretore
had a duty to warn of the risks associated with the use of FARXIGA.

69, Defendants expected FARXIGA to reach, and it did in fact reach, prescribing
health care professionats and consumers, including Plaintiff and Plaintiff's presenibing health
care professionals, without any substantial change in the condition of the product from when it
was imtially distributed by the defendants,

70. TARXIGA, as supplied by Defendants, was defectlive dus 1o inadequate warnings

or instructions. Defendants knew or should have known that the product created significant risks
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of sertous bodily harm to consumers, as alleged herein, and they failed to adequately warn
consumers and’or their health care professionals of such nsks

71, FARXIGA was defoctive and wnsafe such ihat i was unfcasonably dangerous
when it left Defendants’ posscssion andfor control, was distributed by the defendants, and when
ingested by Plainill, FARXI(IA contained wamnings insutlicient to alert consumers, including
Plaintiff, o the dangerous risks and resctions essociated with FARXIGA, including the
development of PlaintifF s injurics,

72, ‘This defeet caused seriows injury to Plaintiff, who used FARXIGA for is
intended purpose and in a reasonably anticipated manner.

73. AL all times herein mentioned, Defendants had a ducy to properly Inspece,
package, Jabel, market, promote. sell, distribute, supply, warn, and 1ake such other steps as arc
necessary to ensure FARXICA did not cause users 1o sulfer from unreasonable and dangerous
risks.

74, Defendants negligemtly and recklessly marketed, labeled, disuibuted, and
promoted FARXIOA,

75.  Defendants had a continuing duty to wam Plaintiff of the dangers associated with
FARXIGA.

76.  Defendants, as seliers or distributors of prescription drugs. are held o the
knowledge of an cxperl in the field.

77.  PlaintitT could not have discovered any defects in FARXIGA through the
exercise of reasonable care, and instead, Plaintifl relied upon the skill, stperior knowledge. and

judgmeni of Defendants.



Case 1:16-cv-09722 Document 1 Filed 12/16/16 Page 15 of 27

78.  Delendanis were aware ot the probable consequences of the aforesaid conduct,
Despite 1he aets that the defendants knew or should have known that FARXIGA caused serious
injuries. they failed to exercise reasonable care to wam of the severity of the dangerous risks
associated with ils use. The dangerous propensities of FARXIGA, as referenecd above, were
known to [efendanis, or scientifically knowable to them, through appropriate research and
testing by known methods, ai the lime they marketed. distributed, supplied, or sold the product.
Such information was not known to ordinary physicians who would be expected to prescnbe the
drug tor their paticnts.

79. FARXIGA, as supplied by Defendants, respoctively, was unreasonably
dangerous when used by consumers, including Plaintiff, in a reasonably and intended manner
without knowledge of this risk of serious bodily harm.

80.  Fach of the defendants knew or should have known that the limited wamings
disseminated with FARXIGA were inadequate, bul they failed to ¢communicate adequate
information on the dangers and safe usc of their product, taking inte account the characteristics
of and the ordinary knowledge common o physicians who would be cxpected to presenbe the
drugs. In particular, Defendants failed to communicalc wamings and instruetions to doctors that
were appropriate and adeguale to render their products safe for ordipary, infended, ond
rcasonably loresecable uses, including the commeon, foresceable, and intended use of the
products for ireatment of diabetes.

81.  Iefendants communicated information to health care professionals that failed to
contain relevant warmings, hazards, contraindications, efficacy, side effects, and precautions.
that would enable health care professionals to prescribe FARXIGA salely {or use by patients for

the purposes for which it is intended. [n particular, the defendants:

I3



Case 1:16-cv-09722 Document 1 Filed 12/16/16 Page 16 of 27

a, dizseminated information that was inaccurate, fatse, and misleading. and
which failed to communicate accuratcly or adeguately the comparative
severity, dutation, and extent of the risk of injurics with use of FARXIGA,

b. continued to appressively promotc FARXIGA even atter Defendants knew
ar should have knowr of the unreasonable risks from usc;

¢. failed 10 accompany their product with proper or adequate wamings or
labeling regarding adverse side effects and health risks assoviated with the
use of FARXIGA and the comparative severily of such adverse effects;

d. failed to provide wamnings, instructions or other information that
accurately reflected the svmptoms, scope, and severity of the side effects
and health risks, including bt not limited to those associated with the
severity of FARXIGA's cffect on renal function and propensity to cause
keloacidosis;

e. failed to adequatcty warn users, consumers, and physicians about the need
t¢ monitor renal function in patienls that do not already suffer from renal
impairment; and,

f. overwhelmed, downplayed, or otherwise suppressed, through aggressive
marketing and promotion, the risks associated with the use of FARXIGA,

82,  To this day, Defendants have failed to adequately and accurately warn of the lrue
risks of injuries associated with the use of FARXIGA.

