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Transaction ID 58794861
Case No. N16C-03-294 JAP
IN THE SUPERIOR COURT OF THE STATE OF DELAWARE

JOAN MULLIN,

Plaintiff, C.A. No:

V. Jury Trial Demanded
JANSSEN PHARMACEUTICALS, ING
JANSSEN RESEARCH AND DEVELOPMENT,
LLC; JOHNSON & JOHNSON CO®IPANY;
JANSSEN ORTHO, LLCAND MITSUBISHI
TANABE PHARMA CORP.

Defendants.
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COMPLAINT
COMMONALLEGATIONS
A. BACKGROUND
1. Thisis an action for damages suffered by Plaintiff as a direct and proximate resul
of Defendants’ negligent and wrongful conduct in connection with thgrdetevelopment,
manufacture, testing, packaging, promoting, marketing, distoibulabeling, and/osale of
Invokana (also known as canaglitlozin)
B. PARTIES
2. At the time of Plaintiff Joan Mullin’sise of Invokana and injuries, Plaintiff was a
resident and citizen @luff City, TennesseePlaintiff is presently a citizen of and resides in
Bluff City, Tenressee
3. Defendant Janssen Research & Development LLC (“*JanssBri)R&a limited
liability company organized under the laws of New Jersey, with a pahplace of business at
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One Johnso& Johnson Plaza, New Brunswick, NJ 0893&nssen RR’s sole member is
Janssen Pharmaceuticals, ld@nssen R&Mas transacted and conducted business within the
State of Delaware and has derived substantial revenue from gabpsoanicts disseminated and
used in the State of Delawadanssen Research & Development Lé @ddress for service of
process subject to Del. Co88104is: One Johnson &ohnson Plaza, New Brunswick, NJ
08933.

4, Defendant Janssen &imaceuticals, Inc. (“*Janssen”) is a Pennsylvania
corporation with a principal place of busines& 525 TrentorHarbourton Road, Titusville, NJ
0856Q Both Janssen, and its wholly owned LLC, Janssen R&D, are subsidibdiehnson &
JohnsonJanssen Phaitas transacted and conducted business within the State of Delaware
and has derived substantial revenue from goods and products dissemuatsddin the State
of DelawareJanssen Pharmaceuticals, 1saddress for service of process subject to Del. Code
83104is: 1125 TrentorHarbourton Rad, Titusville, NJO8560.

5. Defendant Johnson & Johnson, Inc. (J&J) is a New Jersey corpordtioa w
principal place of business at One Johnson & Johnson Plaza, New Brunswickehsewy
08933.J&J has transacted and conducted business within the State of Delaware agdvieds d
substantial revenue from goods and products disseminated and usedtatetdZlavare.
Johnson & Johnson, Ins.address for service of process subject to Del. @3#le4is: One
Johnson & Johnson Plaza, New Brunswick, New Jersey 08933

6. DefendantJANSSEN ORTHO, LLC (hereinafter “Janssen Ortho”) is a limited
liability corporation organized under laws of Delaware whose registgyewnt for service of
process is The Corporation Trust Company, Corporation Trust C&a@9 Orange Street,

Wilmington, DE 19801. Janssen Orthgiancipal place of business is at Stateroad 933 Km0 1,
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Street Statero, Gurabo, Puerto Rico 007F&nssen Ortho is a subsidiary of Johnson & Johnson.
As part of its businesslanssen Orthas involved in the research, development, sales, and
marketing of pharmaceutical products, includingokana

7. Defendant Mitsubishi Tanabe Pharma Corp. (‘Tanabe”) is a Japanpseation
with its principal place of business aR3.0, Doshe Machi, Chueku, Osaka 54B508, Japan.
TANABE is engaged in the business of researching, developingnieg, licensing,
manufacturing, distributing, supplying, selling, marketing, and introduicito interstate
commerce, either directly or indirectly through third parties or relangities, its products,
including the prescription drug Invokarganabe hatransacted ahconducted business within
the State of Delaware and has derived substantial revenue from goqutsduncts disseminated
and used in the State of Delaware.

8. At all times herein mentioned, Defendants advertised, promatpglied, and
sold to distributos and retailers for resale to physicians, hospitals, medical paet&, and the
general public a certain pharmaceutical product, Invokana.

9. At all times alleged herein, Defendants include and included any gparatits,
subsidiaries, affiliategivisions, franberes, partners, joint venturers, and organizational units of
any kind, their predecessors, successors and assigns and their, afiieetsers, employees,
agents, representatives and any and all other persons acting ontibaéir be

10. At all times herein mentioned, each of the Defendants was the agent, servant,
partner, predecessors in interest, and joint venturer of eachreintlagning Defendants herein
and was at all times operating and acting with the purpose and scope of sal ageice,
employment, partnership, and joint venture.

11. At alltimes relevant, Defendants were engaged in the businesgeidgiag,
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designing, licensing, manufacturing, distributing, selling, mamgeand/or introducing into
interstate commerce throughdhe United States, which necessarily includes Delaware, either
directly or indirectly through third parties, subsidiaries datezl entities, the drug Invokana.

C. FACTUAL ALLEGATIONS

12, Thisaction is for damages brought on behalf of the Plaidi&n Mullinwas
prescribed, received and has taken the prescription drug Invokaeaaclion seeks, among
other relief,general and special damages and equitable relief due to Plaiffafirsyisevere and
life-threatening side effects kidneyfailure caused bytter drug.

13. Invokana is a member of the glitlozin class of pharmaceuticalskatson as
sodium glucose cetransporter2 (“SGLT2") inhibitors.

14. SGLT2 inhibitors, including Invokana , inhibit renal glucose reabgorphrough
the SGLT2receptor in the proximal renal tubules, causing glucose to be excretegtthihe
urinary tract. Tis puts additional stress on the kidneys in patients already at rikidfeey
disease.

15. SGLTZ2inhibitors including Invokana, are designedtémget primarily the
SGLT2 receptor, but have varying selectivity foertreceptor, and block other soditgiucose
co-transporter receptors, including SGLT1.

16. The SGLT2 and SGLT1 receptors are located throughout the bodydimglin
the kidney, intestines and brain.

17. Invokana has the highest selectivity for the SGLT1 receptor among ZGLT
inhibitors currently marketed in the United States.

18 SGLT2 inhibitors, includindgnvokana, are currently approved only for

improvement of glycemic contra adults with type 2 diabetes.
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19. At all times herein mentioned, the Defentfawere engaged in the business of
researching, licensing, designing, formulating, compounding, testiagufacturing, producing,
processing, assembling, inspecting, distributing, marketibglitey, promoting, packaging
and/or advertising for sale or ked) the prescription drug Invokana for the use and application
by patients with diabetes, including but not limited to, PIdintif

20. Defendant Tanabe, in collaboration with the other Defendants, desigthed a
developed the diabetes drug, Invokana.

21 Defendantlanssen, avholly owned subsidiary of J&J, acquired the marketing
rights to Invokana in North America, and marketed, advertisedibdistd, and sold Invokana in
the United States, includirigelaware

22 In May, 2012, Janssen R8submitted a New Drug Application to the FDA for
approval to market Invokana in the United States.

23. In March, 2013, the United States Food and Drug Administration ("FBgproved
Invokana as an adjunct to diet and exercise for the improvemercehgt control in adults
with type 2 diabetes.

24. As part of its marketing approval of Invokana, the FDA requinediefendants to
conduct five posmarketing studies: a cardiovascular outcomes trial; and enhanced
pharmacovigilance program to monitor for malignancies, serious cpascreatitis, severe
hypersensitivity reactions, photosensitivity reactions, livewoatnalities, and adverse pregnancy
outcomes; a bone safety study; and two pediatric studies under tagiP&besearch Equity Act
(PREA), including a pharmacokinetic and pharmacodynamics study and a aafegfficacy
study.

25. In an effort to increase sales and market share, Defendants havsiaglyres
5



marketed and continue to aggressively market Invokana to doctors atty dogoatients for
off-label purposes, including, but not limited to weight loss, reduced bloodiprekglney
benefits, cardiovascular benefits, and for use in type 1 diabetics.

26. Defendants also, through their marketing material,epressented and exaggerated
the effectiveness of Invokana, both as to its ability to lower glucoseatsaneinefi for non
surrogate measures of health, such as reducing adverse cardiovagcolaesu

27. Defendants’ marketing campaign willfully and internationallgrepresented the
risks of Invokana and failed to warn about the risks of diabetic kelmssikidney failure and
cardiovascular injury.

28. Defendants’ misrepresentations andlalffel advertising campaigns have led to
Invokana being prescribed for défbel uses, in people with type 1 diabetes, for weight loss, and
reduced blood pressure.

29. Invokana is one of Defendants’ top selling drugs, with annual salesding
$1billion.

30. At all times herein mentioned, Defendants were authorized tagdiedss within
Delaware.

31 At all times herein mentioned, the officers and directoBedéndantparticipated
in, authorized, and directed the production and promotion or tharedat®ned product when
they knew, or with the exercise of reasonable care should have knowa haizdrds and
dangerous propensities of said product and tlyesebvely participated in the tortious conduct
which resulted in the injuries suffered by Plaintiff herein.

32 Defendants misrepresented that Invokana is a safe and effectiveetrefdr type 2

diabetes mellitus when in fact the drug causes senmakcal problems which require
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hospitalization and can lead to life threatening complication&jding but not limited to
diabetic ketoacidosis and its sequelaéney failure and its seque&laas well as serious
cardiovascular problems.

33 Specifically, Defendants knew or should have known or the risks loétita
ketoacidosis and kidney failure based on the data availablenoothhat could have been
generated by them, including , but not limited to animal studies, mischs of action,
pharmacodynamics, pharmacokinetics-g@neical studies, animal models, genetic models,
analogous compounds, analogous conditions, adverse event regsetsgports,
postOmnarketing reports, and regulatory authority investigatiocisding, but not Inited to the
following:

a. Invokana selectivity for the SGLT1 receptor;

b. Animal studies demonstrating increased ketones when given hajoka

c. Studies of phlorizin indicating a propensity to cause ketoacidosis;

d. Reports involving people witlamilial glycosuria, indicating a propensity to

develop ketoacidosis;

e. Clinical studies, adverse event reports, and case reports demunsicaeased
ketones in people taking Invokana;

f. Clinical studies, adverse event reports, and casetsspmonstrating
increased ketones in people taking Invokana,

g. Clinical studies, adverse event reports, and case reports demnogstra
dehydration andolume depletion in people taking Invokana;

h. Clinical studies, adverse event reports, and rege®ats demonstrating

vomiting in people taking Invokana;



I. Clinical studies, adverse event reports, and case reports denogstat
challenge responses in increasing ketones and diabetic ketoacidosigple taking Invokana,
and

J. Adverse event report analysis demonstrating an increased rates fep
ketoacidosis in people taking Invokana compared to other gluloegering medications.

34. Diabetic Ketoacidosis may lead to complications such as cerebral gol@imanary
edema, cerebrovascular accident, myocardial infarction, nonspecdicanajal injury, severe
dehydration, and coma.