83, Duc to these deficiencies and inadequacies, FARXIHGA was unreasonably
danperous and defective as advertised, sold, labeled, and marketed by Defendants, respectively.

R4, Had Defendants properly disclosed and disseminated the risks associated with
FARXIGA. Plaintill would have avoided the risk of developing the injuries atleged herein.

85.  Defendants are liable W Plaintiff for injuries caused by their negligent or willlul
lailure to provide adequate wamings or other ¢linically relevant information and daty regarding
the appropriate usc of FARXIGA and the risks associated.

86.  As a foreseeable, direct, and proximale consequence of Defendants”™ actions,
omissions, and misrepresentations, Plaintff suffered diabetic ketoacidosis and other related

health complications.

16
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£7.  Inaddition, as a result of the injuries caused by Defendants, Plaintiff requires and
will continue to require healthcare and services. Plaintiff has incurmed and will continue 1o mcur
medical and retated expenses. Plaintiff also has suffered and will continee w suffer diminished
capacity for the enjoyment of life, a diminished yuality of life, increased risk of prematurc
death, aggravation of preexisting conditions. activation of latent conditions, and other losses and
damages. Plaintiff"s direct medics] losses and costs include physician care, monitoring, and
treatment. Plaintiff has incurted and will continue to incur mental and physical pain and
sutfering.

WHEREFORE, Plaintiff respectfully requests that this Cowrt enter judgment in Plantiffs
favor for compensatory and punitive damuges. together with interest, costs hercin incurred,
attorneys” fzes, and all such other and further relief as this Court deems just and proper. Plaintft
also demands that the issues contained hercin be tned by & jury.

COUNT I

NEGLIGENCE

88.  Plaimiff restates the allegations sct forth above as if fully rewritten hercin.

39, Defendanis directlty or indircctly caused FARXIGA, to be sold, distnbuted,
packaged, labeted, marketed, promoted, and/or used by Plaintift.

(. Defendants owed Plaintiff and other consumers a duty o cxercise réasonable
care when testing, designing, manufacturing, marketing, labelling, advertising, distributing, and
selling FARXIGA, including the duly 1o take all reasonable steps nocessary to ensure their drugs
were nol unreasonably dangerous to its consumers and users, and 10 warn Plaintiff and other

consmers of the dangers associated with FARXIGA.

17
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ot. At all Hemes matenal herelo, Defendants had actual knowledge, or n the
alternative, shoutd have knuwn through the exercise of reasonable and prudent care, of the
hazards and dangers of FARXIGA,

92,  Defendants had a duty to disclose W health care professionals the causal
relationship or association of FARXIGA 1o the development of Plaintiff's injunes.

03.  Defendants’ duoty of care owed to consumers, healih care professionals, and
patients included providing accurate information concerning: {1 the clinical safety amd
effectiveness profiles of FARXIGA. and (2) appropriate, complele, and accurale wamings
concerning the adverse effects of FARXIGA. imcluding the injuries suffered by Plaintifll

94.  During the time that Defendants designed, manufactured. packaged, labeled,
promoted, distributed, and‘or sold FARXIGA, they knew, or in the exercise of reasonable carc
should have known, that their products were defective, dangerous, and otherwise harmiul to
Plaintidt.

05,  Defendants knew, or in the exercise of reasunable care should have known, that
the use of FARXIGA could cause or be associated with Plaintiff's injurics and thus created a
dangerous and unrcasonable risk of injury to users of the products.!

96.  Defendams knew that many hcalth care professionals were prescribing
FARXIGA, and that numerous paticnts developed serious side effects including but not limited
ter diabetic ketoacidosis.