35. Invokana induced diabetic ketoacidosis may lead to delayed trediegause in
many cases Invokana will keep blood sugar below 250 mg/dl, a threshold oftemnhese
diagnosing diabetic ketoacidosishéeFmay result in increases progression of the condition and
increased injury to the patient.

36. Defendants were aware that the mechanism of action for Invokana places
extraordinary strain on the kidneys and renal system.

37. Despite its knowledge of data indicatihgt Invokana use is causally related to the
development of diabetic ketoacidosis and kidney failure, Defesgaamoted and marketed
Invokana as safe and effective for persons such as Plaintiff thratuidfeoUnited States,
including Delaware.

38 Desjite Defendants’ knowledge of the increased risk of severe injuoyy@m
Invokana users, Defendants did not warn patients but instead e@htondefend Invokana,
mislead physicians and the public, and minimize unfavorable findings.

39. Defendants failetb adequately warn consumers and physicians about the risks

associated with Invokana and the monitoring requiradstaretheir patients’ safety.
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40. Despite Defendants’ knowledge of the increased risk of severg ajuiong
Invokana users, Defendantid not conduct the necessary additional studies to properly evaluate
these risks prior to marketing the drug to the general public.

41. Consumers of Invokana and their physicians relied on the Defentidsts’
representations and were misled as to the deaj&ty,and as a result have suffered injuries
including diabetic ketoacidosis, kidney failure, cardiovasculablpms, and thife-threatening
complications thereof.

42 Consumers, including Prdiff, have several alternatisafer methods for treating
diabetes, including diet and exercise and other antidiabetic agents.

43. Plaintiff was prescribed Invokana hgrtreatingphysician and used it as directed.

44. Plaintiff wasfirst prescribed Invokanm order to treat her diabetes or about
December2014.

45. While taking Invokana, Plaintiff develop&ddney Failure Bone Fracturand other
injuriesas a result dfieringestion ofinvokana

46. As a result oPlaintiff’ s Invokana related injuries, Plaintiff developed serious
complications which required multiple days of hospitalization.

47. Plaintiff has endured pain and suffering, emotional disfiess oénjoyment of life,
and economic loss, including significant expenses for medicalarat treatment which will
continue in the future. Plaintiff seeks actual, compensatndypanitive damages from
Defendants.

48. Defendants’ wrongful acts, omissioasd fraudulent misrepresentations caused
Plaintiff's injuries and damages.

49. Defendants misrepresented that Invokana is a safe and effectiveetrefr type 2
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diabetes mellitus when in fadteg drug causes serious medical problems which require
hogitalization and can lead to life threatening complications, imetpudut not limited to
diabetic ketoacidosis and its sequelae, kidney failure and itslaegas well as serious
cardiovascular problems.

50. Plaintiff's injuries were preventable and resulted directlynfidefendants’ failure
and refusal to conduct propsafety studies, failure to properly assess and publicize alarming
safety signals, suppression of information revealing seriadisifarthreatening risks, willful and
wanton failure ¢ provide adequate instructions, and willful misrepresentations rcongehe
nature and safety of Invokana. hi§conduct and the product defects complained of were
substantial factors in bringing about and exacerbating Plagitifiries.

51 Defendants, through their affrmative misrepresentation®amskions, actively
concealed from Plaintiff ander physicians the true and significant risks associated with taking
Invokana.

52 On information and beligDefendants withheld materiaiformation from the FDA
and misrepresented material information regarding the risks aeditseof Invokana in its
communications with the FDA. These omissions and misrepressstatcluded failing to
report instances of diabetic ketoacidosis to the FDA, failure tcepiopategorize adverse events
in clinical trials, postmarketing trials, and obtained through its adverse event reportiggsys
and withholding of relevant information from peénical and clinical trials.

53 On May 15, 2015 thEDA announced that SGLTighibitors may lead to diabetic
ketoacidosis.

54. On September 10, 2015, the FDA announced that Invokana causes premaure bo

loss and fractures.
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55. On October 16, 2015, Health Canada, the Canadian drug regulatorytguthori
announced that Invokana can cause acute kidney injury.

56. On December,£015, the FDA announced a label change for SGLT2 inhibitors,
requiring that the label of SGLT2 inhibitors include a warning ed&eidosis, the risk of too
much acid in thdlood while taking SGLT2 inhibitors.

57. Prior to the FDA’s December 4, 2015 safety announcement, Invekabal
continued to fail to warn consumers of the serious risk of developibgtdiketoacidosis.

58 The Invokana label currently does natrw of the serious risks of developing bone
fractures and kidney injury.

59. Despite the FDA’s announcements, Defendants continue to engagg@ssive
directto-consumer and physician marketing and advertising campaigns &aima.

60. Defendantailed to ensure that full and correct safety labeling and warnings wer
used in pharmacy sheets that accompanied Invokana to the purchaser.

61 At all times mentioned herein, Defendants knew, or in thecmeeof reasonable care
should have known, #t Invokana was such a nature that it was not properly designed,
manufactured, tested, inspected, packaged, labeled, distributed, maekatathed, sold,
supplied, prepared, and/or provided with proper warnings, was not suitatile faurpose it was
intended and was unreasonably likely to injure the product’s users.

62 Defendants had a duty to warn Plaintiff's prescribing physiciangt ahe risks of
Invokana use, including the risk of diabetic ketoacidosis and megwbimplications.