97.  Defendunts breached their duty of reasonable care and failed to exercisc ordinary
care in the design, research, development, manufacture, marketing, supplying. promotion,
marketing, advertisement, packaging, sale, testing. quality assurance, quality control, sale, and

distribution of FARXIGA in intarstate commerce. in that the defendanls knew and had reason 1o

k.
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know that a consumer's use and ingestion of FARXIGA created a significant nsk of suffering
unrcasonably dangerous bealth related side effects, including Plaintifl™s injuries, and failed to
prevent or adequately warn of the severity of these risks and injuries.

0g. Defendants were lurther negligent in that they manufactured and produced a
defective product containing dupagliflozin, and dapagiiflezin propanediol respectively, and
they knew and were aware of the defects inherent in their product, failed to act in a reasonably
prudent manner in designing, testing, and marketing their product, and failed to provide
adequate wamings of their produet’s defects and risks.

99, Defendants failed to exercise duc carc under the circumstances, and their
negligence includes the follewing acts and omissions:

a. failing lo properly and thoroughty test FARXIGA belore releasing the
drugs to market;

b. failing to propetly and thoroughly analyze the data resulting from the pre-
marketing tests of FARXIGA;

¢, failing to conduct sufficient post-market testing and surveillance of
FARXIGA;

d. designing, manufacturing, markcting, advertising, distributing, and sclling
FARXIGA to consumers, including Plaintiff, without an adequate warning
ul’ the significant and dangerous risks of the medication and without
proper instructions to avoid foreseeablc harm;

e. tailing to accompany their product with proper or adequate wamnings <r
labeling reparding adverse side effects and health risks associated with Lhe
use of FARXIGA and the comparative severily of such adverse effects;

{. failing w providc wamnings, instructions or other Informalien that
avcarately reflected the symptoms, scope. and severity of the side cffects
and health risks, including but not limited to those assoctated with the
severity of FARXIGA s cffect on acid balance and renal function;

g. Failing to adequately wart users, consumers, and physicians about the
need 10 monitor repal function in patients that do not already suffer from
renak impairment,

h. failing o excrcisc due care when advertising and prometing FARXIGA;
ungl
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i. neplipently continuing to manufacture, markel, advertise, and distribute
FARXIGA alter they knew or should have known of its adverse elfecis.

F00.  Defendants had a duty w create a peoduct that was not unreasonably dangerous

for its normal, commen, and intended use.

i,
h.

Defendants negligently and carelessly breached this duty of care 10 Plaintiff
because FARNIGA was and is unrcasonably defective in design as follows:

FARXIGA unreasonably increascs the risks of developing Plaintiff™s injurics
as complained of herein;

FARXIGA was not reasonably safe as intended 1o be used:

FARXICiA are more dangerous than an ordinary consucmer would expect and
more dangertous than other risks associated with like products:

FARXI(GA contained insufficient, incorrect, and defective warnings in that
they failed 10 alent health care professionals and vsers, including Plaintift, of
the severity of the risks of adverse effects;

FARXIGA was not safe for its intended usc;

FARXIKIA was not adequately tested: amdfor

FARMIGA's risks exceeded any benefit of the drujr.

101,  Defendanls knew andfor should have known that it was forecsccable 1hal

consumers such as Plaintiff would suffer injuries as a result of the defendants™ failure 10 exercise

ordinary carc in the manulaeturing, marketing, labelting, distribution and sale of FARXIGA.

102.  Plaintiff did not know the nawre and extent of the injuries that could result from

ingestion and use of FARXIGA.

103. Defendants’ negligence was the proximate causc of lhe injuries, harm, and

cconomiv losses that Plaintiff suffered, and will continue 14 suffer, as described herein,

104. Defendants® conduoct, as described above, was reckless, The defendants’ actions

and inaction risked 1he lives of conswners and users of their product, including Plaintiff.
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105. Defendants® FARXIGA was expected to, and did, reach the imended consumers,
handlers and persens coming into contact with the drug withour substantial change in the
condition in which it was researched, tested, developed, designed. [censed, manufaciured,
packaged, labeled, distributed, sold, and marketed by Defendants.

106, Al all titmes relevant hereto, FARXIGA was manufaciured. designed and labeled
in an unsafe, detective and inherently dangerous condition, which was dangerous for usc by the
public and in panticular by Plamtiii.