63. Had Raintiff and herphysicians known the true risks associated with the use of
SGLT2 inhibitors, including Invokana, Plaintiff would not have beesgnbed Invokana, and

Plaintiff would not have taken Invokana, or Plaintiff would haverbadequately monitored for
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its sideeffects and as a result would not have suffered injuries and damawgessing
Invokana.

64. Plaintiff's prescribing and treating physicians relied on damade by Defendants
that Invokana has been clinically shown to improve glycemic control asdyenerally safe and
effective. These claims reached Plaintiff's prescribing and treabysjpans directly, through
print and television advertising, articles and study reports fundegramoted by Defendants,
and indirectly, through other healthcare providers and others wieobleen exposed to
Defendants’ claims through its comprehensive marketing campaigns

65. Plaintiff relied on claims made by Defendants that Invokasaban clinically
shown to improve glycemic control and was generally safe and effective. Tlaéss ceached
Plaintiff directly, through print and television advertising, amdirectly through Plaintiff's
healthcare providers and others who have bgpased to Defendaritslaims through its
comprehensive marketing campaigns.

66. Based on Defendants’ direic-consumer advertising and Defendants’
misrepresentations and omissions, Plaintiff made an indepenrelg@siod to use Invokana based
on the oveall benefits and risks communicated by Defendants.

67. Plaintiff's injuries were a reasonably foreseeable consequenceearidaets’
conduct and Invokana’s defects, and were not reasonably foreseeablettid Fidttaintiff's
physicians.

68. Asa foreseeable, direct, and proximate consequence of Defendants’ actions,
omissions, and misrepresentatioRintiff suffered injury. In addition, Plaintiff requires and
will continue to require healthcare and services. Plaintiff has incaneavill @ntinue to incur

medical and related expenses. Plaintiff also has suffered and mtilhwe to suffer diminished
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capacity for the enjoyment of lifeliminishedquality of life, and increasedsk of premature
death, aggravation of pre existing conditions, activation of latenttemms] and other losses and
damages. Plaintiff's direct medical losses and costs includsqny care, monitoring, and
treatment. Plaintiff has incurred and vatintinue to incur mental and physical pain and
suffering.

69. Plaintiff filesherlawsuit within the applicablémitations period of the first
suspecting that Invokana caused the appreciable harm sustained biff. PRIaintiff could not,
by the exercise of reasonable diligence, have discovered the wrongful caleetdf$injuries
as their cause was unknown to Plaintiff. Plaintiff did not suspectdid Plaintiff have reason to
suspect, that he had been injured, the cause of the injurtés, tortious nature of the conduct
causing the injuries, until less than the applicable limitagmengd prior to the filing oher
action. Additionally, Plaintiff was prevented from discoverhginformation sooner because
Defendants misrepresentadd continue to misrepresent to the public and to the medical
profession that the drug Invokana is safe and free from sericusfégtts, and Defendants have
fraudulently concealed facts and information that could have ladtiHlt discover a poterai

cause of action.

|. CAUSES OF ACTION
Count one- Design Defect (Strict Liability)
70. Plaintiff incorporatedy referenceeachand every paragraph dfeaComplaint as if
fully copied and set forth at length herein.
71 Defendants designed, developed, researched, tested, licensedctuegulifa

packaged, labeled, promoted, marketed, sold, and distributed Iavwkardefective and
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unreasonably dangerous condition, including the Invokana usgldibff.
72 The eksign defect was caused by Defendants’ failure to:

a. Adequately test Invokana;

b. Develop and provide a product label and marketing materialadbatately
describes the risks of and does not overstate the benefits of usik@ra;

c. Providefull, complee, and accurate information tieet FDA about Invokana;

d. Adequately test and study Invokana;

e. Ensure that the benefits of Invokana outweighed the risksdptepsusceptible
to diabetic ketoacidosis, kidney failure of other adverterts;

f. Conduct adequate pestarket surveillance; and

g. Use a safer alternative formulation.

73. The design defect made Invokana more dangerous than an ordinary consuider
expect and more dangerous than other drugs used to treat diabetes.

74. The design defect was such that the risks of Invokana outweigheititits ut

75. There were practical and technicdiasible alternative designs that would not have
reduced the utility of Invokana and would not have cost substantialtg to develop, including,
but not limited to providing a better warning with Invokana, using an alieendiabées
treatment, or developing an SLGT2 inhibitor with a differenetsaprofile.

76. Defendants’ defective design of Invokana was reckless, willfufomafraudulent,
malicious, and done with reckless disregard for the health ang safeters of Imokana.
Defendants made conscious decisions not to redesign, adequatelpmaform the
unsuspecting public. Defendants’ reckless conduct warrants ad afyaunitive damages.

Defendants’ conduct was motivated by greed and the intentionalatetosvalue profits over
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the safety and welbeing of the consumers of Invokana.

76. Plaintiff was prescribed and used Invokana for its intended purpaddsrgurposes
that Defendants expected and could foresee.

77. Defendants expected and intended Invokana to reach, and it did in fact reach
Plaintiff without any substantial change in the condition of the pmtofdom when it was initially
manufactured by Defendants.

78. Defendants, as manufacturers of pharmaceutical drugseldte the level of
knowledge of an expert in the field, and further, Defendants knew aldshave known of the
design defects.

79. Plaintiff and Plaintiff's physicians did not have the san@Kadge or expertise as
Defendants and could nbave discoveed any defect innvokana through the exercise of
reasonable care.

80. As a direct and proximate causeD&fendantsmanufacture, sale and promotion of
the defectively designed drug, Plaintiff sustained permanent injury

81 The defects in Invokanaere substantial contributing factors in causing Plaistiff

injuries.

Count Two- Failureto Warn (Strict Liability)
82 Plaintiff incorporatedy reference each and every paragraphe€Complaint as if
fully copied and set forth at length herein.
83, The Defendants are liable under the theory of product liabdisetaiforth in 802A
and 402B of the Restatement of TORTSa2dRestatement, Third, of Torts.

84. Defendants designedevelopedesearched, tested, licenses, manufactured,
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packaged, labeled, promoted, marketed, sold, and distributed Iavokardefective and
unreasonably dangerous condition, including the Invokana used byifPldihie design defect
made Invokana more dangerous than an ordinary consumer would expeeirandangerous
than other drugs used to treat diabetes.

85. Invokana’s inadequate warning rendered Invokana unreasonably dangedo
defective.

86. Defendants’ defective warnings for Invokana were reckless, willfulteva
fraudulent, malicious, and done with reckless disregard for ththtreead safety of users of
Invokana. Defendants’ made conscious decisions not to adequatelhaleait risks theknow
or should have known about. Defendants’ reckless conduct warrantahadpunitive
damages. Defendants’ conduct was motivated by greed and the intiesiticiaen to value
profits over the safety and wdieing of the consumers of Invokana.

87. Plaintiff was prescribed and used Invokana for its intended purpaddsrgurposes
that Defendants expected and could foresee.

88. Defendants expected and intended Invokana to reach, and it did in fact reach
Plaintiff without any substantial change in the condition of the pmtofdom when it was initially
manufactured by Defendants.

89. Plaintiff could not have discovered the unwarned of risks of usirakéma through
the exercise of reasonable care.

90. Defendants, as manufacturers of pharmaceutical drugs, are heddewetof
knowledge of an expert in the field, and further, Defendants knew aldshave known that the
warnings and other relevant information and data which they digtdlvegarding the risks of

injuries and deathssociated with the use of Invokana were incomplete and inadequate.
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91 Plaintiff did not have the same knowledge as Defendants and no adequaing or
other clinically relevant information and data was communicat@&daiatiff or to Plaintiff's
treating physicians. The warnings that were given by the Defendamswtesiccurate and were
incomplete.

92 Defendants had a duty to properly test, develop, design, mamafaogpect,
package, label, market, promote, sell, distribstgply, warnand take other such steps as
necessary to ensure that Invokana did not cause users to suffer fromnadéaaaod dangerous
risks.

93 Defendants knew or should have known that the limited warningsissted with
Invokana were inadequate, but they failed to communicate adequate indororathe dangers
and safe use of its product, taking into account the characteristiosl tfie ordinary knowledge
common to physicians who would be expected to prescribe the drugrtibular, Defendants
failedto communicate warnings and instructions to doctors that were ajgpeognd adequate to
render the product safe for its ordinary, intended, and reasdioab&bgeeable uses, including the
common, foreseeable, and intended use of the product for treathtBabetes.

94. As a direct and proximate cause of Defendants’ manufacture, sale andigmarho
the defectively designed drug and failure to warn Plaintiff and heiqsuys about the
significant risks inherent in Invokana therapy, Plaintiff sunsd severe injury.

Count Three- Negligence

95. Plaintiff incorporatedy reference each and every paragraphe€Complaint as if
fully copied and set forth at length herein.

96. At all times relevant, Defendants had a duty to use reasonable carpddypro

manufacture, design, formulate, compound, test, produce, procesapkssanspect, research,
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distribute, market, label, package, distribute, prepare for use,resltripe and adequately warn
of the risks and dangers of Invokana.

97. At all times material hereto, Defendants had actual knowledge, luer aiternative,
should have known through the exercise of reasonable and prudentf taeeharards and
dangers of Invokana to cause or increase the harm of diabetic ketoacidosig fillie,
cardiovascular problems, and the life threatening complications g€ tanditions.

98 Defendants had a duty to exercise due care and avoid unreasonablearsk @l h
others when developing and selling Invokana.

99. Defendants had a duty to disclose to physicians, healthcare prositgzatients
the casual relationship or association of Invokana to diabetic ketoiackidsey failure,
cardiovascular problems and the life threatening complications of twrlitions.

100 Defendants had a duty to accurately communicate the risks and befnefitskana
to physicians, healthcare providers, and patients.

101 As aresult of the Defendants’ aggressive marketing campaignstorgraff-label
uses, including for type 1 diabetes, weight loss, and to improwee Ipleessure and kidney
function, Defendants knew or should have kn@md expected that consumers would use
Invokana for such offabel uses.

102 Defendants knew or should have known that some patients would pleeelous
injuries that were not adequately warned about, including diabetiadiétsis, kidney failure,
and cardiovascular injury and these injuries were foreseeable.

103 Plaintiff did not know the natum@nd extent of the injuries that could result from
Invokana and were misinformed about the benefits of Invokana atdlreatuhave discovered

theinformaion independently.
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104. At all times herein mentioned, Defendants breached their degrefoy failing to
exercise reasonable and ordinary care and negligently and carelessfgehamg, designing,
formulating, distributing, compounding, producing, processing nasiggy, inspecting,
distributing, marketing, labeling, packaging, preparing for use, alagskivokana, and failing
to adequately test and warn of the risks and dangers of Invokana.

105 Despite the fact that Defendants knew of shbale known that Invokana caused
unreasonable, dangerous side effdatfendantsontinued to market Invokana tonsumers
including Plaintiff, when there were safer alternative methodsadolail

106 Defendants’ negligence was a foreseeable and proximate cause of th’Blaint
injuries, harm and economic loss which Plaintiff suffered, anidcawiitinue to suffer, as
described and prayed for herein.