107.  Plaintifl used FARXIGA for its intended purposcs and in a manner normally
intended: o trean diakeres.

108. The harm caused by FARXIGA far outweighed the benciits. rendering
FARXIGA more dangerous and less eflective than an ordinary consumer or health care
professionals would cxpecl and more dangerous than alternative products, Defendants could
have designed FARXICGA, w make them less dangerous. When the defendants manufactured
FARXIGA, the state of the industry's scicntific knowledge was such that a less risky design was
attainable.

E09. At the time FARXIGA Icft Defendants’ control, there was a practical, lechnically
feasible, and safer alternative design that would have prevented e harm withow! substantially
impairing the reasonably anticipated or intended function of FARXIGA, This was demonsirated
by the existence of other diabetes medications that had a more cstablished safety profile and a
considcrably lower risk profile.

11¢.  Plaintiff could not, in the reasonable exercise of care, have discovered 1he defects

of FARXIGA and perceived the danger.
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111. The delects in FARXIGA were substantial coniributing factors in causing
Plaintifl"s injuries. But for the defendants’ acts and omissions, Plaimtiff would not have suffered
the injuries complained aof herein.

112.  As a foreseeable, dircct, and proximate consequence of Defendants’ actions,
omissions, and misreprescntations, Plaintiff suffered diabetic ketoacidusis and other related
health complications.

113.  1naddition, as a result of the injuries caused by Defendants, Plamnti{f requires and
will continue to require healthcare and services. Plaintiff has incurred amd will continue to incur
medical and related expenses. Plaintiff alwo has suffered and will comtinue to suffer diminished
capacity for the enjoyment of life. a diminished quality of life, increased risk of premature
death, aggravation of preexisting conditions, activation of latent conditions, and other Josses and
damages. Plaintifl's dircct medical losses and costs include physician care, monitoring, and
treatment. Plaintifl has incurred and will continue to incur mental and physical pain and
sufTering,

WHEREFORE. Plaintiff respectiully requests that this Court enter judgment in Plaintiff's
tavor for compensatory snid punitive damages, together with intérest, costs herein incurred.
attorneys” fees, and all such other and further relicf as this Court deems just and proper. Plaintift
also demands that the issues contained herein be tried by a jury.

COUNT 1l1

WILLFUL AND WANTON CONDUCT OR GROSS NEGLIGENCE

114.  Plaintiff restates the allegations set forth above as if Tully rewritten herein.
t15. The wrongs done by Defendants were ageravated by malice, fraud, and grossly

ncgligent distegard for the rights of others, the public, and Plaintift, in that the defendants’

22
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conduct was specifically imended 1w cause substantial injury to Plaintill, When viewed
objectively from Defendants’ standpoint at the time of the conduet, considering the probability
and magnitude of the potential harm to others, the defendants” conduct involved an exireme
depree of dsk.

116. Defendants were sctually, subjectively aware of (he risk involved, but
nevertheless proceeded with complete indifference to or a conscivus disregard for to the rights,
safety, or welfare of others. Moreover, Defendants made material representations that were
false, with actual knowledge of or recklcss distegard for their falsity, with the intenl thar the
representations be acted on by Plaintiff and her healthcare providers.

117.  Plaintiff reficd on Defendants’ representations snd suffered injuries as a
proximate result of this rehance,

118, Plaintifl therefore asserts claims for exemplary damuges.

119, Plaintill alse alleges that the acts and omissions of Defendants, whether taken
singularly or in combination with others, constilute gross negligence that proximatety caused the
injurics to Plainfiff,

120, Plainiff is entitled 1o an award of punitive and cxemplary datages based upon
Defendants’ intentional, wiliful, knowing, fraudulent, and malicious acts, omissions, and
conduct, and the defendants’ reckless disrcgard for the public safety and welfare, Defendants
imtentivnally and Ffraudulemtly misrepresented facts and information to both the medical
community and the general public, including Plaintiff, by making intentionally false and
fraudutent misrepresentations about the safety of FARXIGA. Defendants intentionally
concealed the true facts and information regarding the serious risks of harm assoctated with the

ingestion of FARXIGA, and intentionally downplayed the type, nature, and extent of the

23
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adverse side effects of ingesting FARXIGA, despite their knowledge and awareness of these
serious side effects and risks.