Count Four- Gross Negligence

107. Plaintiff incorporatesy reference each and every paagip of he Complaint as if
fully copied and set forth at length herein.

108 Defendants had a duty to provide adequate warnings and accuratelyedénscrib
risks and benefits of taking Invokana.

109 Defendants breached that duty.

110 The wrongslone by Defendants were aggravated by malice, fraud, and grossly
negligent disregard for the rights of others, the public, andtPian that Defendants’ conduct
was specifically intended to cause substantial injury to Plaintif

111 When viewed olgictively from Defendants’ standpoint at the time of the conduct,
considering the probability and magnitude of the potential harm tosptbefendants’ conduct

involved an extreme degree of risk.
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112 Defendants were actually, subjectively aware ofigieinvolved, but nevertheless
proceeded with complete indifference to or a conscious and deliberagaddsfor to the rights,
safety, or welfare of others. Moreover, Defendants made materialeefasns that were false,
with actual knowledge ofraeckless disregard for their falsity, with the intent that t
representations be acted on by Plaintiff bedhealthcare providers.

113 The acts and omissions of Defendants, whether taken singulanlg@mbination
with others, constitute grosegligence that proximately caused the injuries to Plaintiff.

114 Defendants intentionally and fraudulently misrepresentgd &énd information to
both the medical community and the general public, including Rlalmt making intentionally
false and fraudulent misrepresentations about the safety dfdnao Defadants intentionally
concealed the true facts and information regarding the serious risksroéssociated with the
ingestion of Invokana, and intentionally downplayed the typgyre, and extent of the adverse
side effects of ingesting Invokana, despite their knowledge and awsuariesse serious side
effects and risks.

115 Defendants had knowledge of and were in possession of evidenoastiexting
that Invokana caused serious side effects. Notwithstanding Deferidaowdedge, Defendants
continued to market the drug by providing false and misleading information egtrd to the
product’ssafety to regulatory agencies, the medical community, and cornsoimervokana.

116 Although Defendants knew or recklessly disregarded the fact thaimy@auses
debilitating and potentially lethal side effects, Defendants iwo@ti to market, promote, and
distribute Invokana to consumers, including Plaintiff, withostldising these side effects when
there were safer alternative methods for trealiapetes.

117 Plaintiff reasonably relied on Defendants’ representationsw#ifeledinjuries as a
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proximate result of that reliance.

118 Plaintiff is entitled to an award of punitive and exemplary damagesl log®n
Defendantsintentional, willful, knowing, fraudulent, and malicious acts, omissions, andumind
and Defendants’ reckless disregard for the public safety and welfare.

Count Five- Breach of Implied Warranty

119 Plaintiff incorporatedy reference each and every paragraph@Complaint as if
fully copied and set forth at length herein.

120 Prior to the time that the aforementioned proavatused by the Plaintiff,
Defendants impliedly warranted to Plaintiff and Plaintiff's/picians and health capeoviders
that Invokana was of meradmtable quality and safe andfbtr the use for which it was intended.

121 Plaintiff was and is unskilled in the research, design and metoué of medical
drugs, including Invokana, and reasonably relied entirely on thejgkigjment and implied
warranty of the Defendants when using Invokana. As a result, inéifPlssed Defendants’
product as it was warranted andragnded.

122 Invokana was neither safe for its intended use nor of merchaqtadity, as
warranted by Defendants, in that Invokana has dangerous propenbkiiesiged as intended and
will cause segre injuries and damages as alleged herein.

123 As a result of the abovementioned breach of implied warrantiesfepdzats,

Plaintiff suffered injuries and damages as alleged herein.

Count Six- Breach of Express Warranty
124. Plaintiff incorporatesy reference each and every paragraphe@€Complaint as if

fully copied and set forth at length herein.
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125 At all relevant times, Defendants expressly represented and tedrtarPlaintiff
and Plaintiff's physicians and health care pdevs, by and through statements made by
Defendants or their authorized agents or sales representativBsandain publications, package
inserts, marketing , and other written materials intended for giagisi medical patients and the
general publicthat Invokana was safe, effective, fit and proper for its intended use, of
merchantable quality, had been adequately tested, contained, adequatgsyeand was
efficacious

126 In particular, the “Warnings arRRfecautionssection of the Invokana pscribing
information purports to expressly describe the relevant and nigteténtial sideeffects that
Defendants knew or should have known about.

127. In particular the Consumer Medication Guide expressly indicated “What isasie m
important informéon | should know about Invokana?” and” What are the possible side effects
Invokan&” and “General information about the safe and effective use of INMOX and fails
to mention that Invokana has been associated with diabetic Ketoaciklidsiey failue, or
cardiovascular adverse events.

128 Plaintiff s physician prescribed Invokana and Plaintiff consumed Invokana
reasonably replying upon these warranties. Plaintiff and Pfamntliysicians did not know and
could not have learneddependently tht Defendants’ representations were false and
misleading.

129 Defendants knew and expected, or should have known and expectedeiaaednt
Plaintiff to reply on their warranties.

130. The representations contained or constituted affirmations adfgcbomises made

by the seller to the buyer which related to the goods and became thertbasis of the bargain
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creating an express warranty that the goods shall conform to thmeadibins of fact or promises.

131 In utilizing Invokana, Plaintiff reasonably relied on the skill, joamt,
representations and foregoing warranties of Defendants.

131 These warranties and representations were false in that Invokanhaadeno
effective, fit and property for its iahded use because of its propensity to cause, among other
conditions, diabetic ketoacidosis, kidney failure, and cardiovasprdétems.

132 Because Invokana did not conform to the Defendants’ express reptiesen
Defendants breachesgidwarranties

133 As a foreseeable, direct, and proximate result of the breach of expremstieary
Defendants breached the warranties.

Count Seven- Fraudulent Misrepresentation
134.  Plaintiff incorporatedy reference each and every paragraphe@€Comphint as if fully
copied and set forth at length herein.

135 Defendants intentionally and fraudulently misrepreseiedafety and efficacy of
Invokana in the product label and through its marketing activities.

136. In Particular, Defendants intentionally and fraudulently:

a. Failedto adequatelyvarnabouttherisk of diabeticketoacidosis;

b. Failedto providefull andcomplete information about Invokana to the FDA,

c. Provideda productabelto Plaintiffs physicianshatdid not
adequatelgisclose theisksthat Defendant&newof;

d. Providedconsumerinformationthat did not adequatelydisclosethe risksthat
Defendant&newof;

e. Overstatedhe benefits of Invokana; and
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f.  Marketedinvokanafor unapprovedisessuchasweightloss

and lowering blood pressure.

137. Therepresentationseremadeby the Defendantsvith the intent
that doctors angbatients,including Plaintiff and Plaintiff's physicians,rely
upon them, in willful, wanton, and recklessdisregard for the lack of
truthfulnessof the representations and with the intent to defrandideceive
Plaintiff and Plaintiff's physicians.

138 Plaintiff and Plaintiff s physiciansreasonablyrelied on the
fraudulent misrepresentations both as communicated to theotly from
Defendants and as communicated to them by others exposed to dyéend
pervasive marketing campaigns.

Count Eight- Negligent Misrepresentation
139  Plaintiff incorporatedy reference each and every paragraptheComplaint as if fully
copied and set forth at length herein.

140, Fromthetime Invokanawasfirst testedstudiel, researched,
evaluatedendorsd, manufacturd, marketedand distributed,and up to the
preseh, Defendants made misrepresentatiin®laintiff, Plaintiff's
physicians and health care providers, and the general public, includingtbut
limited to the misrepresentation that Invokana was safe, fit, aactie# for
human consumption.

141 Defendants owed a duty to Plaintiff to exercise reasonable care to
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ensure they did not misrepresent the safety or efficacy of Involanereate
unreasonable risks of injury to others, and failed to exercise ¢hgbmable
care and therefore breachi&eir duty.

142 TheDefendants made the foregoing misrepresentations without any
reasonable grounds for believing them to be true, and were in fadgseck

143 The Defendants had a duty to correct these matersstatements
because they knew or should have known that they were inaccurate and that
others would reasonably rely on them and suffer injury.

144, These misrepresentations were made directly by Defendants, by
sales representatives and other authorized agentSetéhdants and in
publications and other written materials directed to physiciansdical
patients and the public, with the intention of inducing reliance amed th
prescription, purchase and use of the subject product.

145 The representations by the Defants were in fact false, in that
Invokana is not safe, fit and effective for human consumptismg Invokana
is hazardous to health, and Invokana has a serious propensity to cause ser
injuries to users, including but not limited to the injuries sefleby plaintiff.

146. The foregoingrepresentationby Defendantavere madewith the
expectationand intentionof inducing relianceupon themand increasingthe
prescription,purchasend useof Invokana.

147 Plaintiff reasonably relied on thmisrepresentations made by the
Defendang to their detriment.

148 In reliance of the misrepresentations by the Defendants, andfach
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them, Plaintiff was induced to purchase and use Invokana.

149 If Plaintiff had known of the true facts and the facts concealed by
the Defendants, Plaintiff would not have used Invokana.

150. The reliance of Plaintiff upon Defendants’ misrepresentatias w
justified because such misrepresentations were made and conducted by
individuals and entities that were in a pios to know the true facts.

151 As a direct, proximate, and foreseeable result of Defendants’
negligent misrepresentations, Plaintiff suffered injuries ardadjes as alleged
herein.

Count Nine- Fraudulent Concealment
152 Plaintiff incorporatedy reference each and every paragrapheComplaint as
if fully copied and set forth at length herein.

153 At all relevant times, Defendants knew that Invokana was defective,
unreasonably unsafe, and that its risks were understated dahéBts were
overstated.

154. Defendants willfully, intentionally and fraudulently concealeeirt
knowledge fromPlaintiff, Plaintiff's physicians, and the public, and instead
knowingly provided false information.

155 Defendants withheldhformation that they had a duty to disclose
through Invokana’s labeling, advertising, marketing mater@ds$ail persons,
seminar presentations, publications, notice letters, and regutbmissions
that Invokana was safe and effective.

156. Defendats withheld information about the severity of the
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substantial risks of using Invokana and their knowledge of the safpiglsi
regarding adverse effects of Invokana.

157. Defendants withheld information that Invokana was not safer or
more effective than alternative diabetes medications available on thetmark

158 The above facts were materahd would have been considered
important to a reasonable person.

159 Had the above facts been disclosed, they would have changed
Plaintiff's decision to tak Invokana and Plainti$ physician’s decision to
provide sampleof it or prescribe it

160 Defendants had a duty to discloke information to Plaintiff and
Plaintiff' s physicians.

161 Defendants had sole access to material facts concerning, and unique
and special knowledge and expertise regarding, the dangers and nabéaso
risksassociated with ingestirigvokana.

162 Defendants knew or should have known and expected or should
have expected and intended that Plaintiff and Plaistghysicians rely on the
inaccurate information they provided.