121.  Defendams had knowledpe of, and were in possession of ovidence demonstrating
that FARXIGA cavsed serious side cffects. Molwithstanding their knowledge, Defendants
continued to market FARXIGA by providing false and misleading information with regard 10
their product’s safely to regulaory agencies, the medical community, and consumers of
FARXIGA.

22, Alhough Defendants knew or recklessly disregarded the fact that FARXIGA
vapse debilitating and potentially lethal side elfects, the defendants continucd to market,
promote, and distribute FARXIGA to consumers, including Plaintiff, without disclosing these
side eflects when there were safer alternative methods for treating diatwetes,

123, [Defendants failed to provide adequate wamings that would have dissuaded health
care professionals from prescribing FARXIGA and consumers trom purchasing and ingesting
FARXIGA, thus depriving both from weighing the true risks against 1he benefits of prescribing.
purchasing, or consuming FARXIOA.

124. Defendants knew of FARXIGA's defective nalurc as set forth herein, but
continued to design, manufacture, market, distribute, sell, and/or prumaote the drugs to maximize
sales and profits at the expense of the health and salety ol the public, incloding Plaimntiff, in a
conscious, reckless, or negligent disregard of the foreseeable harm caused by FARXIGA,

125, Defendants” acts, conduct, and omissions were williul and malicious. The
defendants committed these acts with knowing. conscious, and deliberate disregard for the
rights, health, and safety of Plaintiff and other users of FARXIGA and for the primary purpose

of increasing Defendams’ profits [rom the sale and distribution of FARXIGA. Defendants’
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outrageous and unconscionable conduct warrants an award of exemplary and pumitive damages
against all defendants in an amount appropriate to punish and meke an example out of each,

126,  Prior to the manuiactiure, sale, and distribution of FARXIOA, Defendants koew
that FARXIGA was in a defective condition and knew that thosc who were prescenbed (he
medications would experience and did experience severc physical, mental, and emotional
injuries. Further, each defendant, through their officers, direclors, managers. and agents, knew
that FARXIGA presented a substantial and unreasonable risk of barm to the public, including
Plaintiff. As such, Defendants unreasonably subjected consumers of FARXIGA to risk of mjury,

127.  Despite their knowledge, Defendants, acting through their officers, directors and
managing agents. for the purpose of enhancing the detendamts’ profits, knowingly and
deliberately failed to remedy the known defects in FARXIGA and failed to adequately wam the
public, inciuding Plaintiff, of the extreme risk of injury occasioned by said defects. Delendants
and their respective apents, officers, and dircctors imtentionally provecded with the
manufacturing, sale, distribution, and marketing of FARXIGA knowing these actions would
cxpose persons o scrious danger in onder 10 advance the defendants” pecuniary interest and
monetary prodits.

128. Decfendants” conduct was commitied with willful and conscious disrepard for the
satety of Plaintiff, cntitling Plaintifl to exemplary damages.

WHEREFORE, Plaintiff respectfully requests that this Court enter judgment in Plaintiff’s
favor for compensatory and punitive damages. together with interest, costs herein incurred.
attorneys” fees, and all such other and further relief as this Court deems just and proper, Plaintifl

also demands that the iszucs contained herein be tried by a jury.
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PRAYER FOR RELIEF

WHEREFORE, PlaimilT prays foe relief and judgment apainst the Delendants, and cach
of them, individually, jeintly, and scverally, as follows:
1. Judpment in favor of Plainti{T and against atl defendants, for damages in
such amount as may be proven at trial;
2, Compensalion for both economic and non-econemic losses including but
notl limited to medicxl expenses, loss of earnings, lass of consortium, pain and
sutlering, mental anpuish and emotional distress in such amounts a5 may be proven at

trial

L

Pumtive andéor exemplary damages;

4. Intenst;

5. Atorneys” fees. expenses, and costs of 1his actien; and

6. Such {urther relief as this Court decims necessary, just and proper,

JURY TRIAL DEMAND

Plaintiff demands trial by jury,

Dated: December 16, 2016
WEITZ & LAIXENBERG, P.C.
Attorncys for Plamtilt
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By: S
TV N RELK IS TERD5348)

700 Broadway
New York, NY 10003
ERelkini; weilzhx, com

and

Timothy J. Becker (MM Bar Ne. 256663)
Rolf T. Fiekiger (MM Bar No. 391138)
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