163 As a foreseeable, direct, and proximate result of Defendants’
actions and fraudulent concealment, Plaintiff suffered injury.

Count Ten- Fraud
164. Plaintiff incorporatedy reference each and every paragrapheComplaint as if fully
copied and set forth at length herein.

165  Defendants’ intentional misrepresentations and concealments
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constitute fraud under state law and were made with the intent to dlefrau
physicians and consumers, including Plaintiff and Plaintiff's aifgss.

166. Specifically Defendants intentionallgnd fraudulently did the
following:

a. Provideda "Warnings an®recaution’ sectionof the
Invokanaprescribing informatiothat purportgo expressly
describeherelevantand materialpotentialsde-effectsthat
Defendantsknew or should have known about, but in which
material and relevant information was fraudulently withheld
from thesection;

b. ProvidedConsumer Medication Guide that expressly indicated
“What is the most important information | should know about Innala and
“What are the possible side effects of Invokana?” and “General infanmati
about the safe and effective use of Invokana” and fraudulently omits
information Invokana has been asstaiawith diabeticketoacidosis kidney
failure, or cardiovascular adverse events;

c. Oninformation and belief each and every advertisement and marketing
channel fraudulently omits information about the risks of Invakamd
overstates thbenefits

d. Faled to disclose that Invokana was not as safe and effective as other
diabetes drugs;

e. Failed to disclose that Invokana does not result in safe anel mo

effective diabetes treatments than other available drugs;
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f. Failed to disclose that the risk of haassociated with Invokana was
greater than the risk of harm associated with other diabetes drugs;

g. Failedto disclose that Defendants knew that Invokana was not
adequately tested;

h. Failedto disclose that testing had revealed unreasonably high risk of
injury;

I. On information and belief, failed to disclose that Defendants
intentionally withheld safety information from the FD&nd

J. Affirmatively asserted that Invokana was safe and effective.

167. The numberandextentof fraudulent marketingommunicationsre
too numerous tolist and are so pervasivethat they fraudulently influence
healthcareproviders and consumers everwithout direct exposureto the
marketing information becauseas intended by Defendants others hear the
fraudulentcommunicationsand come to believe them and communicaté¢o
others thatnvokanais safeandeffective.

168 Plaintiff and Plaintiff's healthcareproviders were exposed the
product label and medicatiguideandthe fraudulentlyinaccuratanformation
describedhbove.

169 Defendants had access to these facts, while Plaintiff and flainti
physicians did not and were unaware of them and could not reastesioly f
them from and alternative source.

170 The above facts were material to Plairaifid Plaintiffs physician’s

decision to use and give samples of Invokana, and they reasonably relied o
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Defendants’ representations.
171 As a direct, proximate, and foreseeable result of Defendants’ fraud

they caused Plaintiff injuries.

Punitive Damages Allegations

172 Plaintiff incorporatedy reference each and every paragraph@Complaint as if

fully copied and set forth at length herein.

173 The acts, conduct and omissions of Defendaats,allegd
throughout he Complaint were willful and malicious. Defendants committed
these acts with a conscious disregard for the rights, health ang séfet
Plaintiff and other Invokana users and for the primary purpose mdasing
Defendants’ profits from the sale and dtsition of Invokana. Defendants’
outrageous and unconscionable conduct warrants an award of exeanpdary
punitive damages against Defendants in an amount appropriate to punish and
make an example of Defendants.

174. Priorto the manufacturingsale,and distributionof Invokana,
Defendantknew thatsaid medicationwasin a defectiveconditionas
previouslydescribedhereinand knewthat thosevho wereprescribed the
medicationwouldexperienceand didexperienceeverephysical mental,and
emotionalinjuries. Furthe Defendantsthroughtheir officers, directors,
managers, and agenksiewthat themedicatiompresenteda substantiabnd
unreasonablask of harmto the public,including Plaintiffand as sud,

Defendantsinreasonablgubjectedconsumer®f said druggo risk of injury or
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deathfrom usinglnvokana.

175 Despite their knowledge, Defendants, acting through theireodfic
directors and managing agents, for the purpose of enhancing De&ndant
profits, knowingly and deliberately failed to remedy the knownatsfm
Invokana and failed to warn the publiegluding Plaintiff of the extreme risk
of injury occasioned by said defects inherent in Invokana. Defenhdad
their agents, officers, and directors intentionally proceeded véth th
manufacturing, sale, distribution, and marketing of Invokana kmpthiese
actions would expose persons to serious danger in order to advance
Defendantspecuniary interest and monetary profits.

176 Defendants’ conduct was so contemptible that it would be looked
down upon and despised by ordinary decent people, andawadmon by
Defendants with willful and conscious disregard for the saféBjaintiff and

other consumers, entitling Plaintiff to exemplary damages.

WHEREFORE, Plaintiff demands judgment against each of the Defendants jomdly a
severally for such sus, including, but not limited to prejudgment and gadgment interest, as
would be necessary to compensate Plaintiff for the injirtiamtiff hasand will suffer. Plaintiff
further demansljudgment against each of the Defendants for punitive dam&jemtiff further
demang payment by each of the Defendants jointly and severally of the costs$tamby fees
of thisaction. Plaintiff further demasgayment by each Defendant jointly and severallgref

and post judgmenhterest on the above asdch other relief as the Court deems just.
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Dated:March 31, 2016

NAPOLI SHKOLNIK LLC

By: /s/ James D. Heisman
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James D. Heisman (#2746)

919 North MarketStreet, Suite 801
Wilmington, DE 19801
(302)-330-8025
JHeisman@NapoliLaw.com
Attorney for Plaintiffs



